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KEY HIGHLIGHTS
PATIENTS: Our trial is
studying patients with
3rd-line pancreatic cancer.
There are 10,000 patients
in the US actively seeking
3rd line treatment. No
FDA approved treatments
and no oncology guideline
recommendations
ESMO GI: SM-88 showed
3x expected survival
of 6.4 months median
overall survival in recent
trial results with many of
the top pancreatic cancer
centers participating
PIVOTAL TRIALS: TYME’s
Pivotal trial just launched
and a second pivotal
trial in partnership with
PanCAN (one of the
largest pancreatic cancer
foundations in the world)
has opened trial sites
PIPELINE: Expanding
into other metastatic
cancers, including prostate,
sarcomas, breast and
blood cancers
SAFETY: Commonly used
treatments have serious
adverse effects in >50% of
patients. SM-88 has only
had 4% (2/49) of patients
with serious adverse
events related to SM-88

A Unique Therapeutic Approach
Designed to Disrupt Cancer’s Innate
Metabolic Function
TYME is an emerging biotechnology company developing cancer therapeutics
that are intended to be broadly effective across tumor types and have low toxicity
profiles. Unlike targeted therapies that attempt to regulate specific mutations within
cancer, our therapeutic approach is designed to take advantage of a cancer cell’s
innate metabolic weaknesses to compromise its defenses, leading to cell death
through oxidative stress and exposure to the body’s natural immune system.
TYME’s lead cancer metabolism-based therapy (CMBTTM), SM-88, is an oral
investigational modified proprietary tyrosine derivative that is hypothesized to
interrupt the metabolic processes of cancer cells by breaking down the cells’ key
defenses and leading to cell death through oxidative stress and exposure to the
body’s natural immune system. Clinical trial data have shown that SM-88 has
demonstrated encouraging tumor responses across 15 different cancers, both
solid and liquid tumors, including pancreatic, lung, breast, prostate and sarcoma
cancers with minimal serious Grade 3 or higher adverse events.
TYME has multiple cancer metabolism-based assets and other formulations for
SM-88 in the pipeline, including injectable, intranasal, and transdermal that are
expected to be advanced into the clinical setting. TYME has an expanding patent
portfolio broadly covering compositions, methods, manufacturing and use of
its pipeline to 2032, and beyond.
We are committed to delivering CMBTs for patients with advanced, difficult-to-treat
cancers while reducing the burden on our healthcare system. To learn more about
TYME technologies and/or request an interview with our management team please
contact us at 212-461-2315 or e-mail us at investorrelations@tymeinc.com.
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TYME Announces Fourth Quarter and Fiscal Year 2020
Financial and Operating Results
•
•
•

•
•
•

•

TYME-88-Panc pivotal trial enrolling patients using oral SM-88 as a potential
treatment for third-line pancreatic cancer
PanCAN enrolling patients in its Precision PromiseSM adaptive randomized
Phase II/III registration-intent trial evaluating oral SM-88 as second-line
monotherapy for pancreatic cancer
TYME & Joseph Ahmed Foundation’s HopES sarcoma study enrolling patients
for the investigator-initiated Phase II trial studying oral SM-88 as maintenance
monotherapy in previously treated metastatic Ewing’s sarcoma and salvage
monotherapy in clinically advanced sarcomas
TYME to present updated findings from preclinical data on cancer metabolismbased compounds: SM-88 and TYME-18
Strategic collaboration with Eagle Pharmaceuticals entitled TYME to receive up
to a total of $40 million, which included $20 million upfront and $20 million in
potential milestone payments
Additional capital resources better position TYME to carry out its clinical trials in
pancreatic cancer and sarcomas, advance plans for clinical trials in metastatic
breast, prostate and/or hematological cancers, as well as continue developing
pre-clinical and mechanism data studies
Fourth Quarter and Fiscal Year 2020 conference call today, May 20th, at 5 p.m.
Eastern Time

NEW YORK, NY, May 20, 2020 -- (BUSINESS NEWSWIRE) -- Tyme Technologies,
Inc. (NASDAQ: TYME), an emerging biotechnology company developing cancer
metabolism-based therapies (CMBTs™), announced preliminary financial and operating
results for its fourth quarter and fiscal year ended March 31, 2020. TYME delivered on
multiple major milestones in Fiscal Year 2020, including its two most important corporate
priorities, launching the first pivotal trial that will evaluate oral SM-88 (racemetyrosine) for
patients with third-line pancreatic cancer and strengthening its capital structure. Given
these developments, TYME now has a clear path toward becoming a commercial
enterprise.
During fiscal 2020, the Company presented a growing body of clinical data at major
international medical meetings, initiated the TYME pivotal study in third-line pancreatic
cancer, partnered with PanCAN to initiate the Precision PromiseSM Phase II/III registration
intent study in second-line pancreatic cancer, and expanded the clinical study program
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into high-risk sarcomas. Additionally, the strategic investment and partnership with Eagle
Pharmaceuticals better positions TYME for success with its ongoing trials and to advance
planning for clinical trials in metastatic breast, prostate and/or hematological cancers.
“Fiscal Year 2020 was our most productive year to date in which we made significant
progress on our key initiatives across all functions of our business. The positive results
across multiple studies achieved in fiscal 2020 positioned TYME to initiate our first pivotal
trial in pancreatic cancer, partner with PanCAN for the innovative Precision Promise trial,
start the phase II trial for high-risk sarcomas, and produce encouraging top line data from
Part 1 of the TYME-88-Panc study. We witnessed promising final data in the Phase II
biomarker recurrent prostate trial and strengthened our capital structure.” said Steve
Hoffman, Chairman and Chief Executive Officer of TYME. “We believe these combined
achievements should enhance the value of TYME and serve as our engine of growth for
the next several years. Importantly, each milestone that we accomplished strengthens
our conviction in achieving our fiscal 2021 corporate goals and objectives toward
improving the lives of patients with advanced cancers.”
The COVID-19 pandemic has had a global impact and we are monitoring its impact on all
aspects of our business, our clinical trials, and the safety of patients. We are working
closely with our clinical trial sites during the pandemic. At this time, all trials for SM-88 are
still actively enrolling patients and we believe we have sufficient clinical supply to
complete all of our trials. We are targeting full enrollment for the TYME-88-Panc pivotal
trial by late-2020 to early-2021. We are committed to working with the clinical trial sites to
assure appropriate access for patients who are seeking clinical trial options for these
advanced cancers for which the patients have limited or no other treatment options.
Fourth Quarter and Fiscal Year 2020 Financial Results
As of the fourth quarter ended March 31, 2020, the Company had approximately $26.7
million in cash and cash equivalents compared to $11.5 million in cash and cash
equivalents as of the third quarter ended December 31, 2019. On January 7, 2020, TYME
received $20.0 million from the sale and issuance of 10,000,000 shares of common stock
of the Company to Eagle Pharmaceuticals in a private placement.
TYME’s operational cash burn rate for the fourth quarter of fiscal year 2020 was $5.9
million compared to $4.5 million for the third quarter of fiscal year 2020 and $4.2 million
for the fourth quarter of fiscal 2019. The burn rate was generally consistent with our
previous projections and predominantly reflected costs associated with our ongoing
TYME-88-Panc Phase II trial and the launch of the pivotal phase of our TYME-88-Panc
trial to evaluate SM-88 as a potential treatment for patients with third-line pancreatic
cancer. Based on products and services to support active clinical trials, the initiation and
roll out of the Precision PromiseSM trial and other business developments, TYME
anticipates that its quarterly cash usage from operations should average $7.0 to $8.0
million per quarter for fiscal year 2021. TYME expects the actual net quarterly cash burn
to be lower than the operational cash burn after accounting for cash inflows from potential
equity, debt or strategic financing activities.
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The Company believes that its cash and cash equivalents as of March 31, 2020, together
with anticipated access to additional capital, is adequate to fund the current trials in
pancreatic cancer, the HopES Sarcoma Phase II Trial, advance planning for clinical trials
in breast, prostate and/or hematological cancers, as well as continuing its pre-clinical and
mechanism data studies.
Conference Call Details
TYME management will be hosting a conference call for analysts and investors on
Wednesday, May 20, 2020 at 5:00 pm Eastern Time. Those interested in participating in
the conference call should dial: (833) 490-0614 (Domestic) / (918) 922-6753
(International); and enter passcode: 2174222. The call will also be viewable via webcast,
which can be accessed through the “Investors” tab of the company’s website
(ir.tymeinc.com). A replay of this conference call will also be available via webcast shortly
after the event.
Anticipated Upcoming Key Events
TYME currently expects the following key events in calendar year 2020:
•
•
•
•
•
•
•
•
•

Present preclinical data for SM-88 and TYME-18 at AACR 2020
Advance enrollment in TYME-88-Panc pivotal study
Advance enrollment in the HopES Sarcoma Phase II Trial
Advance enrollment in PanCAN’s Precision PromiseSM adaptive randomized
Phase II/III registration-intent trial in patients with pancreatic cancer using oral
SM-88 in second-line monotherapy
Health economic outcomes studies on total cost of care for pancreatic cancer
patients at ISPOR 2020 and ASCO 2020
Publish final data for SM-88 Phase II prostate study
Initiate plans for SM-88 clinical programs into other tumor types potentially
including metastatic breast, recurrent prostate and/or hematological cancers
Present and/or publish final data from Part 1 of TYME-88-Panc study
Continue proof-of-concept and IND-enabling activities for TYME-18

Corporate Developments
Today, TYME also announced the exchange of all its outstanding April 2, 2019 warrants
to purchase 8 million shares of its common stock. As a result of the exchanges, none of
the 2019 warrants remain outstanding. The exchanging holders also entered into leakout agreements that restrict sales of the shares received in connection with the
exchanges and prohibit new short positions or short sales for a period of six
months. Warrants to acquire approximately 5.8 million shares are being exchanged for
approximately 2.4 million shares of TYME’s common stock, and the remaining warrant to
acquire approximately 2.2 million shares is being exchanged for a new warrant to acquire
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the same number of shares, but for a lower exercise price of $1.80. The new warrants
also does not include the price protection, anti-dilution or other restrictions on Company
action contained in the 2019 warrants. Additional details about the exchanges can be
found in the Company’s current report on Form 8-K filed today with the Securities and
Exchange Commission.
Summary of Recent Developments
TYME Announced Abstracts Selected for Presentation at the American
Association for Cancer Research, AACR 2020
TYME will highlight findings from preclinical data on two CMBTs: SM-88 and TYME-18 at
the AACR 2020 Virtual Meeting to be held from June 22 to June 24, 2020. The first
abstract describing SM-88 showed that mice receiving SM-88 monotherapy
demonstrated significantly reduced tumor size as compared to control mice. The
preclinical data suggest SM-88 monotherapy increases oxidative stress from reactive
oxygen species (ROS) and interferes with autophagy, an important survival mechanism
utilized by cancer cells. Both of these effects may be associated with SM-88’s intended
mechanism of specifically disrupting cancer cell metabolism with a dysfunctional amino
acid. Additionally, preclinical data supports that SM-88 modulates tumor immunity,
specifically tumor associated macrophages (TAMs) reducing immunosuppressive (M2)
macrophages that have demonstrated a critical role in overall tumor immune dynamics.
Separately, new data will be presented for TYME’s CMBT compound, TYME-18. TYME18 is designed for intra-tumoral administration of difficult to treat tumors and leverages
the acidic tumor microenvironment and signaling pathways to kill cancer cells. Initial
preclinical data for TYME-18 in animal tumor models demonstrate rapid and complete
tumor regression, with no reported local or systemic toxicities. TYME-18 continues to be
studied as a potential therapy for difficult to treat tumors that may not be eligible for
surgical or other interventions.
TYME Announced First Patient Dosed in TYME-88-Panc Pivotal Trial to Evaluate
SM-88 as Oral Treatment for Patients with Metastatic Pancreatic Cancer
The first pancreatic cancer patient was dosed in Part 2 of the TYME-88-Panc pivotal trial
designed to support approval of SM-88, TYME’s leading cancer metabolism-based
therapy, for the third-line treatment of patients with metastatic pancreatic cancer. CMBTs
are proprietary investigational compounds that are believed to disrupt cancer cells’ protein
synthesis, leading to a breakdown of the cancer’s key defenses and cell death. In clinical
trials, SM-88 has demonstrated encouraging tumor responses across 15 different
cancers, including pancreatic, prostate, sarcoma, breast, lung, and lymphoma cancers
with minimal serious grade 3 or higher adverse events.
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TYME and The Joseph Ahmed Foundation Announced First Patient Dosed in
HopES Phase II Trial Evaluating the Potential Benefits of Oral SM-88 for Patients
with High-Risk Sarcomas
The first sarcoma cancer patient was dosed at the Sarcoma Oncology Center in the
HopES Phase II trial designed to evaluate SM-88 for the treatment of high-risk sarcomas,
which are ultra-rare cancers with high unmet medical need.
Tyme Technologies and Eagle Pharmaceuticals Announced Strategic
Collaboration to Advance Innovative Oral SM-88 for the Treatment of Patients
with Cancer
TYME and Eagle announced the formation of a U.S. strategic collaboration focused on
the co-promotion of TYME’s lead CMBT candidate, oral SM-88, in advanced cancers.
Under the terms of the securities purchase agreement, TYME received a $20 million
upfront cash payment for 10 million restricted shares of TYME common stock at $2.00
per share. In addition, TYME is entitled to receive a $20 million milestone payment upon
the successful completion of the first to occur of the following three events: (1)
achievement of the primary endpoint of overall survival in its TYME-88-Panc pivotal trial;
or (2) achievement of the primary endpoint of overall survival in the PanCAN Precision
PromiseSM SM-88 registration arm; or (3) U.S. Food and Drug Administration (FDA)
approval of SM-88 in any cancer. This payment would be split into a $10 million milestone
cash payment and a $10 million investment in TYME at a 15% premium to the then
prevailing market price. Eagle’s shares will be restricted from sale until the earlier of three
months following the milestone event or the three-year anniversary of the agreement.
Under the terms of the co-promotion agreement, Eagle Pharmaceuticals will undertake
25% of the promotional sales effort for SM-88 in the U.S. oncology market and receive
15% of the net U.S. revenues of SM-88, and TYME will be responsible for the remaining
promotional effort. TYME will also be responsible for clinical development, regulatory
approval, commercial strategy, marketing, reimbursement and manufacturing of SM-88.
TYME retains the remaining 85% of net U.S. revenues and reserves the right to
repurchase Eagle’s co-promotion right for $200 million.
As part of this strategic collaboration between TYME and Eagle, there is also the potential
to evaluate oral SM-88 in combination therapy or as monotherapy through leveraging
Eagle’s oncology pipeline and expertise in oncology settings, which may include trials in
breast or lung cancers and other tumor types.
TYME Announced Health Economic Research Study Presented at ISPOR and
Published in the Journal Value in Health Demonstrated Reduction in Total Cost of
Care with Increased Use of New Medicines for Treatment of Patients with
Pancreatic Cancer
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The results of a health economic outcomes study demonstrated that the therapeutic
benefit of increasing the use of novel medicines is so great that it is driving a decrease in
the actual total cost of healthcare. The supporting data from the study were presented at
the International Society for Pharmacoeconomics and Outcomes Research (ISPOR)
Virtual Meeting held from May 18 to May 20 and published in the Society’s journal, Value
in Health. The study looked at treatment inflation-adjusted expenses per patient for
pancreatic cancer care between 2009 and 2016 and found that for every additional $1
spent on drugs for pancreatic cancer between 2009 and 2016, there was a reduction in
non-drug spending of $8 - $9.
About SM-88
SM-88 is an oral investigational modified proprietary tyrosine derivative that is
hypothesized to interrupt the metabolic processes of cancer cells by breaking down the
cells’ key defenses and leading to cell death through oxidative stress and exposure to the
body’s natural immune system. Clinical trial data have shown that SM-88 has
demonstrated encouraging tumor responses across 15 different cancers, including
pancreatic, lung, breast, prostate, sarcoma and lymphoma cancers with minimal serious
grade 3 or higher adverse events. SM-88 is an investigational therapy that is not approved
for any indication in any disease.
About Tyme Technologies
Tyme Technologies, Inc., is an emerging biotechnology company developing cancer
therapeutics that are intended to be broadly effective across tumor types and have low
toxicity profiles. Unlike targeted therapies that attempt to regulate specific mutations
within cancer, the Company’s therapeutic approach is designed to take advantage of a
cancer cell’s innate metabolic weaknesses to compromise its defenses, leading to cell
death through oxidative stress and exposure to the body’s natural immune system. For
more information, visit www.tymeinc.com. Follow us on social media: @tyme_Inc,
LinkedIn, Instagram, Facebook and YouTube.
Use of Non-GAAP Financial Measures
The adjusted net loss and adjusted net loss per share presented in this press release are
non-GAAP measures. The adjustments relate to the change in fair value of warrant
liabilities, warrant modification expense, severance stock-based compensation and
amortization of employees, directors and consultants’ stock-options. These financial
measures are presented on a basis other than in accordance with U.S. generally
accepted accounting principles ("Non-GAAP Measures"). In the reconciliation tables that
follow, we present adjusted net loss and adjusted net loss per share, reconciled to their
comparable GAAP measures, net loss and net loss per share. These items are adjusted
because they are not operational or because they are significant non-cash charges and
management believes these adjustments are meaningful to understanding the
Company's performance during the periods presented. These Non-GAAP Measures
should be considered a supplement to, not a substitute for, or superior to, the
corresponding financial measures calculated in accordance with GAAP. Our definitions
of adjusted net loss and adjusted loss per share may not be comparable to similar
measures reported by other companies.
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Forward-Looking Statements/Disclosure Notice
In addition to historical information, this press release contains forward-looking
statements under the Private Securities Litigation Reform Act that involve substantial risks
and uncertainties. Such forward-looking statements within this press release include,
without limitation, statements regarding our drug candidates, including SM-88 and TYME18, and their clinical potential and non-toxic safety profiles, our drug development plans
and strategies, ongoing and planned clinical trials, preliminary data results and the
therapeutic design and mechanisms of our drug candidates; and readers can identify
forward-looking statements by sentences or passages involving the use of terms such
“believes,” “expects,” “hopes,” “may,” “will,” “plan,” “intends,” “estimates,” “could,”
“should,” “would,” “continue,” “seeks,” or “anticipates,” and similar words including their
use in the negative or by discussions of future matters such as effect of the novel
coronavirus (COVID-19) pandemic and the associated economic downturn and impacts
on the Company's ongoing clinical trials, the cost of development and potential
commercialization of our lead drug candidate and of other new products, expected
releases of interim or final data from our clinical trials, possible collaborations, the timing,
scope and objectives of our ongoing and planned clinical trials and other statements that
are not historical. The forward-looking statements contained in this press release are
based on management’s current expectations, which are subject to uncertainty, risks and
changes in circumstances that are difficult to predict and many of which are outside of
TYME’s control. These statements involve known and unknown risks, uncertainties and
other factors which may cause the Company’s actual results, performance or
achievements to be materially different from any historical results and future results,
performances or achievements expressed or implied by the forward-looking statements.
These risks and uncertainties include, but are not limited to, the severity, duration, and
economic impact of the coronavirus pandemic; that the information is of a preliminary
nature and may be subject to change; uncertainties inherent in the cost and outcomes of
research and development, including the cost and availability of acceptable-quality clinical
supply and the ability to achieve adequate clinical study design and start and completion
dates; the possibility of unfavorable study results, including unfavorable new clinical data
and additional analyses of existing data; risks associated with early, initial data, including
the risk that the final data from any clinical trial may differ from prior or preliminary study
data; final results of additional clinical trials that may be different from the preliminary data
analysis and may not support further clinical development; that past reported data are not
necessarily predictive of future patient or clinical data outcomes; whether and when any
applications or other submissions for SM-88 may be filed with regulatory authorities;
whether and when regulatory authorities may approve any applications or submissions;
decisions by regulatory authorities regarding labeling and other matters that could affect
commercial availability of SM-88; the ability of TYME and its collaborators to develop and
realize collaborative synergies; competitive developments; and the factors described in
the section captioned “Risk Factors” of TYME’s Annual Report on Form 10-K to be filed
with the U.S. Securities and Exchange Commission, as well as subsequent reports we
file from time to time with the U.S. Securities and Exchange Commission available at
www.sec.gov.
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The information contained in this press release is as of its release date and TYME
assumes no obligation to update forward-looking statements contained in this release as
a result of future events or developments.
For Investor Relations & Media Inquiries:
Contact:
Brian Gill
1-212-461-2315
investorrelations@tymeinc.com
media@tymeinc.com

Tyme Technologies, Inc. and Subsidiaries
Consolidated Statements of Operations
Years Ended
March 31,
2020

Operating expenses:
Research and development
General and administrative (including $447,000 and
$977,000 of related party legal expenses, respectively)

$

Severance expense
Total operating expenses
Loss from operations
Other income (expense):
Warrant modification expense
Change in fair value of warrant liability
Interest income
Interest expense
Total other income (expenses)
Loss before income taxes
Net loss

$

Basic and diluted loss per common share

$

Basic and diluted weighted average shares outstanding

2019

12,955,879

$

14,719,481

12,804,493
—
25,760,372
(25,760,372)

14,586,165
2,470,906
31,776,552
(31,776,552)

—
3,644,601
229,458
(114,243)
3,759,816
(22,000,556)
(22,000,556)

$

(1,289,125)
—
89,977
(7,415)
(1,206,563)
(32,983,115)
(32,983,115)

(0.19)

$

114,533,102

(0.32)
102,354,050

The non-GAAP financial measures for the year ended March 31, 2020 and 2019 provide
management with additional insight into the Company’s results of operations from period
to period by excluding certain non-operational and non-cash charges, and are calculated
using the following adjustments to net loss:
a) The warrants issued as part of an equity offering on April 2, 2019 are measured at
fair value using a Monte Carlo model which takes into account, as of the valuation date,
factors including the current exercise price, the remaining contractual term of the warrant,
the current price of the underlying stock, its expected volatility, the risk-free interest rate
for the term of the warrant and the estimates of the probability of a fundamental
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transaction occurring. The warrant liability is revalued at each reporting period or upon
exercise. Changes in fair value are recognized in the consolidated statements of
operations and are excluded from adjusted net loss and adjusted net loss per share.
b) The Company uses the Black Scholes option pricing model to determine fair value of
stock options granted. For employees and non-employees, the compensation expense
is amortized over the requisite service period which approximates the vesting period. The
expense is excluded from adjusted net loss and adjusted net loss per share.
c) The Company uses the Black-Scholes option pricing model to determine the expense
associated with the modification of certain warrants and stock-based compensation
grants.
Adjusted basic net loss per share is computed by dividing adjusted net loss by the
weighted average number of shares of Company common stock outstanding for the
period and adjusted diluted loss per share is computed by also including common stock
equivalents outstanding for the period. During the periods presented, the calculation
excludes any potential dilutive common shares and any equivalents as they would have
been anti-dilutive as the Company incurred losses for the periods then ended.

Reconciliation of Net Loss to Adjusted Net Loss
For the Year Ended March 31,
2020
Net loss (GAAP)

$

2019

(22,001,000)

$

(32,983,000)

Adjustments:
Change in fair value of warrant liability

(3,645,000)

Warrant modification expense
Severance stock based compensation
Amortization of employees, directors and consultants stock options
Adjusted net loss (non-GAAP)

—

—

1,289,000

—
$

6,086,000
(19,560,000)

388,000
$

8,563,000
(22,743,000)

Reconciliation of Net Loss Per Share to Adjusted Basic and Diluted Net Loss Per Share
For the Year Ended March 31,
2020
Net loss per share (GAAP)

$

2019
(0.19)

$

(0.32)

Adjustments:
Change in fair value of warrant liability

(0.03)

Warrant modification expense
Severance stock based compensation
Amortization of employees, directors and consultants stock options
Adjusted basic and diluted net loss per share (non-GAAP)

—

—

0.01

—
$

0.05
(0.17)

*
$

0.08
(0.23)

* The effect of the change was negligible to the adjusted basic and diluted net loss per share.
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TYME Presents Updated Data at ESMO GI 2019 from TYME-88-Panc
Phase II Study Demonstrating Encouraging Overall Survival Trends in
Patients with Advanced Pancreatic Cancer
•

In this poor prognosis population, SM-88 demonstrated median overall survival
(OS) of 6.4 months as of April 25, 2019

•

Efficacy indicators showed strong correlation with greater overall survival (OS).
These indicators included achieving stable disease (SD) or better and decreases
in circulating tumor cells (CTCs)

•

Patients who achieved SD or better had a statistically significant (p=0.02)
improvement in survival with a 92% reduction in risk of death

•

Patients who achieved at least an 80% reduction in CTC burden demonstrated a
60% decrease in risk of death

•

The study supports SM-88’s well-tolerated safety profile, with only 4% of patients
having a serious adverse event (SAE) that was deemed to be at least possibly
related to SM-88

•

Based on these results, TYME plans to initiate a randomized pivotal trial for use
of SM-88 in patients with pancreatic cancer in Q3’2019

•

TYME management will be hosting a conference call on July 9th at 8:30AM EDT
to discuss the SM-88 data presented at the ESMO GI Congress.

NEW YORK, July 5, 2019 (GLOBE NEWSWIRE) -- Tyme Technologies, Inc.
(NASDAQ: TYME), an emerging biotechnology company developing cancer metabolism
based therapies (CMBTs™), announced that its multicenter open-label Phase II TYME88-Panc study evaluating SM-88 (racemetyrosine) as an oral monotherapy in patients
with advanced pancreatic cancer continues to demonstrate encouraging results and a
well-tolerated safety profile. The data from the TYME-88-Panc study were presented at
the European Society of Medical Oncology 21st World Congress on Gastrointestinal
Cancer (ESMO GI) on July 4, 2019 in Barcelona, Spain.
“We believe that these outcomes further justify advancing the development of SM-88.
These survival results compare very favorably to the analysis of 19 prospective pancreatic
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cancer trials where the median reported survival after progressing on third-line therapy
was 2.0 – 2.5 months1 based on reported historical trials,” said Giuseppe Del Priore, M.D.,
M.P.H., Chief Medical Officer at Tyme Technologies. “Given that there are no effective
options to treat this patient population, we plan to move forward with our SM-88 pivotal
trial in pancreatic cancer. We are increasingly encouraged that SM-88 has the potential
to be a new treatment approach for late-stage pancreatic patients.”
Updated results from the ongoing multicenter open-label Phase II TYME-88-Panc study
(Abstract #160) involved 49 heavily pretreated patients with radiographically progressive
metastatic pancreatic cancer who had significant disease related morbidity before
receiving TYME’s investigational agent SM-88. More than 80% of patients had received
at least two prior lines of therapy. Of the 49 patients, 38 patients were evaluable for
efficacy, as defined in the protocol. TYME-88-Panc is a two-part study in which Part 1
was intended to determine optimal dosing and assess if early clinical benefit supported
further development of SM-88 in pancreatic cancer. This study is being performed under
a TYME IND with input from the FDA prior to study initiation.
In this study, based on information available as of April 25, 2019, the median overall
survival of evaluable patients (38 of 49) was 6.4 months. Certain efficacy indicators
correlated with greater OS, including achieving SD or better and decreases in CTCs.
A RECIST clinical benefit rate (CBR) of stable disease or better was achieved by 44% of
patients (11 of 25) with available imaging. Notably, patients achieving stable disease or
better demonstrated a statistically significant (p=0.02) improvement in survival with a 92%
reduction in risk of death (hazard ratio=0.08). The CBR was durable with majority of these
patients remaining in stable disease or better at more than 7 months after receiving
treatment with SM-88.
The measurement of CTCs is emerging as an important prognostic indicator in patients
with pancreatic cancer. This is now the second TYME study in cancer patients showing
that SM-88 reduces CTCs. In a previous study of patients with prostate cancer, SM-88
treatment was also associated with a reduction in CTC count (JCO 37, 2019 supp 7S;
83). In the TYME-88-Panc study, a median reduction of 63% in CTC burden was observed
in evaluable patients. Importantly, patients (10 of 24) with available results reaching an
80% reduction or greater in CTCs demonstrated a 60% decrease in risk of death (hazard
ratio=0.40).
“Responses are very rare in later line pancreatic cancer so overall response rates are
close to zero. The SM-88 trial has demonstrated encouraging new data on efficacy
indicators, including a meaningful clinical benefit rate, and a reduction in circulating tumor
cells, that both correlate with extended survival,” said Allyson Ocean, MD, a pancreatic
cancer specialist at New York-Presbyterian Hospital/Weill Cornell Medical Center and
Associate Professor of Medicine at the Weill Medical College of Cornell
University. “Research results to date also indicate that SM-88 has a favorable toxicity
profile. To have both results with one drug is extremely important. There are no FDA
approved treatments for 3rd line pancreatic cancer and no NCCN or ASCO guideline
recommendations. These patients are in desperate need of effective therapies.”
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In addition to these findings from the TYME-88-Panc study, data were also presented on
subgroup analyses. TYME identified several screening criteria that were associated with
rapidly declining prognostic factors defined as greater than 2 lines of prior therapy; age
greater than 75 years old; albumin less than 3.5 g/dl. Patients with no indicators of poor
prognosis had a better trend in survival.
TYME identified key sub-groups of patients who performed better. Patients with 1 or 2
prior lines of therapy had a better trend in survival. Female patients had a statistically
significant (p=0.01) trend toward better survival. These encouraging findings warrant
further clinical evaluation of these subgroups.
As of April 25, 2019, the study reported that SM-88 was well tolerated with only 4.0% of
patients (2 of 49) who experienced serious adverse events (SAEs) deemed at least
possibly related to SM-88 (abdominal pain, arthralgia, and hypotension). One patient with
reported SAEs continued on treatment.
The TYME-88-Panc research results are from an investigational study. SM-88 is not
approved for the treatment of patients with any disease condition.
Details of this study were presented at the European Society of Medical Oncology 21st
World Congress on Gastrointestinal Cancer in Barcelona, Spain on Wednesday, July 4,
2019, from 10:00 AM CET to 5:15 PM CET during the Poster Session: “Esophageal, Liver,
Gastric, Pancreatic and other GI Tumors” at the Poster Hall. The poster is available on
our website (www.tymeinc.com/data-publications).
TYME management will be hosting a conference call for analysts and investors on July
9th at 8:30AM EDT to discuss the SM-88 data presented at the ESMO GI Congress.
Those interested in participating in the call should dial: (877) 705-6003 (Domestic) / (201)
493-6725 (International); and enter passcode: 13692152. The call will also be viewable
via webcast, which can be accessed through the “Investors” tab of the company’s website
(ir.tymeinc.com). A replay of this conference call will also be available via webcast shortly
after the event and will remain available for two weeks.
The SM-88 Poster presented at ESMO GI is as follows:
Title:
Authors:

SM-88 Therapy in High-Risk Poor Prognosis Pancreatic Cancer
(PDAC).(Link to poster )
Marcus Smith Noel, Andrea Wang-Gillam, Allyson J. Ocean, Sant P.
Chawla, Vincent Chung, Giuseppe Del Priore, Vincent J. Picozzi

About Advanced Pancreatic Cancer
Advanced pancreatic cancer is a difficult-to-treat cancer with the lowest survival rates
among all cancer types. Across all patients with pancreatic cancer, relative 5-year
survival is 8% and is less than 3% for those with advanced disease.2 The median
survival for patients in end-stage of the disease is approximately 3 months. There are
two main types of pancreatic cancer - adenocarcinomas, which accounts for
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approximately 90% of all pancreatic cancer, and neuroendocrine tumors. Pancreatic
cancer is relatively uncommon with new cases accounting for only 2.1% of all newly
diagnosed cancers. However, pancreatic cancer is the fourth most common cause of
cancer death for men and women in the United States.
About SM-88
SM-88 is an investigational modified proprietary tyrosine derivative that is hypothesized
to interrupt the metabolic processes of cancer cells by breaking down the cells’ key
defenses and leading to cell death through oxidative stress and exposure to the body’s
natural immune system. Clinical trial data have shown that SM-88 has demonstrated
encouraging tumor responses across 15 different cancers, including pancreatic, lung,
breast, prostate and sarcoma cancers with minimal serious grade 3 or higher adverse
events.
About Tyme Technologies
Tyme Technologies, Inc. is an emerging biotechnology company developing cancer
metabolism-based therapeutics that are intended to be broadly effective across tumor
types and have low toxicity profiles. Unlike targeted therapies that attempt to regulate
specific mutations within cancer, the Company’s therapeutic approach is designed to take
advantage of a cancer cell’s innate metabolic weaknesses to compromise its defenses,
leading to cell death through oxidative stress and exposure to the body’s natural immune
system. For more information, visit www.tymeinc.com. Follow us on social media:
@tyme_Inc, LinkedIn, Instagram, Facebook and YouTube.
Forward-Looking Statements/Disclosure Notice
In addition to historical information, this press release contains forward-looking
statements under the Private Securities Litigation Reform Act that involve substantial risks
and uncertainties. Such forward-looking statements within this press release include,
without limitation, statements regarding our drug candidate SM-88 and its clinical potential
and non-toxic safety profiles, our drug development plans and strategies, ongoing and
planned clinical trials, preliminary data results and the therapeutic design and
mechanisms of our drug candidates; and readers can identify forward-looking statements
by sentences or passages involving the use of terms such “believes,” “expects,” “hopes,”
“may,” “will,” “plan,” “intends,” “estimates,” “could,” “should,” “would,” “continue,” “seeks,”
or “anticipates,” and similar words (including their use in the negative) or by discussions
of future matters such as the development and potential commercialization of our lead
drug candidate and of other new products, expected releases of interim or final data from
our clinical trials, possible collaborations, the timing, scope and objectives of our ongoing
and planned clinical trials and other statements that are not historical. The forward-looking
statements contained in this press release are based on management’s current
expectations, which are subject to uncertainty, risks and changes in circumstances that
are difficult to predict and many of which are outside of TYME’s control. These statements
involve known and unknown risks, uncertainties and other factors which may cause the
TYME’s actual results, performance or achievements to be materially different from any
historical results and future results, performances or achievements expressed or implied
by the forward-looking statements. These risks and uncertainties include, but are not
limited to, that the information is of a preliminary nature and may be subject to change;
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uncertainties inherent in research and development, including the ability to achieve
clinical study start and completion dates; the possibility of unfavorable study results,
including unfavorable new clinical data and additional analyses of existing data; risks
associated with early, initial data, including the risk that the final Phase II data may differ
from prior study data or preliminary Phase II data; final results of additional clinical trials
that may be different from the preliminary data analysis and may not support further
clinical development; that past reported data are not necessarily predictive of future
patient or clinical data outcomes; whether and when any applications or other
submissions for SM-88 may be filed with regulatory authorities; whether and when
regulatory authorities may approve any applications or submissions; decisions by
regulatory authorities regarding labeling and other matters that could affect commercial
availability of SM-88; competitive developments; and the factors described in the section
captioned “Risk Factors” of TYME’s Annual Report on Form 10-K for fiscal year ended
March 31, 2019, filed with the U.S. Securities and Exchange Commission on June 12,
2019, as well as subsequent reports we file from time to time with the U.S. Securities and
Exchange Commission (available at www.sec.gov).
The information contained in this press release is as of its release date and TYME
assumes no obligation to update forward-looking statements contained in this release as
a result of future events or developments.
Manax et al 2019 J Clin Oncol 37, 2019 (suppl 4; abstr 226)
Statistics adapted from the American Cancer Society's (ACS) publication, Cancer Facts & Figures 2018.

1
2

Contact:
Ashley R. Robinson
LifeSci Advisors, LLC
617-535-7742
arr@lifesciadvisors.com
Source: Tyme Technologies, Inc.
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TYME Announces Abstracts Selected for Presentation at the
American Association for Cancer Research, AACR 2020
-

-

-

-

Preclinical data suggests multiple mechanisms of action for SM-88, including an
increase in reactive oxygen species, alterations in autophagy and
immunomodulation
Preclinical data for TYME-18, an intra-tumoral delivered therapy, displayed
statistically significant anti-cancer effects in animal cancer models, including the
complete resolution of a majority of tumors
Lead pipeline investigational compound, SM-88, represents a new approach
designed to selectively disrupt cancers metabolic process leading to cancer cell
death
SM-88 has demonstrated clinical responses in 15 different cancer types across
four separate studies

NEW YORK, NY, May 15, 2020 -- (BUSINESSWIRE) -- Tyme Technologies, Inc.
(NASDAQ: TYME), an emerging biotechnology company developing cancer metabolismbased therapies (CMBTs™), announced that two posters will be presented at the
American Association for Cancer Research (AACR) 2020 Virtual Meeting to be held from
June 22 to June 24, 2020.
TYME’s presentations include findings from preclinical data on two CMBTs: SM-88 and
TYME-18. TYME’s CMBTs are proprietary investigational compounds that leverages
cancer’s altered metabolism and associated vulnerabilities to specifically disrupt
fundamental cellular processes. This can include altering protein synthesis, increasing
oxidative stress, decreasing pH levels, and compromising protein or lipid barriers. In
addition, CMBTs may target select survival mechanisms including autophagy, as well as
altering the tumor microenvironment to improve immune recognition of the cancer. In
clinical trials, SM-88 (racemetyrosine) has demonstrated encouraging tumor responses
across 15 different cancers, including pancreatic, prostate, sarcoma, breast, lung, and
lymphoma cancers with minimal serious grade 3 or higher drug-related adverse events.
The first abstract describing SM-88 showed that mice receiving SM-88 monotherapy
demonstrated significantly reduced tumor size as compared to control mice. The
preclinical data suggest SM-88 monotherapy increases oxidative stress from reactive
oxygen species (ROS) and interferes with autophagy, an important survival mechanism
utilized by cancer cells. Both of these effects may be associated with SM-88’s intended
mechanism of specifically disrupting cancer cell metabolism with a dysfunctional amino
acid. Additionally, preclinical data supports that SM-88 modulates tumor immunity,
specifically tumor associated macrophages (TAMs) reducing immunosuppressive (M2)
macrophages that have demonstrated a critical role in overall tumor immune dynamics.
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Separately, new data will be presented for TYME’s CMBT compound, TYME-18. TYME18 is designed for intra-tumoral administration of difficult to treat tumors and leverages
the acidic tumor microenvironment and signaling pathways to kill cancer cells. Initial
preclinical data for TYME-18 in animal tumor models demonstrate rapid and complete
tumor regression, with no reported local or systemic toxicities. TYME-18 continues to be
studied as a potential therapy for difficult to treat tumors that may not be eligible for
surgical or other interventions.
Additional information on the meeting can be found on the AACR website at:
https://www.aacr.org/meeting/aacr-annual-meeting-2020/aacr-virtual-annual-meeting-i/
Details for the poster presentations are as follows:
Title: In Vitro and In Vivo Anticancer effects of D/L-alpha-metyrosine (SM-88), a Novel
Metabolism-Based Therapy
Virtual Session Date: June 22-24, 2020
Virtual Session Location: AACR e-poster website
Abstract Number: 20-A-7314
Title: In Vivo Mouse Model Data Demonstrating Reduction in Tumor Cell Proliferation
Following Intratumoral Administration of TYME-18
Virtual Session Date: June 22-24, 2020
Virtual Session Location: AACR e-poster website
Abstract Number: 20-A-6858
About Autophagy
Autophagy plays a housekeeping role in removing misfolded or aggregated proteins,
clearing damaged organelles, such as mitochondria, endoplasmic reticulum and
peroxisomes, as well as eliminating intracellular pathogens. Thus, autophagy is generally
thought of as a survival mechanism, although its deregulation has been linked to nonapoptotic cell death.
About SM-88
SM-88 is an oral investigational modified proprietary tyrosine derivative that is believed
to interrupt the metabolic processes of cancer cells by breaking down the cells’ key
defenses and leading to cell death through oxidative stress and exposure to the body’s
natural immune system. Clinical trial data have shown that SM-88 has demonstrated
encouraging tumor responses across 15 different cancers, including pancreatic, lung,
breast, prostate and sarcoma cancers with minimal serious grade 3 or higher adverse
events.
About TYME-18
TYME-18 is a cancer metabolism-based investigational cancer therapy designed for the
intra-tumoral delivery to increase the permeability of cancer cells while delivering a
therapy that will have a selective cytotoxic effect on the tumor. TYME-18 is distinct in
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composition, but like SM-88, it aims to enhance the susceptibility of a cancer to the highly
acidic and toxic tumor microenvironment, while minimizing the impact to normal tissues.
About Tyme Technologies
Tyme Technologies, Inc., is an emerging biotechnology company developing cancer
therapeutics that are intended to be broadly effective across tumor types and have low
toxicity profiles. Unlike targeted therapies that attempt to regulate specific mutations
within cancer, the Company’s therapeutic approach is designed to take advantage of a
cancer cell’s innate metabolic weaknesses to compromise its defenses, leading to cancer
cell death through oxidative stress and exposure to the body’s natural immune system.
For more information, visit www.tymeinc.com. Follow us on social media: @tyme_Inc,
LinkedIn, Instagram, Facebook and YouTube.
Forward-Looking Statements/Disclosure Notice
In addition to historical information, this press release contains forward-looking
statements under the Private Securities Litigation Reform Act that involve substantial risks
and uncertainties. Such forward-looking statements within this press release include,
without limitation, statements regarding our drug candidates, including SM-88 and TYME18, and their clinical potential and non-toxic safety profiles, our drug development plans
and strategies, ongoing and planned clinical trials, preliminary data results and the
therapeutic design and mechanisms of our drug candidates; and readers can identify
forward-looking statements by sentences or passages involving the use of terms such
“believes,” “expects,” “hopes,” “may,” “will,” “plan,” “intends,” “estimates,” “could,”
“should,” “would,” “continue,” “seeks,” or “anticipates,” and similar words including their
use in the negative or by discussions of future matters such as the cost of development
and potential commercialization of our lead drug candidate and of other new products,
expected releases of interim or final data from our clinical trials, possible collaborations,
the timing, scope and objectives of our ongoing and planned clinical trials and other
statements that are not historical. The forward-looking statements contained in this press
release are based on management’s current expectations, which are subject to
uncertainty, risks and changes in circumstances that are difficult to predict and many of
which are outside of TYME’s control. These statements involve known and unknown
risks, uncertainties and other factors which may cause the Company’s actual results,
performance or achievements to be materially different from any historical results and
future results, performances or achievements expressed or implied by the forward-looking
statements. These risks and uncertainties include, but are not limited to, that the
information is of a preliminary nature and may be subject to change; uncertainties
inherent in the cost and outcomes of research and development, including the cost and
availability of acceptable-quality clinical supply and the ability to achieve adequate clinical
study design and start and completion dates; the possibility of unfavorable study results,
including unfavorable new clinical data and additional analyses of existing data; risks
associated with early, initial data, including the risk that the final data from any clinical trial
may differ from prior or preliminary study data; final results of additional clinical trials that
may be different from the preliminary data analysis and may not support further clinical
development; that past reported data are not necessarily predictive of future patient or
clinical data outcomes; whether and when any applications or other submissions for SM88 may be filed with regulatory authorities; whether and when regulatory authorities may
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approve any applications or submissions; decisions by regulatory authorities regarding
labeling and other matters that could affect commercial availability of SM-88; the ability of
TYME and its collaborators to develop and realize collaborative synergies; competitive
developments; and the factors described in the section captioned “Risk Factors” of
TYME’s Annual Report on Form 10-K filed with the U.S. Securities and Exchange
Commission on June 12, 2019, as well as subsequent reports we file from time to time
with the U.S. Securities and Exchange Commission available at www.sec.gov.
The information contained in this press release is as of its release date and TYME
assumes no obligation to update forward-looking statements contained in this release as
a result of future events or developments.
For Investor Relations & Media Inquiries:
Contact:
1-212- 461-2315
investorrelations@tymeinc.com
media@tymeinc.com
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Tyme Technologies and Eagle Pharmaceuticals Announce Strategic
Collaboration to Advance Innovative Oral SM-88 for the Treatment of
Patients with Cancer
•
•
•

•
•
•
•

Collaboration leverages combined capabilities of Tyme Technologies and Eagle
Pharmaceuticals to maximize potential of oral SM-88 by advancing pivotal trials
and commercialization.
TYME recently launched the TYME-88-PANC pivotal trial to evaluate oral SM-88
for third-line treatment of patients with metastatic pancreatic cancer.
TYME is entitled to receive up to a total $40 million as follows:
o an initial $20 million upfront. In return, Eagle will receive 10 million
restricted shares of TYME’s common stock at $2.00 per share.
o a second $20 million milestone payment upon achieving primary
endpoints in pivotal trial results or approval of a cancer indication in the
U.S. for SM-88. This payment will be split into a $10 million milestone
cash payment and a $10 million investment in TYME at a 15% premium to
the then prevailing market price.
Eagle will be responsible for 25% of the promotional sales effort of SM-88 and will
receive 15% of net revenues of SM-88 in the U.S.
TYME retains all commercial rights to SM-88 outside the U.S. and reserves the
right to repurchase Eagle’s U.S. co-promotion right for $200 million.
Oral SM-88 represents a novel therapeutic approach designed to selectively
disrupt protein synthesis in cancer cells with demonstrated tumor responses in
15 different cancer types across multiple studies.
In a Phase II study of patients with actively progressing metastatic pancreatic
cancer who had failed previous therapy, evaluable patients on SM-88
demonstrated median overall survival of 6.4 months as of April 25, 2019; patients
who achieved stable disease or better had a statistically significant (p=0.02)
improvement in survival with a 92% reduction in risk of death.

NEW YORK, NY & WOODCLIFF LAKE, NJ, January 7, 2020 -- Tyme Technologies,
Inc. (Nasdaq: TYME) ("TYME"), an emerging biotechnology company developing
cancer metabolism-based therapies (CMBTs™), and Eagle Pharmaceuticals, Inc.
(Nasdaq: EGRX) (“Eagle”), today announced the formation of a U.S. strategic
collaboration focused on the co-promotion of TYME’s lead CMBT candidate oral SM-88
in advanced cancers. CMBTs are proprietary investigational compounds that are
believed to disrupt cancer cells’ protein synthesis, leading to a breakdown of the
cancer’s key defenses and cell death. In clinical trials, oral SM-88 has demonstrated
complete or partial responses across 15 different cancers, including pancreatic,
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prostate, sarcoma, breast, lung, and blood cancers with minimal serious grade 3 or
higher adverse events.
“TYME’s approach is unique and transformational. Targeting cancer’s metabolism by
disrupting protein synthesis has advantages over existing treatment approaches in terms
of both efficacy and safety,” said Scott Tarriff, Chief Executive Officer of Eagle
Pharmaceuticals. “This collaboration provides an excellent opportunity to continue
expanding our presence in the oncology space, as well as to evaluate potential
combination opportunities with SM-88 in our existing pipeline. We look forward to
leveraging our oncology sales infrastructure to maximize the commercialization of SM-88
in the U.S., if approved. As always, our goal remains to deliver innovative, nextgeneration therapeutics to address patient needs and to create value for our
shareholders,” concluded Tarriff.
Terms of the Agreements
Under the terms of the securities purchase agreement, TYME will receive a $20 million
upfront cash payment for 10 million restricted shares of TYME common stock at $2.00
per share. In addition, TYME will receive a $20 million milestone payment upon the
successful completion of the first to occur of the following three events: (1) achievement
of the primary endpoint of overall survival in its TYME-88-Panc pivotal trial; or (2)
achievement of the primary endpoint of overall survival in the PanCAN Precision
PromiseSM SM-88 registration arm; or (3) U.S. Food and Drug Administration (FDA)
approval of SM-88 in any cancer. This payment would be split into a $10 million milestone
cash payment and a $10 million investment in TYME at a 15% premium to the then
prevailing market price. Eagle’s shares will be restricted from sale until the earlier of three
months following the milestone event or the three-year anniversary of the agreement.
Under the terms of the co-promotion agreement, Eagle Pharmaceuticals will undertake
25% of the promotional sales effort for SM-88 in the U.S. oncology market and receive
15% of the net U.S. revenues of SM-88, and TYME will be responsible for the remaining
promotional effort. TYME will also be responsible for clinical development, regulatory
approval, commercial strategy, marketing, reimbursement and manufacturing of SM-88.
TYME retains the remaining 85% of net U.S. revenues and reserves the right to
repurchase Eagle’s co-promotion right for $200 million.
As part of this partnership between TYME and Eagle, there is also the potential to
evaluate oral SM-88 in combination therapy or as monotherapy through leveraging
Eagle’s oncology pipeline and expertise in oncology settings, which may include trials in
breast or lung cancers and other tumor types.
“We are extremely pleased to establish this collaboration with Eagle Pharmaceuticals who
shares our passion and commitment to improving the lives of patients with advanced
cancers. After a thorough due diligence process by both parties, each came away with
great respect for each organization’s capabilities and potential,” said Steve Hoffman,
Chairman and Chief Executive Officer of TYME. “This alliance provides TYME with the
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commercial and capital resources to advance our leadership position in the field of cancer
metabolism and the potential to expand our capabilities and accelerate clinical programs
that will create value for all of our stakeholders, most importantly for the patients we
serve.”
About SM-88
SM-88 is an oral investigational modified proprietary tyrosine derivative that is believed
to interrupt the metabolic processes of cancer cells by breaking down the cells’ key
defenses and leading to cell death through oxidative stress and exposure to the body’s
natural immune system. Clinical trial data have shown that SM-88 has demonstrated
encouraging tumor responses across 15 different cancers, including pancreatic, lung,
breast, prostate and sarcoma cancers with minimal serious grade 3 or higher adverse
events.
Clinical results of SM-88, based on data as of April 25, 2019, from the Phase II portion of
the TYME-88-Panc study, were presented at the European Society of Medical
Oncology 21st World Congress on Gastrointestinal Cancer in Barcelona, Spain on
Wednesday, July 4, 2019 (TYME-88-Panc poster). The study demonstrated a median
overall survival in evaluable patients (38 of 49) of 6.4 months. These survival results
compare very favorably to the analysis of 19 prospective pancreatic cancer trials where
the median reported survival after progressing on second-line therapy was 2.0 – 2.5
months1 based on reported historical trials. In the Phase II portion of the TYME-88-Panc
study, a RECIST CBR of stable disease or better was achieved by 44% of patients (11 of
25) with available imaging. Patients achieving stable disease or better demonstrated a
statistically significant (p=0.02) improvement in survival with a 92% reduction in risk of
death (hazard ratio=0.08). The CBR was durable with a majority of patients remaining in
stable disease or better for more than 7 months after receiving treatment with SM-88. The
study showed a median reduction of 63% in CTC burden in evaluable patients. Patients
(10 of 24) with available results reaching an 80% reduction or greater in CTCs
demonstrated a 60% decrease in risk of death (hazard ratio=0.40).
The Phase II portion of the TYME-88 Panc study reported that SM-88 was well tolerated
with only 4.0% of patients (2 of 49) who experienced serious adverse events (SAEs)
deemed at least possibly related to SM-88 (abdominal pain, arthralgia, and hypotension).
One patient with reported SAEs continued on treatment.
About Advanced Pancreatic Cancer
Advanced pancreatic cancer is a difficult-to-treat cancer with the lowest survival rates
among all cancer types. Across all patients with pancreatic cancer, relative 5-year survival
is 8% and is less than 3% for those with advanced disease.2 The median survival for
patients in end-stage of the disease is approximately 3 months. There are two main types
of pancreatic cancer - adenocarcinomas, which accounts for approximately 90% of all
pancreatic cancer, and neuroendocrine tumors. Pancreatic cancer is relatively
uncommon with new cases accounting for only 2.1% of all newly diagnosed cancers.
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However, pancreatic cancer is the fourth most common cause of cancer death for men
and women in the United States.
About Precision PromiseSM
Precision PromiseSM is an adaptive randomized Phase III registration-ready clinical trial.
The objective of Precision PromiseSM is to expedite the study and approval of promising
therapies for pancreatic cancer by bringing multiple stakeholders together, including
academic, industry and regulatory entities. The primary goal of SM-88’s inclusion is to
study SM-88 as a monotherapy treatment arm for patients who have failed one prior line
of chemotherapy. Additionally, it is planned that SM-88 will be evaluated in combination
with gemcitabine (Gemzar ®) and nab-paclitaxel (Abraxane ®) for first-line patients. The
primary end point of these randomized trials is overall survival.
About Tyme Technologies
Tyme Technologies, Inc., is an emerging biotechnology company developing cancer
therapeutics that are intended to be broadly effective across tumor types and have low
toxicity profiles. Unlike targeted therapies that attempt to regulate specific mutations
within cancer, the Company’s therapeutic approach is designed to take advantage of a
cancer cell’s innate metabolic weaknesses to compromise its defenses, leading to cancer
cell death through oxidative stress and exposure to the body’s natural immune system.
For more information, visit www.tymeinc.com. Follow us on social media: @tyme_Inc,
LinkedIn, Instagram, Facebook and YouTube.
About Eagle Pharmaceuticals
Eagle is a specialty pharmaceutical company focused on developing and commercializing
innovative and differentiated injectable products that address the shortcomings, as
identified by physicians, pharmacists and other stakeholders, of existing commercially
successful injectable products. Additional information is available on the Company’s
website at www.eagleus.com.
Forward-Looking Statements/Disclosure Notice
This press release contains forward-looking statements within the meaning of The Private
Securities Litigation Reform Act of 1995. Such forward-looking statements include those
regarding the potential benefits of, and plans relating to the collaboration between Eagle
Pharmaceuticals and Tyme Technologies; the ability of Tyme and Eagle to develop
synergies as collaborators; the potential of SM-88 as a therapeutic drug; the ability of
Tyme to achieve the milestone events described herein; Eagle’s and Tyme’s ability and
willingness to perform their respective obligations under the transaction agreements; and
the benefit of each company's strategic plans and focus. The words "anticipate," "believe,"
"estimate," "expect," "intend," "may," "plan," "predict," "project," "would," "could,"
"potential," "possible," "hope" and similar expressions are intended to identify forwardlooking statements, although not all forward-looking statements contain these identifying
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words. Such statements are subject to numerous important factors, risks and
uncertainties that may cause actual events or results to differ materially from current
expectations and beliefs. For example, there can be no guarantee that any product
candidate will be successfully developed or complete necessary preclinical and clinical
phases, or that development of any of product candidates will successfully continue.
There can be no guarantee that any positive developments will result in stock price
appreciation. Management's expectations and, therefore, any forward-looking statements
in this press release could also be affected by risks and uncertainties relating to a number
of other important factors, including: results of clinical trials and preclinical studies,
including subsequent analysis of existing data and new data received from ongoing and
future studies; the content and timing of decisions made by the U.S. FDA and other
regulatory authorities, investigational review boards at clinical trial sites and publication
review bodies; the ability to obtain and maintain requisite regulatory approvals and to
enroll patients in planned clinical trials; unplanned cash requirements and expenditures;
competitive factors; the ability to obtain, maintain and enforce patent and other intellectual
property protection for any product candidates; the ability to maintain key collaborations;
and general economic and market conditions. These and other risks are described in
greater detail under the caption "Risk Factors" included in each company's public filings
with the Securities and Exchange Commission. Any forward-looking statements
contained in this press release speak only as of the date hereof, and neither company
has any obligation to update any forward-looking statements, whether as a result of new
information, future events or otherwise, except as may be required by law.
Manax et al 2019 J Clin Oncol 37, 2019 (suppl 4; abstr 226)
Statistics adapted from the American Cancer Society's (ACS) publication, Cancer Facts & Figures 2018.
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Investor Relations for Eagle Pharmaceuticals, Inc.:
Contact:
Lisa M. Wilson
In-Site Communications, Inc.
T: 212-452-2793
E: lwilson@insitecony.com
Public Relations for Eagle Pharmaceuticals, Inc.:
Rose Ramseth
WE Communications
T: 212-551-4841
M: 206-898-7551
E: rramseth@we-worldwide.com
Investor Relations & Media Inquiries for TYME:
Contact:
T: 212-461-2315
E: investorrelations@tymeinc.com
E: media@tymeinc.com
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TYME Announces First Patient Dosed in TYME-88-Panc Pivotal
Trial to Evaluate SM-88 as Oral Treatment for Patients with
Metastatic Pancreatic Cancer
•

•

•

Oral SM-88 represents a new approach designed to selectively disrupt protein
synthesis in cancers - demonstrated responses in 15 different cancer types
across four separate studies
Data presented at ESMO GI 2019 from TYME-88-PANC Phase II study
demonstrated encouraging overall survival trends in patients with metastatic
pancreatic cancer
Targeted mechanism of action has resulted in fewer than 4% of patients
experiencing serious adverse events related to SM-88 in prior clinical trials

NEW YORK, January 8, 2020 (GLOBE NEWSWIRE) -- Tyme Technologies, Inc.
(NASDAQ: TYME), an emerging biotechnology company developing cancer metabolismbased therapies (CMBTs™), today announced that the first pancreatic cancer patient has
been dosed in Part 2 of the TYME-88-Panc pivotal trial designed to support approval of
SM-88 (racemetyrosine) for the third-line treatment of patients with metastatic pancreatic
cancer. CMBTs are proprietary investigational compounds that are believed to disrupt
cancer cells’ protein synthesis, leading to a breakdown of the cancer’s key defenses and
cell death. In clinical trials, SM-88 has demonstrated encouraging tumor responses
across 15 different cancers, including pancreatic, prostate, sarcoma, breast, lung, and
lymphoma cancers with minimal serious grade 3 or higher adverse events.
"Patients with metastatic pancreatic cancer have a very poor prognosis. For those 10,000
patients actively seeking third-line treatment, there are currently no FDA-approved
therapies and no oncology guideline recommendations for active therapy. We are
passionate about advancing new treatment options for these patients " said Giuseppe Del
Priore, M.D., Chief Medical Officer at TYME. "In clinical trials, SM-88 has demonstrated
clinical responses across 15 different tumor types in clinical trials involving approximately
180 patients. We are excited about the potential of SM-88 as a first-in-class cancer
metabolism-based therapy and are looking forward to evaluating this promising new
approach in our pivotal study."
Based on encouraging results demonstrated in Part 1 of the TYME-88-Panc study of SM88, TYME has launched Part 2 of TYME-88-Panc study designed as a multi-center
randomized (1:1), controlled pivotal trial that will evaluate the efficacy and safety of SM88 used with MPS (methoxsalen, phenytoin, sirolimus) in patients with metastatic
adenocarcinoma of the pancreas whose disease has progressed or recurred and have
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received two lines of prior systemic therapy. Approximately 250 patients will be
randomized to receive 920 mg of SM-88 with MPS (Arm A n=125) or one of three predefined single agent therapies (Arm B n=125). Patients will be treated until there is
unacceptable toxicity or disease progression or if any treatment discontinuation criteria
are met. The primary endpoint is overall survival (OS). Key exploratory endpoints include
progression free survival (PFS), clinical benefit response rate (CBR), defined as patients
achieving stable disease or better, circulating tumor cells (CTCs) and quality of life (QOL).
The study will include leading pancreatic cancer research sites across the United States.
Click here to learn more.
Recent results, based on data as of April 25, 2019, from Part 1 of the TYME-88-Panc
study, were presented at the European Society of Medical Oncology 21st World Congress
on Gastrointestinal Cancer in Barcelona, Spain on Wednesday, July 4, 2019 (link to
poster). The study demonstrated a median overall survival in evaluable patients (38 of
49) of 6.4 months. These survival results compare very favorably to the analysis of 19
prospective pancreatic cancer trials where the median reported survival after progressing
on second-line therapy was 2.0 – 2.5 months1 based on reported historical trials. In Part
1 of the TYME-88-Panc study, a RECIST CBR of stable disease or better was achieved
by 44% of patients (11 of 25) with available imaging. Patients achieving stable disease or
better demonstrated a statistically significant (p=0.02) improvement in survival with a 92%
reduction in risk of death (hazard ratio=0.08). The CBR was durable with majority of
patients remaining in stable disease or better for more than 7 months after receiving
treatment with SM-88. The study showed a median reduction of 63% in CTC burden in
evaluable patients. Of the 24 patients with available results, those reaching an 80%
reduction or greater in CTCs (10 of 24) demonstrated a 60% decrease in risk of death
(hazard ratio=0.40).
The Phase II portion of the TYME-88 Panc study reported that SM-88 was well tolerated
with only 4.0% of patients (2 of 49) experiencing serious adverse events (SAEs) deemed
at least possibly related to SM-88 (abdominal pain, arthralgia, and hypotension). One
patient with reported SAEs continued on treatment.
Patients and physicians can access www.TYMETRIALS.com for more information about
ongoing SM-88 clinical trials. SM-88 is not approved for the treatment of patients with any
disease condition.
About Advanced Pancreatic Cancer
Advanced pancreatic cancer is a difficult-to-treat cancer with the lowest survival rates
among all cancer types. Across all patients with pancreatic cancer, relative 5-year survival
is 8% and is less than 3% for those with advanced disease. 2 The median survival for
patients in end-stage of the disease is approximately 3 months. There are two main types
of pancreatic cancer - adenocarcinomas, which accounts for approximately 90% of all
pancreatic cancer, and neuroendocrine tumors. Pancreatic cancer is relatively
uncommon with new cases accounting for only 2.1% of all newly diagnosed cancers.
However, pancreatic cancer is the fourth most common cause of cancer death for men
and women in the United States.
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About SM-88
SM-88 is an oral investigational modified proprietary tyrosine derivative that is believed
to interrupt the metabolic processes of cancer cells by breaking down the cells’ key
defenses and leading to cell death through oxidative stress and exposure to the body’s
natural immune system. Clinical trial data have shown that SM-88 has demonstrated
encouraging tumor responses across 15 different cancers, including pancreatic, lung,
breast, prostate and sarcoma cancers with minimal serious grade 3 or higher adverse
events.
About Tyme Technologies
Tyme Technologies, Inc., is an emerging biotechnology company developing cancer
therapeutics that are intended to be broadly effective across tumor types and have low
toxicity profiles. Unlike targeted therapies that attempt to regulate specific mutations
within cancer, the Company’s therapeutic approach is designed to take advantage of a
cancer cell’s innate metabolic weaknesses to compromise its defenses, leading to cancer
cell death through oxidative stress and exposure to the body’s natural immune system.
For more information, visit www.tymeinc.com. Follow us on social media: @tyme_Inc,
LinkedIn, Instagram, Facebook and YouTube.
Forward-Looking Statements/Disclosure Notice
In addition to historical information, this press release contains forward-looking
statements under the Private Securities Litigation Reform Act that involve substantial risks
and uncertainties. Such forward-looking statements within this press release include,
without limitation, statements regarding our drug candidates (including SM-88 and TYME18) and their clinical potential and non-toxic safety profiles, our drug development plans
and strategies, ongoing and planned clinical trials, preliminary data results and the
therapeutic design and mechanisms of our drug candidates; and readers can identify
forward-looking statements by sentences or passages involving the use of terms such as
“believes,” “expects,” “hopes,” “may,” “will,” “plan,” “intends,” “estimates,” “could,”
“should,” “would,” “continue,” “seeks,” or “anticipates,” and similar words (including their
use in the negative) or by discussions of future matters such as the cost of development
and potential commercialization of our lead drug candidate and of other new products,
expected releases of interim or final data from our clinical trials, possible collaborations,
the timing, scope and objectives of our ongoing and planned clinical trials and other
statements that are not historical. The forward-looking statements contained in this press
release are based on management’s current expectations, which are subject to
uncertainty, risks and changes in circumstances that are difficult to predict and many of
which are outside of TYME’s control. These statements involve known and unknown
risks, uncertainties and other factors which may cause the Company’s actual results,
performance or achievements to be materially different from any historical results and
future results, performances or achievements expressed or implied by the forward-looking
statements. These risks and uncertainties include, but are not limited to, that the
information is of a preliminary nature and may be subject to change; uncertainties
inherent in the cost and outcomes of research and development, including the cost and
availability of acceptable-quality clinical supply and the ability to achieve adequate clinical
study design and start and completion dates; the possibility of unfavorable study results,
including unfavorable new clinical data and additional analyses of existing data; risks
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associated with early, initial data, including the risk that the final data from any clinical
trials may differ from prior or preliminary study data; final results of additional clinical trials
that may be different from the preliminary data analysis and may not support further
clinical development; that past reported data are not necessarily predictive of future
patient or clinical data outcomes; whether and when any applications or other
submissions for SM-88 may be filed with regulatory authorities; whether and when
regulatory authorities may approve any applications or submissions; decisions by
regulatory authorities regarding labeling and other matters that could affect commercial
availability of SM-88; competitive developments; and the factors described in the section
captioned “Risk Factors” of TYME’s Annual Report on Form 10-K filed with the U.S.
Securities and Exchange Commission on June 12, 2019, as well as subsequent reports
we file from time to time with the U.S. Securities and Exchange Commission (available at
www.sec.gov).
The information contained in this press release is as of its release date and TYME
assumes no obligation to update forward-looking statements contained in this release as
a result of future events or developments.
Manax et al 2019 J Clin Oncol 37, 2019 (suppl 4; abstr 226)
Statistics adapted from the American Cancer Society's (ACS) publication, Cancer Facts & Figures 2018.

1
2
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TYME and The Joseph Ahmed Foundation Announce First Patient
Dosed in Phase II (HopES) Trial Evaluating the Potential Benefits of
Oral SM-88 for Patients with High-Risk Sarcomas
•
•

•

New oral approach aimed at disrupting cancer metabolism in high-risk sarcomas;
12,000 cases annually in U.S. alone
Oral SM-88 represents a new approach designed to selectively disrupt protein
synthesis in cancers with demonstrated responses in 15 different cancer types
across four separate studies
Targeted mechanism of action has resulted in fewer than 2% of patients
experiencing serious adverse events related to SM-88 in all clinical trials

NEW YORK, NY, January 15, 2020 -- (GLOBE NEWSWIRE) -- Tyme Technologies,
Inc. (NASDAQ: TYME), an emerging biotechnology company developing cancer
metabolism-based therapies (CMBTs™), today announced the first sarcoma cancer
patient has been dosed at the Sarcoma Oncology Center in the HopES Phase II trial
designed to evaluate SM-88 (racemetyrosine) for the treatment of high-risk sarcomas,
which are ultra-rare cancers with high unmet medical need. CMBTs are proprietary
investigational compounds that are believed to disrupt cancer cells’ protein synthesis,
leading to a breakdown of the cancer’s key defenses and cell death.
"The partnership with The Joseph Ahmed Foundation and the Sarcoma Oncology Center
allows us to advance our commitment to addressing unmet treatment needs for rare
cancers and continue advancing our unique scientific approach through cancer
metabolism-based therapies. Our lead clinical investigational therapy, oral SM-88, has
the potential to change the course of care for patients with high-risk sarcomas,"
said Giuseppe Del Priore, M.D., M.P.H., Chief Medical Officer at TYME. "We look forward
to the findings of the HopES trial and to continue strengthening our research efforts to
potentially provide transformative options for patients with high-risk sarcomas and other
metastatic cancers."
"There are significant knowledge gaps about high-risk sarcomas, such as Ewing’s
sarcoma, including the role of cancer metabolism-based medicines, and the related
outcomes for patients," said Sant Chawla, M.D., founder of the Sarcoma Oncology
Center, Santa Monica, CA and lead investigator for the HopES trial. "This study has the
potential to provide valuable real-world evidence that can help advance care for patients
with high-risk sarcomas. We are excited to partner with TYME to further advance the
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science of cancer metabolism, research and education in these rare cancers so that
patients can have better, safer options."
The HopES trial is a prospective open-label Phase II trial evaluating the efficacy and
safety of SM-88 in two cohorts of patients. Up to 24 evaluable patients (12 per cohort) will
be enrolled. The first cohort will evaluate oral SM-88 as maintenance monotherapy
following standard primary or palliative treatments for Ewing's sarcoma patients with a
high risk of relapse or disease progression. The second cohort will determine the clinical
benefits of SM-88 as salvage monotherapy for patients with clinically advanced
sarcomas. The Joseph Ahmed Foundation is providing funding and patient support for
this investigator-initiated Phase II (HopES) trial of SM-88 in patients with previously
treated metastatic sarcoma. The primary objectives are to measure efficacy events,
including overall response, stable disease and progression free survival. Secondary
objectives include duration of response, overall survival, clinical benefit rate using
response evaluation criteria in solid tumors (RECIST 1.1), and incidence of treatmentemergent adverse events. Learn more at TYMETRIALS.com.
About Sarcomas and Ewing’s Sarcoma
Sarcomas are rare cancers in adults but are more common in children. There are
approximately 12,0001 new sarcoma cases annually in the U.S. alone. There are many
“subtypes” of sarcoma, as it can arise in many tissue structures throughout the body
(nerves, muscles, joints, bone, fat, blood vessels – collectively referred to as the body’s
“connective tissues”). Sarcomas are most frequently found in the limbs, as this is where
the majority of the body’s connective tissues are found but can also present within the
sites of more “common” cancers (e.g., breast sarcoma, stomach sarcoma, lung sarcoma,
ovarian sarcoma, etc.). Sarcoma cancers often grow hidden deep in the body and are
often diagnosed when the tumor size limits effective treatment options.
Ewing’s sarcoma is a primary bone cancer within a group of cancers known collectively
as the Ewing’s sarcoma family of tumors. Ewing’s sarcoma is a type of tumor that forms
in the bone or soft tissue. It is a rare type of cancer that is often overlooked and receives
minimal recognition and research funding. Although Ewing’s sarcoma is typically a
pediatric cancer, (it accounts for 30% of bone cancers in children), it can also be found in
adults. The most commonly affected areas include the pelvis, thigh, lower leg, upper arm,
and chest wall.
About SM-88
SM-88 is an oral investigational modified proprietary tyrosine derivative that is believed
to interrupt the metabolic processes of cancer cells by breaking down the cells’ key
defenses and leading to cell death through oxidative stress and exposure to the body’s
natural immune system. Clinical trial data have shown that SM-88 has demonstrated
encouraging tumor responses across 15 different cancers, including pancreatic, lung,
breast, prostate and sarcoma cancers with minimal serious grade 3 or higher adverse
events.
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About the Joseph Ahmed Foundation
The Joseph Ahmed Foundation (JAF) is a 501(c)(3) non-profit organization that was
founded in 2016 by the family of Joseph Ahmed, who lost his courageous battle with
Ewing’s Sarcoma eight months after his diagnosis on September 1, 2014, at the age of
16. Through their tragic loss and grief, Joseph’s loved ones established the Joseph
Ahmed Foundation which is dedicated to raising public awareness for the importance of
early detection of the disease, and the urgent need of funding for research and
development of innovative treatment and therapies to treat Ewing’s Sarcoma and other
forms of pediatric cancer. JAF’s mission is to provide resources for research programs
and support services through fundraising, philanthropic donations, corporate sponsorship
and grants. JAF is comprised of passionate board members and volunteers who all share
the same vision, finding a cure. The foundation can be reached at 212-867-8667. The
global website is www.thejosephahmedfoundation.org
About Tyme Technologies
Tyme Technologies, Inc., is an emerging biotechnology company developing cancer
therapeutics that are intended to be broadly effective across tumor types and have low
toxicity profiles. Unlike targeted therapies that attempt to regulate specific mutations
within cancer, the Company’s therapeutic approach is designed to take advantage of a
cancer cell’s innate metabolic weaknesses to compromise its defenses, leading to cancer
cell death through oxidative stress and exposure to the body’s natural immune system.
For more information, visit www.tymeinc.com. Follow us on social media: @tyme_Inc,
LinkedIn, Instagram, Facebook and YouTube.
Forward-Looking Statements/Disclosure Notice
In addition to historical information, this press release contains forward-looking
statements under the Private Securities Litigation Reform Act that involve substantial risks
and uncertainties. Such forward-looking statements within this press release include,
without limitation, statements regarding our drug candidates including SM-88 and TYME18 and their clinical potential and non-toxic safety profiles, our drug development plans
and strategies, ongoing and planned clinical trials, preliminary data results and the
therapeutic design and mechanisms of our drug candidates; and readers can identify
forward-looking statements by sentences or passages involving the use of terms such as
“believes,” “expects,” “hopes,” “may,” “will,” “plan,” “intends,” “estimates,” “could,”
“should,” “would,” “continue,” “seeks,” or “anticipates,” and similar words including their
use in the negative or by discussions of future matters such as the cost of development
and potential commercialization of our lead drug candidate and of other new products,
expected releases of interim or final data from our clinical trials, possible collaborations,
the timing, scope and objectives of our ongoing and planned clinical trials and other
statements that are not historical. The forward-looking statements contained in this press
release are based on management’s current expectations, which are subject to
uncertainty, risks and changes in circumstances that are difficult to predict and many of
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which are outside of TYME’s control. These statements involve known and unknown
risks, uncertainties and other factors which may cause the Company’s actual results,
performance or achievements to be materially different from any historical results and
future results, performances or achievements expressed or implied by the forward-looking
statements. These risks and uncertainties include, but are not limited to, that the
information is of a preliminary nature and may be subject to change; uncertainties
inherent in the cost and outcomes of research and development, including the cost and
availability of acceptable-quality clinical supply and the ability to achieve adequate clinical
study design and start and completion dates; the possibility of unfavorable study results,
including unfavorable new clinical data and additional analyses of existing data; risks
associated with early, initial data, including the risk that the final data from any clinical
trials may differ from prior or preliminary study data; final results of additional clinical trials
that may be different from the preliminary data analysis and may not support further
clinical development; that past reported data are not necessarily predictive of future
patient or clinical data outcomes; whether and when any applications or other
submissions for SM-88 may be filed with regulatory authorities; whether and when
regulatory authorities may approve any applications or submissions; decisions by
regulatory authorities regarding labeling and other matters that could affect commercial
availability of SM-88; the ability of TYME and its collaborators to develop and realize
collaborative synergies; competitive developments; and the factors described in the
section captioned “Risk Factors” of TYME’s Annual Report on Form 10-K filed with the
U.S. Securities and Exchange Commission on June 12, 2019, as well as subsequent
reports we file from time to time with the U.S. Securities and Exchange Commission
available at www.sec.gov.
The information contained in this press release is as of its release date and TYME
assumes no obligation to update forward-looking statements contained in this release as
a result of future events or developments.
1

https://www.cancer.org/cancer/soft-tissue-sarcoma/about/key-statistics.html
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Health Economic Research Study Demonstrates Increased Use of
New Medicines in the Treatment of Patients with Pancreatic Cancer
Reduces Total Cost of Care
•
•
•
•

The study shows that for every additional $1 spent on innovative medicines for
pancreatic cancer between 2009 to 2016, there was a reduction in non-medicine
spending of $8 to $9
This preliminary study reported that cost of procedures is markedly reduced
when budgets are funded towards better pharmacotherapy
Non-drug spending represented the majority of patient care costs
More effective, better tolerated oral therapies for pancreatic cancer may lead to
further reduction of burden on the healthcare system

NEW YORK, NY, January 27, 2020 -- (GLOBE NEWSWIRE) -- Tyme Technologies,
Inc. (NASDAQ: TYME), an emerging biotechnology company developing cancer
metabolism based therapies (CMBTs™), announced the results of a health economic
outcomes study demonstrating that the therapeutic benefit of increasing the use of novel
medicines is so great that it is driving a decrease in the actual total cost of healthcare.
The supporting data from the study were presented at the American Society of Clinical
Oncology’s 2020 Gastrointestinal Cancers Symposium (ASCO GI) held on January 23 to
25, 2020 in San Francisco, California.
Health technology assessment programs are increasingly using real-world patient data to
assess the effect of new medicines on total cost of care. This study analyzed such data
to measure the impact of new pancreatic cancer therapies on other non-therapeutic
medical expenditures.
“There is a great need to develop new treatments for pancreatic cancer that balance both
efficacy and safety,” said Vincent J. Picozzi, M.D., Director of the Pancreaticobilliary
Program at the Floyd & Delores Jones Cancer Institute at the Virginia Mason Medical
Center. “The value of advancing treatments is apparent from our total cost of care analysis
looking at both medical and pharmacotherapy costs. Our study looked at treatment
inflation-adjusted expenses per patient for pancreatic cancer care between 2009 and
2016 and found that for every additional $1 spent on drugs for pancreatic cancer, there
was a reduction in non-drug spending of $9.”
The study showed that between 2009 and 2016, average inflation-adjusted per patient
spending on pancreatic cancer care declined from $37,000 to $10,000. Prescription
drug spending increased during the same time period from $2,400 to $5,300 per person
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(inflation adjusted). In effect, for every additional dollar spent on therapies for pancreatic
cancer between 2009 to 2016, there was a reduction in non-drug spending of $9.00.
Total cost of care for patients in this analysis reached a maximum of $280,443 and
$312,077 for first and second year of care respectively. Also, between 1997 and 2016
inflation adjusted first- and second-year non-medication charges on pancreatic cancer
care averaged $66,999.96 and $105,308.60 respectively.
The study analyzed longitudinal patient-level data from the Medical Expenditure Panel
Survey (MEPS, 1996 – 2017). The study evaluated 80 patients who had a diagnosis of
pancreatic cancer and available prescription data. Individual age and employment status
were accounted for as covariates. Notably, the data revealed that while prescription
medicine expenses have increased as part of the total cost of treating patients with
pancreatic cancer over the last ten years, the overall healthcare cost of treating pancreatic
cancer patients has gone down.
All analyses were performed using R version 3.6.1 on Ubuntu 19.04. Means and standard
deviations were computed for the raw and inflation-adjusted total health care costs
excluding drug spending. Study averages were computed for the total health care costs,
including prescription medicine costs for the period between 2009-2016 which included
approval and use of novel treatment approaches such as Abraxane® (nab-paclitaxel),
FOLFIRINOX and erlotinib. The prescription medicines expenses, and proportion of
healthcare spending were also plotted along with a LOESS curve using the same
parameters. All expenditures are adjusted for inflation using 2012 U.S. Dollars.
As a result of this health economic outcomes study, further analysis of a larger,
longitudinal set of patient-level data is needed to more fully explore the relationship
between spending on medical innovation, and reduction in total cost of patient care, as
well as improvements in quality of life.
Details of this study were presented at the American Society of Clinical Oncology’s 2020
Gastrointestinal Cancers Symposium (ASCO GI) held on January 23 to 25, 2020 in San
Francisco, California. The poster was presented on Friday, January 24, 2020, from 12:00
PM PT to 1:30 PM PT and 4:30 PM PT to 5:30 PM PT during the Poster Display Session
in Poster Hall. The poster is available on our website (www.tymeinc.com/datapublications).
The health economic outcomes poster on pancreatic cancer presented at the ASCO GI
Cancer Symposium in San Francisco is as follows:
Title: An Assessment of the Total Cost of Pancreatic Cancer Using Real-World
Evidence
Authors: Vincent J. Picozzi1, Victoria G. Manax2, Kelly Feehan2, Zachary Wintrob3,
Michele Korfin4, Giuseppe Del Priore4, Robert Goldberg5
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Institutions: Virginia Mason Medical Center, Seattle, WA1, Pancreatic Cancer Action
Network, Manhattan Beach, CA2, Roaketin, Inc., Buffalo, NY3, Tyme Technologies, Inc.,
NY, NY4, Center for Medicine in the Public Interest, NY, NY5
Session Date and Time: Friday, January 24, 2020, 12:00 PM PT – 1:30 PM PT and
4:30 PM PT – 5:30 PM PT
Session Title: Poster Display Session B: Hepatobiliary Cancer,
Neuroendocrine/Carcinoid, Pancreatic Cancer, and Small Bowel Cancer
Abstract Number: 773
Poster Number: Board N18
About Advanced Pancreatic Cancer
Advanced pancreatic cancer is a difficult-to-treat cancer with the lowest survival rates
among all cancer types. Across all patients with pancreatic cancer, relative 5-year survival
is 8% and is less than 3% for those with advanced disease.2 The median survival for
patients in end-stage of the disease is approximately 3 months. There are two main types
of pancreatic cancer - adenocarcinomas, which accounts for approximately 90% of all
pancreatic cancer, and neuroendocrine tumors. Pancreatic cancer is relatively
uncommon with new cases accounting for only 2.1% of all newly diagnosed cancers.
However, pancreatic cancer is the fourth most common cause of cancer death for men
and women in the United States.
About SM-88
SM-88 is an oral investigational modified proprietary tyrosine derivative that is believed
to interrupt the metabolic processes of cancer cells by breaking down the cells’ key
defenses and leading to cell death through oxidative stress and exposure to the body’s
natural immune system. Clinical trial data have shown that SM-88 has demonstrated
encouraging tumor responses across 15 different cancers, including pancreatic, lung,
breast, prostate and sarcoma cancers with minimal serious grade 3 or higher adverse
events.
About Tyme Technologies
Tyme Technologies, Inc., is an emerging biotechnology company developing cancer
therapeutics that are intended to be broadly effective across tumor types and have low
toxicity profiles. Unlike targeted therapies that attempt to regulate specific mutations
within cancer, the Company’s therapeutic approach is designed to take advantage of a
cancer cell’s innate metabolic weaknesses to compromise its defenses, leading to cancer
cell death through oxidative stress and exposure to the body’s natural immune system.
For more information, visit www.tymeinc.com. Follow us on social media: @tyme_Inc,
LinkedIn, Instagram, Facebook and YouTube.
Forward-Looking Statements/Disclosure Notice
In addition to historical information, this press release contains forward-looking
statements under the Private Securities Litigation Reform Act that involve substantial risks
and uncertainties. Such forward-looking statements within this press release include,
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without limitation, statements regarding our drug candidates including SM-88 and TYME18 and their clinical potential and non-toxic safety profiles, our drug development plans
and strategies, ongoing and planned clinical trials, preliminary data results and the
therapeutic design and mechanisms of our drug candidates; and readers can identify
forward-looking statements by sentences or passages involving the use of terms such as
“believes,” “expects,” “hopes,” “may,” “will,” “plan,” “intends,” “estimates,” “could,”
“should,” “would,” “continue,” “seeks,” or “anticipates,” and similar words including their
use in the negative or by discussions of future matters such as the cost of development
and potential commercialization of our lead drug candidate and of other new products,
expected releases of interim or final data from our clinical trials, possible collaborations,
the timing, scope and objectives of our ongoing and planned clinical trials and other
statements that are not historical. The forward-looking statements contained in this press
release are based on management’s current expectations, which are subject to
uncertainty, risks and changes in circumstances that are difficult to predict and many of
which are outside of TYME’s control. These statements involve known and unknown
risks, uncertainties and other factors which may cause the Company’s actual results,
performance or achievements to be materially different from any historical results and
future results, performances or achievements expressed or implied by the forward-looking
statements. These risks and uncertainties include, but are not limited to, that the
information is of a preliminary nature and may be subject to change; uncertainties
inherent in the cost and outcomes of research and development, including the cost and
availability of acceptable-quality clinical supply and the ability to achieve adequate clinical
study design and start and completion dates; the possibility of unfavorable study results,
including unfavorable new clinical data and additional analyses of existing data; risks
associated with early, initial data, including the risk that the final data from any clinical
trials may differ from prior or preliminary study data; final results of additional clinical trials
that may be different from the preliminary data analysis and may not support further
clinical development; that past reported data are not necessarily predictive of future
patient or clinical data outcomes; whether and when any applications or other
submissions for SM-88 may be filed with regulatory authorities; whether and when
regulatory authorities may approve any applications or submissions; decisions by
regulatory authorities regarding labeling and other matters that could affect commercial
availability of SM-88; the ability of TYME and its collaborators to develop and realize
collaborative synergies; competitive developments; and the factors described in the
section captioned “Risk Factors” of TYME’s Annual Report on Form 10-K filed with the
U.S. Securities and Exchange Commission on June 12, 2019, as well as subsequent
reports we file from time to time with the U.S. Securities and Exchange Commission
available at www.sec.gov.
The information contained in this press release is as of its release date and TYME
assumes no obligation to update forward-looking statements contained in this release as
a result of future events or developments.
For Investor Relations & Media Inquiries:
Contact: 1-212- 461-2315
investorrelations@tymeinc.com
media@tymeinc.com
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☒

ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934

☐

TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934

For the fiscal year ended March 31, 2020
to
For the transition period from
Commission File No. 001-38169

TYME TECHNOLOGIES, INC.
(Exact Name of Registrant as Specified in Its Charter)
Delaware
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Nasdaq Capital Market

Securities registered pursuant to Section 12(g) of the Act: None
Indicate by check mark if the registrant is a well-known seasoned issuer, as defined in Rule 405 of the Securities Act.
Indicate by check mark if the registrant is not required to file reports pursuant to Section 13 or Section 15(d) of the Act.

Yes ☐ No ☒
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Indicate by check mark whether the registrant has submitted electronically every Interactive Data File required to be submitted pursuant to Rule 405 of Regulation S-T (§ 232.405 of this chapter) during the preceding 12 months (or
for such shorter period that the registrant was required to submit such files). Yes ☒ No ☐
Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, a smaller reporting company, or an emerging growth company. See the definitions of “large accelerated filer,”
“accelerated filer,” “smaller reporting company,” and “emerging growth company” in Rule 12b-2 of the Exchange Act.
Large accelerated filer
Non-accelerated filer
Emerging Growth Company

☐
☒
☐

Accelerated filer
Smaller Reporting Company

☐
☒

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of
the Exchange Act. ☐
Indicate by check mark whether the registrant has ﬁled a report on and attestation to its management’s assessment of the eﬀectiveness of its internal control over ﬁnancial reporting under Section 404(b) of the Sarbanes-Oxley Act (15
U.S.C. 7262(b)) by the registered public accounting ﬁrm that prepared or issued its audit report.
Indicate by a check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Act). Yes ☐ No ☒
The aggregate market value of the voting and non-voting common equity held by non-affiliates computed by reference to the price at which the common equity was last sold, or the average bid and asked price of such common equity,
as of the last business day of the registrant’s most recently completed second fiscal quarter, was approximately $101,558,184.
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DOCUMENTS INCORPORATED BY REFERENCE
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SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS
Certain statements in this Annual Report on Form 10-K are “forward-looking statements” within the meaning of Section 21E of the Securities Exchange Act of 1934, as amended, and are subject to the safe
harbor created thereby. All statements contained in this Annual Report on Form 10-K other than statements of historical facts, including statements regarding our future results of operations and financial
position, our business strategy and plans and our objectives for future operations, are forward-looking statements. Such forward-looking statements within this report include, without limitation, statements
regarding our drug candidates (including SM-88 and TYME- 18) and their clinical potential and non-toxic safety profiles, our drug development plans and strategies, ongoing and planned clinical trials,
preliminary data results and the therapeutic design and mechanisms of our drug candidates. The words “believes,” “expects,” “hopes,” “may,” “will,” “plan,” “intends,” “estimates,” “could,” “should,”
“would,” “continue,” “seeks,” “anticipates,” and similar expressions (including their use in the negative), are intended to identify forward-looking statements. Forward-looking statements can also be identified
by discussions of future matters such as: the effect of the novel coronavirus (COVID-19) pandemic and the associated economic downturn and impacts on the Company's ongoing clinical trials; the cost of
development and potential commercialization of our lead drug candidate and of other new products; expected releases of interim or final data from our clinical trials; possible collaborations; and the timing,
scope and objectives of our ongoing and planned clinical trials and other statements that are not historical. The forward-looking statements contained in this report are based on management’s current
expectations and projections which are subject to uncertainty, risks and changes in circumstances that are difficult to predict and many of which are outside of our control. These statements involve known and
unknown risks, uncertainties and other factors which may cause the Company’s actual results, performance or achievements to be materially different from any historical results and future results, performance
or achievements expressed or implied by the forward-looking statements. These risks and uncertainties include but are not limited to: the severity, duration, and economic impact of the coronavirus pandemic;
that the information is of a preliminary nature and may be subject to change; uncertainties inherent in the cost and outcomes of research and development, including the cost and availability of acceptablequality clinical supply and the ability to achieve adequate clinical study design and start and completion dates; the possibility of unfavorable study results, including unfavorable new clinical data and
additional analyses of existing data; risks associated with early, initial data, including the risk that the final data from any clinical trials may differ from prior or preliminary study data; final results of
additional clinical trials that may be different from the preliminary data analysis and may not support further clinical development; that past reported data are not necessarily predictive of future patient or
clinical data outcomes; whether and when any applications or other submissions for SM-88 may be filed with regulatory authorities; whether and when regulatory authorities may approve any applications or
submissions; decisions by regulatory authorities regarding labeling and other matters that could affect commercial availability of SM-88; the ability of TYME and its collaborators to develop and realize
collaborative synergies; competitive developments; and the factors described in the section captioned “Risk Factors” in Part I, Item 1A of this Annual Report on Form 10-K, as well as subsequent reports we
file from time to time with the U.S. Securities and Exchange Commission (available at www.sec.gov).
Although we believe that the expectations reflected in the forward-looking statements are reasonable, we cannot guarantee future results, levels of activity, performance, achievements or events and
circumstances reflected in the forward-looking statements will occur. Moreover, we operate in a competitive and rapidly changing environment. New risks emerge from time to time. It is not possible for our
management to predict all risks, nor can we assess the impact of all factors on our business or the extent to which any factor, or combination of factors, may cause actual results to differ materially from any
forward-looking statements we make. We cannot assure you that forward-looking statements in this report or therein will prove to be accurate. Furthermore, if our forward-looking statements prove to be
inaccurate, the inaccuracy may be material. In light of the significant uncertainties in these forward-looking statements, you should not regard these statements as a representation or warranty by us to any
other person that we will achieve our objectives and plans in any specified time frame, or at all. We disclaim any intent or duty to update any of these forward-looking statements after completion of this
Annual Report on Form 10-K to conform these statements to actual results or revised expectations.
The cautionary statements made in this report are intended to be applicable to all related forward-looking statements wherever they may appear in this report. We urge you not to place undue reliance on these
forward-looking statements, which speak only as of the date they are made. Except as required by law, we assume no obligation to update our forward-looking statements, even if new information becomes
available in the future.
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GENERAL
Unless the context otherwise requires, all references in this Annual Report on Form 10-K to the “Company,” “TYME,” “we,” “us” or “our” refer to Tyme Technologies, Inc., together with its subsidiaries.
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PART I
ITEM 1.

BUSINESS

Executive Summary of Our Business
TYME is an emerging biotechnology company developing cancer metabolism-based therapies (CMBTsTM) that are intended to be effective across a broad range of solid tumors and hematologic cancers,
while also maintaining patients’ quality of life through relatively low toxicity profiles. Unlike targeted therapies that attempt to regulate specific pathways within cancer, TYME’s therapeutic approach is
designed to take advantage of a cancer cell’s innate metabolic requirements to cause cancer cell death. Our first-in-class CMBT compounds include SM-88 and TYME-18. These compounds are structurally
and mechanistically different, and we believe they offer the potential for better and safer medicines. Early clinical results demonstrated by SM-88 in multiple advanced cancers, including pancreatic, prostate,
sarcomas and breast, reinforce the potential of our emerging CMBT pipeline. Moreover, this pipeline offers hope to patients for a new future in long-term management of advanced cancers.
Our lead clinical CMBT compound, SM-88, is an oral investigational modified proprietary tyrosine derivative that is hypothesized to interrupt the metabolic processes of cancer cells by breaking down the
cells’ key defenses and leading to cell death through oxidative stress and exposure to the body’s natural immune system. To date, clinical trial data have shown that SM-88 has achieved confirmed tumor
responses across 15 different cancers, both solid and liquid tumors, including pancreatic, lung, breast, prostate, sarcoma and lymphoma cancers with minimal serious Grade 3 or higher adverse events, which
we believe is rare for investigational compounds. Our lead compound SM-88 is now in a pivotal trial and an adaptive randomized Phase II/III clinical trial with registration intent for patients with second- and
third-line pancreatic cancer. Patients are also being enrolled in a Phase II study evaluating SM-88 in high-risk sarcomas, and we presented final SM-88 Phase II clinical data at European Society for Medical
Oncology’s ESMO 2019 conference showing encouraging clinical benefit in patients with bio-marker recurrent prostate cancer.
Our Pipeline
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TYME-18 is a CMBT compound under development that is delivered intratumorally. Like SM-88, TYME-18 leverages the unique metabolism of cancer to create a treatment for inoperable tumors.
Preliminary observations of the local administration of TYME-18, an amphiphilic steroid acid, suggested its potential as an important regulator of energy metabolism that may impede the ability of tumors to
increase in size which could prove useful in difficult-to-treat cancers. In initial preclinical xenograft mouse studies, TYME-18 was able to completely resolve over 90 percent (11/12 mice) of established
colorectal tumors within 12 days versus an average of over 600 percent growth in the control animals. We plan to continue with the development of TYME-18 in solid tumors and to provide details of an IND
(Initial New Drug Application) enabling program this calendar year.
TYME has multiple cancer metabolism-based assets and other formulations for SM-88 in development, including injectable, intranasal, and transdermal, which are in pre-clinical stages.
TYME has an expanding patent portfolio broadly covering compositions, methods, manufacturing and use of its pipeline to 2032, and beyond. To date, TYME has 194 issued patents and patent applications
worldwide, including 10 issued patents and an additional 12 patent applications in the United States.
Our Guiding Principles
TYME is committed to improving the lives of cancer patients worldwide through a workplace culture that empowers, engages, enriches and inspires employees who come to work every day to change the
course of metastatic cancers through bold and creative pursuits in science, and a promise to put patients first. We are passionate about the people we serve - the patients. We are bold and courageous in our
approach to turn the impossible into the possible. We hold trustworthiness in the highest regard. We aspire to always do better, and we work to exceed expectations through excellence in all we say and do.

SM-88 Mechanism of Action
SM-88 (racemetyrosine) is an orally administered cancer metabolism-based therapy that is chemically altered to be non-functional for fundamental tumor cell processes, including protein synthesis. Scientific
literature has broadly published that normal healthy cells do not regularly take up certain non-essential amino acids, specifically tyrosine, while a wide range of cancer cells upregulate methods to consume
these metabolites. We believe that, when taken up by a cancer cell, our proprietary modified dysfunctional tyrosine interrupts protein synthesis, reduces key cellular defenses, and ultimately leads to an
oxidative stress-related apoptosis or cell death. We also believe this selective cancer uptake of non-essential amino acids is supported by the current safety profile showing minimal observed drug-related
serious adverse events (each, an “SAE”) in approximately 180 cancer patients treated with SM-88 to date, which includes patients of the Compassionate Use Program (discussed below) for whom we have
safety results, but limited information regarding efficacy.
SM-88 is currently administered with the conditioning agents Methoxsalen, Phenytoin and Sirolimus (“MPS”). The conditioning agents are administered at doses between 5% and 25% of their U.S. Food and
Drug Administration (“FDA”) approved doses in non-cancer indications. We believe, based on scientific literature of their respective biologic functions, the physiologic, but sub-therapeutic doses of these
agents may augment either the uptake of SM-88 or destabilize cancer cells.
The Company has established pre-clinical research collaborations with academic institutions, as well as internal pre-clinical initiatives, to broaden the detailed understanding of the mechanisms associated with
SM-88. The overall goals of these efforts are to potentially identify patient or disease biomarkers that could be applied to patient selection in clinical trials, as well as identify potential combinations with other
anti-cancer mechanisms that could aid future clinical development. We currently have a research collaboration with Mayo Clinic and NYU Langone Health and could establish additional collaborations in the
future.
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Development Strategy and Key Product Properties

Our goal is to develop CMBTs that may help patients live longer and better lives through next-generation medicines that are both better and safer treatments than current cancer treatment options. Key
elements of our strategy to achieve this goal are:

•
•
•

Successfully advance SM-88 across a broad range of cancers through clinical development, regulatory approvals and commercial launch globally.
Continue to invest in our technology platform and expand the breadth and depth of our IP portfolio. We plan to expand our research and development (“R&D”) efforts to
encompass multiple cancer indications in both solid tumors and hematologic cancers. We have undertaken early development programs for additional delivery systems of our
lead oral candidate, SM-88, as well as new investigational CMBTs to treat cancer patients with high unmet medical needs.
Build a balanced portfolio of proprietary and partnered programs. We plan to independently develop and commercialize multiple drug candidates for human indications
within the oncology field. For targets outside our core areas of interest or where a partner can contribute specific expertise, we intend to evaluate potential collaborations with
strategic partners and/or potential acquisitions of other companies and/or their assets that can augment our expertise and technology, as well as a means to acquire rights or
ownership of additional intellectual property (“IP”). We also contemplate exploring global development partners and arrangements, where appropriate.

By using SM-88 to disrupt key aspects of cancer’s unique metabolism, our intention is to create an innovative therapeutic approach that is:

•
•
•
•
•

Broadly effective across different cancer types – Because a vast majority of cancers use the same metabolic process, known as the Warburg Effect, we believe that they likely
also have the same susceptibilities to SM-88 treatment, regardless of physiologic origin;
Highly specific to cancer – As supported by the current safety data reported for approximately 180 patients, together with recent advances in radiographic imaging that use
tyrosine-based agents to selectively image cancer cells, cancer appears to have a high affinity for tyrosine uptake compared to normal cells;
Well-tolerated/ broad therapeutic margin – Safety findings are available for approximately 180 patients, and only two patients (1%) have reported any drug-related serious
adverse events;
Suitable for monotherapy or combination therapy – Although most of TYME’s clinical and compassionate use experience has been in monotherapy, SM-88’s differentiated
mechanism of action and safety profile may also allow it to be effective in combination with other cancer therapeutics; and
Potentially effective treatment for patients who have failed other therapeutic options – Current cancer therapies are often intended to inhibit or change a particular aspect of
cancer’s cellular function, known as selective pressure. However, cancers typically develop resistance mechanisms that can make them less responsive to subsequent selective
pressure treatments, while at the same time patients also accumulate treatment-related toxicities that can make them ineligible for subsequent therapies. SM-88 is designed to
avoid selective pressure and this fundamental limitation of traditional therapies by utilizing cancer’s innate metabolic weaknesses to compromise its defenses, leading to cell
death through oxidative stress and exposure to the body’s natural immune system. We believe this novel mechanism of action may allow SM-88 to be used in traditional
treatment-resistant patients and also limit development of resistance.

We believe we can become a leader in developing and delivering CMBTs with our platform technology for the following reasons:

•

Members of our management team have extensive experience with scientific research and clinical development in the field of cancer metabolism-based therapies.
7
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•
•
•
•

Oral SM-88 has demonstrated meaningful clinical benefit and well tolerated safety profile, in metastatic cancer patients across 15 different types of solid tumors and hematologic
cancers.
To date, SM-88 has shown a favorable safety profile and we believe the unique mechanism of action increases prospects for evaluation of the potential of SM-88 as a preferred
therapy in combination with existing treatment modalities.
We currently retain all commercial rights for SM-88 and new pipeline candidates through a strong and growing patent estate of over 65 issued patents and 129 pending patent
applications in various countries broadly covering compositions, methods, manufacturing and use in connection with the treatment of cancers.
We have a technology base and patent portfolio supporting SM-88 and have filed patents applications for additional drug candidates to provide a pipeline of oncology drug
development programs based on our CMBT technology platform.

SM-88: Completed Studies

First in Human Study

The initial clinical trial with SM-88, known as the First in Human Study (“FHS”), began in 2012 and was conducted in 30 actively progressing metastatic cancer patients who had failed or refused all available
treatments options. The Phase I study was designed to assess the safety of monotherapy SM-88, although the trial was extended beyond the initial six-week period based on reported treatment efficacy, with
several patients remaining on treatment for over 12 months. Patients were given SM-88 with conditioning agents melanin, melanotan II, phenytoin, and sirolimus (these conditioning agents will hereafter be
referred to as “M2PS”).

The results of the FHS were published in the journal, Investigational New Drugs, in March 2019, including data from the trial’s initiation in January 2012 through September 2017. Patients were treated with
monotherapy SM-88 and achieved median overall survival (“OS”) of 29.8 months, median progression free survival (“PFS”) of 13 months, and a 33% objective response rate (“ORR”). The ORR consisted of
four complete responses (“CR”) and six partial responses (“PR”), based on Response Evaluation Criteria In Solid Tumors 1.1 (“RECIST”). In addition, 57% of patients (17/30) achieved RECIST stable
disease (“SD”) with a median SD duration of 11 months. Five FHS patients with metastatic cancer survived for over five years after commencing SM-88 treatment. All FHS patients improved or maintained
Eastern Cooperative Oncology Group Performance Status (“ECOG PS”), a measure of quality of life, after initiating SM-88 therapy, and OS was comparable for patients who entered the trial with ECOG PS
ranging from 0 (asymptomatic) to 2 (unable to perform any work-related activities).

We also reported multiple subgroup analyses of FHS patients. As of September 2017, 67% of FHS patients were reported to have had no additional systemic therapies since their initial enrollment in FHS in
2012, including all five of the surviving FHS patients. Patients without any further treatment beyond SM-88 showed greater mean and median OS (37 and 38 months, respectively) than patients who received
subsequent treatments beyond SM-88 (30 and 28 months, respectively). Regarding therapies prior to SM-88, patients with two or more prior systemic therapies experienced a median OS of 23 months,
including two CRs and three PRs, after beginning SM-88 therapy. For the three most common cancer types in the FHS, we reported median and mean OS for the following patients by cancer type: breast
cancer, 35 and 36 months (n=14); lung cancer, 25 and 30 months (n=5); and pancreatic cancer, 24 and 24 months (n=3). In the breast cancer subgroup, median OS of 35 months was achieved despite patients
having an average of 2.5 prior lines of systemic drug therapy and 4.5 prior therapeutic lines, including systemic, surgical or radiation therapy. 43% of patients in the breast cancer subgroup achieved CR or PR
while on SM-88 monotherapy and ECOG PS average baseline improved from 1.8 to 0.6 after six weeks of SM-88 therapy. Additionally, after having stopped SM-88 treatment in the FHS, three breast cancer
patients received additional treatment with SM-88 at a later time and all three of such patients were alive as of the last reported data in October 2017. One of the re-treated patients experienced a second
objective tumor response from SM-88 monotherapy as measured by RECIST criteria.

We believe that traditional RECIST response criteria, a commonly used clinical endpoint based primarily on computerized tomography (“CT”) images, may not fully reflect the therapeutic benefit from SM88. This is based on the observation in the First in Human Study where a total of 17 of the 30 patients achieved SD with median OS of 29.0 months. Because we believe many patients on SM-88 experience
therapeutic benefit without necessarily
8
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achieving a CR or PR under RECIST criteria, we commonly refer to “Clinical Benefit,” which includes CR, PR and SD designations.
SM-88 used with M2PS demonstrated a favorable safety profile and was well tolerated. All related adverse events (AEs) for SM-88 were classified as mild or moderate. The most common treatment AEs
experienced included hyperpigmentation by 100% of patients (30/30), fatigue by 56.7% of patients (17/30) and pain by 10% of patients (3/30). No dose limiting toxicities were observed.

Compassionate Use Program

In parallel with and following the First in Human Study, we also allowed advanced cancer patients’ access to SM-88 through a compassionate use program under Institutional Review Board (“IRB”)
supervision (the “Compassionate Use Patients”). In early 2018, we performed a retrospective analysis on 53 Compassionate Use Patients who had available data and received at least six weeks of treatment.
These patients had their scans reviewed by independent radiologists to determine response under RECIST, and 75% of these patients (40 of 53) were deemed to have experienced Clinical Benefit, consisting of
8 CRs, 16 PRs and 16 SD designations.

Through these two programs, patients being treated with SM-88 have achieved confirmed responses across 15 different cancer types, including some of the most common and difficult to treat cancers, such as
pancreatic, prostate, breast, lung, glioma, ovarian, sarcoma and colon cancer. Based on preliminary data from the FHS and the Compassionate Use Patients suggesting SM-88 may have broad potential
applicability and acceptable toxicity, we believe that SM-88 may ultimately be utilized as a treatment for a wide range of cancers prior to the end-stage setting.

SM-88 Ongoing Studies

Pancreatic Cancer Trial (“TYME-88-Panc”)

TYME-88-Panc was initially designed as a two-part, open-label clinical trial evaluating SM-88 as an oral monotherapy in late-stage patients with advanced pancreatic cancer. Part 1 was designed to determine
optimal dose for pivotal testing and patients were given either a high or low dose of SM-88. Preliminary data from Part 1 was released at the ESMO World Congress on Gastrointestinal Cancer on July 4,
2019. Based on the encouraging efficacy data and the well tolerated safety profiles, the TYME-88-Panc protocol was amended in 2019 and is now intended as a pivotal registration trial. The amended protocol
is a 1:1 randomized study of SM-88 versus an investigator’s choice of three pre-determined single agent therapies.
Part 1 of TYME-88-Panc included 49 heavily pretreated patients with radiographically progressive metastatic pancreatic cancer, who had received a median of two prior systemic therapies and had significant
disease related morbidity before receiving SM-88 used with MPS. Of the 49 patients, 38 patients were evaluable for efficacy, as defined in the protocol. Preliminary results from Part 1 of TYME-88-Panc,
using information available as of April 25, 2019, demonstrated 6.4 months median OS of evaluable patients (n=38). The reported survival of patients progressing after second line therapy was 3 months, based
on an analysis of 19 published trials with patients who had progressed after second line treatment (Manax, et al J Clin Oncol 37, 2019 (suppl 4; abstr 226)). In addition, there is an approximate 2 to 4-week
transition between second and third line treatments. Thus, based on these considerations, the expected survival for this patient population at the start of treatment would be 2 to 2.5 months.
As a result of the encouraging results demonstrated in Part 1 of the TYME-88-Panc study of SM-88, TYME has launched Part 2 of TYME-88-Panc study designed as a multi-center randomized (1:1),
controlled pivotal trial that will evaluate the efficacy and safety of SM-88 used with MPS in patients with metastatic adenocarcinoma of the pancreas whose disease has progressed or recurred and have
received two lines of prior systemic therapy. Approximately 250 patients will be randomized to receive 920 mg of SM-88 with MPS (Arm A n=125) or one of three pre-defined single agent therapies (Arm B
n=125). Patients will be treated until there is unacceptable toxicity or disease progression or if any treatment discontinuation criteria are met. The primary endpoint is OS. Key exploratory endpoints include
PFS, clinical benefit response rate (“CBR”), defined as patients achieving SD or better, circulating tumor cells (“CTCs”) and quality of life. The study will include leading pancreatic cancer research sites
across the United States.
9
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Based on information available on April 25, 2019, certain efficacy indicators correlated with greater OS, including the achievement of SD or better under RECIST and decreases in CTCs. Clinical benefit rates
of SD or better under RECIST were achieved by 44% (11/25) of patients with available imaging as of April 25, 2019. Notably, patients achieving SD or better demonstrated a statistically significant (p=0.02)
improvement in survival with a 92% reduction in risk of death (hazard ratio=0.08 (95% CI 0.01 – 0.63)). The CBR was durable, with a majority of these patients remaining in SD or better at more than seven
months after receiving treatment with SM-88.
In TYME-88-Panc, based on information available as of April 25, 2019, a median reduction of 63% in CTC burden was observed in evaluable patients. Importantly, patients (10 of 24) with available results
reaching an 80% reduction or greater in CTCs demonstrated a 60% decrease in risk of death (p=0.18, hazard ratio: 0.4 (95%CI (0.11 – 1.5)).
As of April 25, 2019, the study reported that SM-88 was well tolerated with only 4.0% of patients (2 of 49) who experienced serious adverse events (“SAEs”) deemed at least possibly related to SM-88
(abdominal pain, arthralgia, and hypotension). One patient with reported SAEs continued on treatment.
The amended pivotal protocol for TYME-88-Panc (“Part 2”) is enrolling and, in early January 2020 the Company announced the first patient was dosed.
PanCAN Precision PromiseSM Adaptive Phase II/III Trial Platform

We have entered into an agreement for SM-88 to be included in an experimental arm in the novel Precision Promise adaptive randomized Phase II/III trial platform with registration intent sponsored by the
Pancreatic Cancer Action Network (“PanCAN”). The objective of Precision Promise is to expedite the study and approval of promising therapies for pancreatic cancer by bringing multiple stakeholders
together, including academic, industry and regulatory entities.

The primary goal of SM-88’s inclusion is to study SM-88 as a monotherapy treatment arm for patients who have failed one prior line of chemotherapy. Additionally, it is planned that SM-88 will be evaluated
in combination with gemcitabine (Gemzar ®) and nab-paclitaxel (Abraxane ®) for first-line patients. The second-line monotherapy arm initiated in January 2020.

PanCAN is sponsoring Precision Promise and providing funding and other support. While TYME’s SM-88 is included in the trial, we will not oversee, conduct or control the trial.

Phase II Prostate Cancer Trial

We presented final data from our Phase II trial of SM-88 in patients with non-metastatic, biochemical-recurrent prostate cancer at the ESMO Congress 2019 on September 30, 2019. Twenty-three (23) patients
were enrolled in the trial and entered with rising prostate-specific antigen levels, detectable CTCs and no radiographically detectable metastases. The study duration was six months, per the study protocol,
although some patients were granted a waiver to remain on treatment for longer periods. Seventy-four percent (74%) of patients (17/23) had previously received androgen deprivation therapy as treatment for
prostate cancer. All enrolled patients were given daily oral SM-88 with MPS for the duration of treatment.

Based on data as of September 2019, 100% of patients (23/23) on trial remained free of metastatic progression and 87% of patients (20/23) maintained radiographic progression-free survival (“rPFS”) with a
median duration of 6.5 months from the initial diagnoses of prostate specific antigen (“PSA”) rise. All patients who maintained rPFS also exhibited meaningful reductions in CTCs.

All patients with available CTC results for at least 3 cycles (n=19) achieved a decrease from baseline, with a median decrease of 65.3% at the end of 3 cycles. The median baseline PSA for patients with
radiographic progression was 13.4 compared to 5.6 for patients with no radiographic progression (p=0.02). 13% of patients experienced a PSA progression after commencing therapy and 52% of patients
(12/23) experienced an improvement in median PSA doubling time, a positive prognostic indicator.

Patients without local progression (20/23) had slightly higher testosterone levels at baseline and throughout treatment on SM-88 as compared to those who experienced local radiographic progression (3/23),
based on data as of September 2019. According to the European Organization for Research and Treatment of Cancer Quality of Life
10
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Questionnaire, patients generally reported stable cognitive and sexual function domain measures, with no detectable worsening in any domain. Patient weight, EKG QT interval, glucose and hematocrit and
other measures, which are often side effects of androgen deprivation therapy, did not appear affected while receiving SM-88.

The SM-88 therapy was well tolerated in all patients in the trial. There were no treatment-related SAEs. No adverse events resulted in dose delay, discontinuation, or reduction. The majority of Grade 1
adverse events deemed possibly or probably related to the SM-88 investigational therapy were gastrointestinal in nature.

Enrollment in our Phase II prostate cancer trial has been completed and final results are expected to be published in the second half of calendar year 2020.

Investigator-Initiated Phase II Sarcoma Trial

The HopES trial, an investigator-initiated prospective open-label Phase II trial evaluating the efficacy and safety of SM-88 with MPS for the treatment of poor prognosis sarcomas, began dosing patients in
January 2020. Up to 24 evaluable patients will be enrolled in the HopES trial through two patient cohorts. The first cohort will evaluate oral SM-88 as maintenance monotherapy following primary or
palliative treatments for Ewing's sarcoma patients with a high risk of relapse or disease progression. The second cohort will determine the clinical benefits of SM-88 as salvage monotherapy for patients with
clinically advanced sarcomas. The primary objectives are to measure ORR and PFS. Secondary objectives include duration of response, OS, CBR using RECIST v1.1, and incidence of treatment-emergent
adverse events. The Joseph Ahmed Foundation is providing funding and patient support for this trial and the trial is being conducted by principal investigator Dr. Chawla at the Sarcoma Oncology Center in
Santa Monica, CA.

Upcoming Studies and Developments

TYME-18 Preclinical Studies

TYME-18 is a cancer metabolism-based investigational therapy designed for the intra-tumoral delivery of the treatment and increase the permeability of cancer cells while delivering a therapy that will have a
selective cytotoxic effect on the tumor. TYME-18 is distinct in composition from SM-88. However, like SM-88, it aims to enhance the susceptibility of a cancer to the highly acidic and toxic tumor
microenvironment, while minimizing the impact to normal tissues.
In initial preclinical xenograft mouse studies, TYME-18 was able to completely resolve over 90 percent (11/12 mice) of established colorectal tumors within 12 days versus an average of over 600 percent
growth in the control animals. Additionally, there was no detected necrosis of the normal tissue surrounding the tumor site or other identified toxicities in the animals treated with TYME-18. A subsequent
study repeated the same efficacy results, with 11 of 12 TYME-18 treated mice showing complete resolution of targeted lesions. We plan to continue with the development of TYME-18 in solid tumors and to
provide details of an IND-enabling program this calendar year.

Animal Health

Our co-founder, Steve Hoffman, holds substantially all intellectual property rights with respect to the treatment of cancer in non-humans. Following interest from third parties in creating health partnerships, a
committee of independent members of our board of directors (the “Board”) has held discussions with our co-founders to obtain intellectual property rights such that the Company could have the ability to
pursue cancer therapies in animal health.

Competition
Our business strategy is intended to effectively position SM-88 for competition with products manufactured by other companies in the highly fragmented and competitive cancer treatment market. Our
competition comes from other commercial and research enterprises working in the field of cancer research. This includes pharmaceutical and biotechnology companies, academic institutions, patient advocacy
groups and hospitals and government private research institutes around the globe.
The TYME-88-Panc study was amended to study SM-88 in third-line pancreatic patients. There are no FDA approved third-line pancreatic treatments and there are no active therapies recommended in the
ASCO or National
11
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Comprehensive Cancer Network guidelines. If commercialized for third-line pancreatic treatment, the competition for SM-88 would be physician choice of therapy, supportive care and/or clinical trials.
Important competitive factors include patient safety, effectiveness, quality-of-life and ease of use of products; price and demonstrated cost-effectiveness; marketing effectiveness; payor access and research
and development of new products and processes. Most new products we intend to market, assuming regulatory approval, will and must compete with other products already on the market as well as products
that are later developed by existing or new competitors. If competitors introduce new products or delivery systems with therapeutic or cost advantages, our products would be subject to progressive price
reductions, decreased volume of sales or both. Increasingly, to obtain favorable reimbursement and formulary positioning with government payers, managed care organizations and pharmacy benefits
managers, we would be required to demonstrate that our products offer not only medical benefits, but also more value as compared with other treatment regimens.
The pharmaceutical and biotechnology industries are characterized by rapidly advancing technologies, intense competition and a strong emphasis on proprietary products. While we believe that our
technology, development and regulatory plans in addition to proprietary scientific knowledge provide us with certain competitive advantages, we currently have limited financial resources and no revenue
source and face potential competition from many different sources, including major pharmaceutical, specialty pharmaceutical and biotechnology companies, academic institutions and governmental agencies
and public and private research institutions, each of which has significantly greater financial resources than us. Any drugs that we successfully develop and commercialize will compete with existing therapies
and new potential therapies that may become available in the future.
Our products, if approved for sale, would eventually be subject to competition from generic drug manufacturers. Manufacturers of generic biopharmaceuticals generally invest far less in R&D and marketing
than R&D companies such as us. We anticipate that any manufacturer of a generic version of our drugs will invest far less than we have in the past and intend to do in the future. They therefore, have the
advantage in that they can price their drugs much lower than the brand-name drugs for which we obtain approval. Additionally, in many countries outside the United States, IP protection is weak or
nonexistent and we would be forced to compete with generic or counterfeit versions of our products in such countries whether or not we hold legal exclusivity.
The most common methods of treating patients with cancer are surgery, radiation and drug therapy, including chemotherapy, hormone therapy and targeted drug therapy. Our products once approved, would
compete not only with other drugs, but also with such other types of therapies and treatments.
There are a variety of available drug therapies marketed for cancer. In many cases, these drugs are administered in combination to enhance efficacy. Some of the currently approved drug therapies are branded
and subject to patent protection and others are available on a generic basis. Many of these approved drugs are well-established therapies and widely accepted by physicians, patients and third-party payers. In
general, although there has been considerable progress over the past few decades in the treatment of cancer with currently marketed therapies providing benefits to many patients, these therapies often are
limited to some extent by a lack of efficacy and/or the significance or frequency of AEs.
In addition to currently marketed therapies, there are also a number of medicines in late-stage clinical development to treat cancer. These medicines in development may provide efficacy, safety, convenience
and other benefits that are not provided by currently marketed therapies. As a result, they may provide significant, additional competition for SM-88.
Intellectual Property
We will strive to protect and enhance our proprietary technology, inventions and improvements that are commercially important to the development of our business, including through seeking, maintaining and
defending patent rights (when required), whether developed internally or licensed from third parties. We also intend to rely on trade secrets related to our proprietary technology platform and our know-how,
continuing technological innovation and in-licensing opportunities to develop, strengthen and maintain our proprietary position in the field of cancer treatment, which may be important for the development of
our business. We additionally may rely on regulatory protection afforded through data exclusivity, market exclusivity and patent term extensions, where available.
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Our commercial success may depend, in part, on our ability to obtain and maintain patent and other proprietary protection for commercially important technology, inventions and know-how related to our
business, defend and enforce our patents, preserve the confidentiality of our trade secrets and operate without infringing the valid enforceable patents and proprietary rights of third parties. Our ability to stop
third parties from making, using, selling, offering to sell or importing our products may depend on the extent to which we have rights under valid and enforceable licenses, patents or trade secrets that cover
these activities. With respect to both our owned and licensed IP, we cannot be sure that patents will be granted with respect to any of our pending patent applications or with respect to any patent applications
filed by us in the future, nor can we be sure that any of our existing patents or any patents that may be granted to us in the future will be commercially useful in protecting our commercial products and
methods of manufacturing such products, as well as being held valid if challenged.
Tyme maintains a broad intellectual property portfolio of 194 patent applications granted and/or pending worldwide. The patents encompass SM-88 as well as inventions that fight cancer and aid in the
creation of novel mechanisms to further that effort. Our policy is to file patent applications to protect technology, inventions and improvements to inventions that are commercially important to the
development of our business. We have and will continue to seek U.S. and international patent protection for a variety of technologies, including: pharmaceutical compositions, methods for treating diseases of
interest, methods for manufacturing the pharmaceutical compositions and research tools and methods. We also intend to seek patent protection or rely upon trade secret rights to protect other technologies that
may be used to discover and validate targets and that may be used to identify and develop novel products. We will also seek protection, in part, through confidentiality and proprietary information agreements.
We believe we have no need to license any technologies for SM-88 to be commercially viable. We believe our Company owns all the IP necessary for SM-88 to perform as intended and to be commercially
marketed, once all applicable regulatory requirements have been obtained. Additionally, we believe the drug substances utilized in SM-88 are not covered by any patents that would impede our use of such
drug substances.
We also rely on trademark laws to protect our proprietary rights. Our trademark portfolio currently consists of one domestic trademark: CMBTs (cancer metabolism-based therapies).
FDA Approval Process
SM-88 is subject to regulation in the U.S. by the FDA as a drug product. The FDA subjects drug products to extensive pre- and post-market regulation. The Public Health Service Act (“PHSA”), the Federal
Food, Drug and Cosmetic Act and other federal and state statutes and regulations govern, among other things, the research, development, testing, manufacture, storage, recordkeeping, approval, labeling,
promotion and marketing, distribution, post-approval monitoring and reporting, sampling and the import and export of drugs. Failure to comply with applicable U.S. requirements may subject a company to a
variety of administrative or judicial sanctions, such as FDA refusal to approve pending new drug applications (“NDAs”), withdrawal of approvals, clinical holds, warning letters, product recalls, product
seizures, total or partial suspension of production or distribution, injunctions and/or fines or civil or criminal penalties.
The drug development process required by the FDA before a new drug may be marketed in the U.S. is long, expensive and inherently uncertain. Drug development in the U.S. typically involves preclinical
laboratory and animal testing, the submission to the FDA of an IND, which must become effective before clinical testing may commence, and adequate and well-controlled clinical trials to establish the safety
and effectiveness of the drug for each indication for which FDA approval is sought. Developing the data to satisfy FDA pre-market approval requirements typically takes many years and the actual time
required may vary substantially based upon the type, complexity and novelty of the product or disease.
Preclinical tests include laboratory evaluation of product chemistry, formulation and toxicity, as well as animal trials to assess the characteristics and potential safety and efficacy of the product. The
conducting of the preclinical tests must comply with federal regulations and requirements, including good laboratory practices (“GLP”). The results of preclinical testing are submitted to the FDA as part of an
IND along with other information, including information about product chemistry, manufacturing and controls (“CMC”) and a proposed clinical trial protocol. Long-term preclinical tests, such as animal tests
of reproductive toxicity and carcinogenicity, may continue after the IND is submitted.
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An IND must become effective before U.S. clinical trials may begin. A 30-day waiting period after the submission of each IND is required prior to the commencement of clinical testing in humans. If the FDA
has neither commented on nor questioned the IND submission within this 30-day period, the clinical trial proposed in the IND may begin.
Clinical trials involve the administration of the investigational new drug to healthy volunteers or subjects with the condition under investigation, all under the supervision of a qualified investigator. Clinical
trials must be conducted: (i) in compliance with federal regulations; (ii) in compliance with good clinical practices (“GCP”), an international standard meant to protect the rights and health of patients and to
define the roles of clinical trial sponsors, administrators and monitors; and (iii) under protocols detailing the objectives of the trial, the parameters to be used in monitoring safety and the effectiveness criteria
to be evaluated. Each protocol involving testing on U.S. patients and subsequent protocol amendments must be submitted to the FDA as part of the ongoing IND file.
The FDA may order the temporary or permanent discontinuation of a clinical trial at any time or impose other sanctions if it believes that the clinical trial is not being conducted in accordance with FDA
requirements or presents an unacceptable risk to clinical trial subjects. The study protocol and informed consent information for subjects in clinical trials must be submitted to an IRB for review and approval.
An IRB may also require the clinical trial at a clinical site to be halted, either temporarily or permanently, for failure to comply with the IRB’s requirements or may impose other conditions to assure subject
safety. The study sponsor may also suspend a clinical trial at any time on various grounds, including a determination that the subjects are being exposed to an unacceptable health risk.
Clinical trials to support NDAs for marketing approval are typically conducted in three sequential phases, but the phases may overlap or be combined. In Phase I, the drug is initially introduced into healthy
human subjects and is tested to assess pharmacokinetics, pharmacological actions, AEs associated with increasing doses and, if possible, early evidence of effectiveness. In the case of some products targeted
for severe or life-threatening diseases, such as cancer treatments, initial human testing may be conducted in the intended patient population. Phase II usually involves trials in a limited patient population to
determine the effectiveness of the drug for a particular indication, dosage tolerance and optimum dosage, as well as identification of common adverse effects and safety risks. If a compound demonstrates
evidence of effectiveness and an acceptable safety profile in Phase II, Phase III trials are initiated to obtain additional information about clinical efficacy and safety in a larger number of subjects, typically at
geographically dispersed clinical trial sites. Phase III clinical trials are intended to establish data sufficient to demonstrate substantial evidence of the efficacy and safety of the product to permit the FDA to
evaluate the overall benefit-risk relationship of the drug and to provide adequate information for the labeling of the drug. Trials conducted outside of the U.S. under similar, GCP-compliant conditions in
accordance with local applicable laws may also be acceptable to the FDA in support of product licensing.
Sponsors of clinical trials for investigational drugs must publicly disclose certain clinical trial information, including detailed trial design and trial results, in FDA public databases. These requirements are
subject to specific timelines and apply to most controlled clinical trials of FDA-regulated products.
After completion of the required clinical testing, an NDA is prepared and submitted to the FDA. The FDA review and approval of the NDA is required before marketing of the product may begin in the U.S.
The NDA must include the results of all preclinical, clinical and other testing and a compilation of data relating to the product’s pharmacology and CMC and must demonstrate the safety and efficacy of the
product based on these results. The NDA must also contain extensive manufacturing information. The cost of preparing and submitting an NDA is substantial and is in addition to the costs of conducting
clinical trials. Under federal law, the submission of most NDAs is additionally subject to a substantial application user fee, as well as annual product and establishment user fees, which may total several
million dollars and are typically increased annually.
The FDA has 60 days from its receipt of an NDA to determine whether the application will be accepted for filing based on the agency’s threshold determination that the NDA is sufficiently complete to permit
substantive review. Once the submission is accepted for filing, the FDA begins an in-depth review. The FDA has agreed to certain performance goals in the review of NDAs. Most such applications for
standard review drugs are reviewed within 10 months from the date the application is accepted for filing. Although the FDA often meets its user fee performance goals, it can extend these timelines if
necessary and its review may not occur on a timely basis at all. The FDA usually refers applications for novel drugs, which present complex questions of safety or efficacy, to an advisory committee - typically
a panel that includes clinicians and other experts - for review, evaluation and a
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recommendation as to whether the application should be approved. The FDA is not bound by the recommendation of an advisory committee, but it generally follows such recommendations. Before approving
an NDA, the FDA will typically inspect one or more clinical sites to assure compliance with GCP. Additionally, the FDA will inspect the facility or the facilities at which the drug is manufactured. The FDA
will not approve the drug product unless it verifies that compliance with current good manufacturing practice (“cGMP”) standards is satisfactory and the NDA contains data that provide substantial evidence
that the drug is safe and effective in the indication(s) being studied.
After the FDA evaluates the NDA and the manufacturing facilities, it issues either an approval letter or a complete response letter. A complete response letter generally outlines the deficiencies in the
submission and may require substantial additional nonclinical or clinical testing or supplemental information for the FDA to reconsider the application. If or when those deficiencies have been addressed to the
FDA’s satisfaction in a resubmission of the NDA, the FDA will issue an approval letter. The FDA has committed to reviewing such resubmissions in two to six months depending on the type of information
that was included. The FDA approval is never guaranteed, and the FDA may refuse to approve an NDA if the applicable regulatory criteria are not satisfied.
An approval letter authorizes commercial marketing of the drug with specific prescribing information for specific indications. The approval for a drug may be significantly more limited than requested in the
application, including limitations on the specific diseases and dosages or the indications for use, which could restrict the commercial value of the product. The FDA may also require that certain
contraindications, warnings or precautions be included in the product labeling. In addition, as a condition of NDA approval, the FDA may require a risk evaluation and mitigation strategy (“REMS”) to further
ensure that the benefits of the drug outweigh the potential risks. REMS can include medication guides, communication plans for healthcare professionals and elements to assure safe use (“ETASU”). ETASU
can include, but are not limited to, special training or certification for prescribing or dispensing, dispensing only under certain circumstances, special monitoring and the use of patient registries. The
requirement for a REMS or use of a companion diagnostic with a drug can materially affect the potential market and profitability of the drug. Moreover, product approval may require, as a condition of
approval, substantial post-approval testing and surveillance to monitor the drug’s safety or efficacy. Once granted, product approvals may be withdrawn if compliance with regulatory standards is not
maintained or problems are identified following initial marketing.
As of March 31, 2020, we have two active INDs with the FDA, both of which are associated with SM-88. The two INDs are active with the relevant FDA departments that oversee our two ongoing clinical
trials, the Department of Oncology Products 1 (“DOP1”) for our prostate cancer trial, and the Department of Oncology Products 2 (“DOP2”) for our pancreatic cancer trial. In addition, clinical investigators
have previously and may in the future request their own INDs in order to use SM-88 or other products in Investigator Initiated Trials (“IITs”). For example, the HopES trial for sarcoma is an IIT where the
IND for SM-88 use is held directly by the clinical trial site.
In February 2019 and July 2019, we participated in Type C meetings with the FDA. During those meetings we received guidance on our pivotal trial for SM-88 in third line pancreatic cancer. The trial is a
randomized study comparing SM-88 to the control arm. The control arm consists of physician’s choice of therapies. The primary end point is overall survival.
Priority Review/Standard Review (U.S.) and Related Requirements
The FDA may grant an NDA a priority review designation based both upon the request of an applicant and the results of the Phase III clinical trial(s) submitted in the NDA. This designation sets the target date
at six months for FDA action on the application. Priority review is granted where preliminary trial results indicate that a product, if approved, has the potential to provide a safe and effective therapy for a
situation where no satisfactory alternative therapy exists or where the product is possibly a significant improvement over existing marketed products. If these criteria are not met for priority review, the NDA is
subject to the standard FDA review period of ten months. However, priority review designation does not change the scientific/medical standard for regulatory approval or the quality of evidence necessary to
support approval. There can be no assurance that we would be able to satisfy the eligibility criteria for priority review or to receive regulatory approval under either standard review.
15

54

Back to TABLE OF CONTENTS

Table of Contents

Breakthrough Therapy Approvals
The Food and Drug Administration Safety and Innovation Act provides another designation for an expedited FDA review process called Breakthrough Therapy Designation. A breakthrough therapy is a drug
that is intended alone or in combination with one or more other drugs, to treat a serious or life-threatening disease or condition and where preliminary clinical evidence indicates that the drug may demonstrate
substantial improvement over existing therapies on one or more clinically significant endpoints, such as substantial treatment effects observed early in clinical development. If an investigational drug is
designated as a breakthrough therapy, the drug will be eligible for all fast track designation features, including expedited development and review of such drug for trial and market approval. All requests for
Breakthrough Therapy Designation are to be reviewed within 60 days of receipt and FDA will either grant or deny the request.
Fast Track Program
The fast track program, a provision of the Food and Drug Administration Modernization Act of 1997 (“FDAMA”), is designed to facilitate interactions between a sponsor and the FDA before and during
submission of an NDA for an investigational agent that, alone or in combination with one or more drugs, that is intended to treat a serious or life-threatening disease or condition and demonstrates the potential
to address an unmet medical need for that disease or condition. Under the fast track program, the FDA may consider reviewing portions of a marketing application before the sponsor submits the complete
application, if the FDA determines, after a preliminary evaluation of the clinical data, that a fast track drug may be effective. A fast track designation provides the opportunity for more frequent interactions
with the FDA and could make the drug eligible for and accelerated approval priority review if supported by clinical data at the time of submission of the NDA.
The Hatch-Waxman Act
Under the Hatch-Waxman Act, newly approved drugs and indications may benefit from a statutory period of non-patent marketing exclusivity. The Hatch-Waxman Act provides five-year marketing
exclusivity to the first applicant to gain approval of an NDA for a new chemical entity, meaning that the FDA has not previously approved any other new drug containing the same active moiety. The HatchWaxman Act prohibits having an effective approval date for an Abbreviated New Drug Application (“ANDA”) or a Section 505(b)(2) NDA for another version of such drug during the five-year exclusive
period; however, submission of an ANDA or Section 505(b)(2) NDA containing a paragraph IV certification is permitted after four years, which may trigger a 30-month stay of approval of the ANDA or
Section 505(b)(2) NDA. Protection under the Hatch-Waxman Act will not prevent the submission or approval of another “full” NDA; however, the applicant for the “full” NDA would be required to conduct
its own preclinical studies and adequate and well-controlled clinical trials to demonstrate safety and effectiveness. The Hatch-Waxman Act also provides three years of marketing exclusivity for the approval
of new and supplemental NDAs, including Section 505(b)(2) NDAs, for, among other things, new indications, dosages or strengths of a currently approved drug, if new clinical investigations conducted or
sponsored by the applicant are determined by the FDA to be essential to the approval of the new or supplemental NDA.
In addition to non-patent marketing exclusivity, the Hatch-Waxman Act amended the Food, Drug and Cosmetic Act to require each NDA sponsor to submit with its application information on any patent that
claims the active pharmaceutical ingredient, drug product (formulation and composition) and method-of-use for which the applicant submitted the NDA and with respect to which a claim of patent
infringement could reasonably be asserted if a person not licensed by the owner engaged in the manufacture, use or sale of the drug. Generic applicants that wish to rely on the approval of a drug listed in the
Orange Book must certify to each listed patent. The Orange Book is a listing of all drug products that have been approved by the FDA and their generic equivalences. We intend to submit for Orange Book
listing all relevant patents for SM-88 and to vigorously defend any Orange Book-listed patents for our approved products.
The Hatch-Waxman Act also permits a patent term extension of up to five years as compensation for the patent term lost during product development and the FDA regulatory review process. However, a
patent term extension cannot extend the remaining term of a patent beyond a total of 14 years after the FDA approves a marketing application. The patent term extension period is generally equal to the sum of
one-half the time between the effective date of an IND and the submission date of an NDA and all the time between the submission date of an NDA and the approval of that application, up to a total of five
years. Only one patent applicable to a regulatory review period that
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represents the first commercial marketing of that drug is eligible for the extension and it must be applied for prior to expiration of the patent. The U.S. Patent and Trademark Office, in consultation with the
FDA, reviews and approves the application for patent term extension. We will consider applying for a patent term extension for some of our patents, to add patent life beyond the expiration date, depending on
our ability to meet certain legal requirements permitting such extension and the expected length of clinical trials and other factors involved in the submission of an NDA. There can be no assurance that such
an extension, if applied for, will be granted.
Advertising and Promotion
The FDA prohibits the pre-approved marketing and promotion of drugs and closely regulates the post-approval marketing and promotion of drugs, including through standards and regulations for direct-toconsumer advertising, off-label promotion, industry-sponsored scientific and educational activities and promotional activities involving the internet. Failure to comply with these regulations can result in
significant penalties, including the issuance of warning letters directing a company to correct deviations from FDA standards, a requirement that future advertising and promotional materials are pre-cleared by
the FDA and federal and state civil and criminal investigations and prosecutions.
Drugs may be marketed only after initial approval and only for the approved indications and in accordance with the provisions of the approved labeling. Changes to some of the conditions established in an
approved application, including changes to indications, labeling or manufacturing processes or facilities, require submission and FDA approval of a new NDA or NDA supplement before the change can be
implemented. An NDA supplement for a new indication typically requires clinical data similar to that in the original application and the FDA uses the same procedures and actions in reviewing NDA
supplements as it does in reviewing original and resubmitted NDAs.
AE Reporting and cGMP Compliance
AE reporting and submission of periodic reports are required following FDA approval of an NDA. The FDA also may require post-marketing testing, known as Phase IV testing, REMS and surveillance to
monitor the effects of an approved product or the FDA may place conditions on an approval that could restrict the distribution or use of the product. In addition, manufacturing, packaging, labeling, storage
and distribution procedures must continue to conform to cGMPs after approval. Drug manufacturers and certain manufacturing subcontractors are required to register their establishments with the FDA and
certain state agencies. Registration with the FDA subjects’ entities to periodic unannounced inspections by the FDA, during which the agency inspects manufacturing facilities to assess compliance with
cGMPs. Accordingly, manufacturers must continue to expend time, money and effort in the areas of production and quality control to maintain compliance with cGMPs. Regulatory authorities may withdraw
product approvals, request product recalls or impose marketing restrictions through labeling changes or product removals if a company fails to comply with regulatory standards, if the product encounters
problems following initial marketing or if previously unrecognized problems are subsequently discovered.
Orphan Drug
Under the Orphan Drug Act, the FDA may grant orphan drug designation to drugs intended to treat a rare disease or condition; generally, a disease or condition that affects fewer than 200,000 individuals in
the U.S. Orphan drug designation must be requested before submitting an NDA. After the FDA grants orphan drug designation, the generic identity of the drug and its potential orphan use are disclosed
publicly by the FDA. Orphan drug designation does not necessarily convey any advantage in or shorten the duration of the regulatory review and approval process. The first NDA applicant to receive FDA
approval for a product to treat a particular disease with FDA orphan drug designation is entitled to a seven-year exclusive marketing period in the U.S. for the product for treatment of the specified indication.
During the seven-year exclusivity period, the FDA may not approve any other applications to market the same drug for the same disease, except in limited circumstances, such as a showing of clinical
superiority to the product with orphan drug exclusivity. Orphan drug exclusivity does not prevent the FDA from approving a different drug for the same disease or condition or the same drug for a different
disease or condition. Among the other benefits of orphan drug designation are tax credits for certain research and a waiver of the NDA application user fee. When appropriate, we intend to hold discussions
with the FDA regarding pursuing orphan drug designation for SM-88. There can be no assurance given that such discussions, if commenced, would result in our pursuing orphan drug designation for SM-88 or
that, if pursued, the FDA would grant SM-88 an orphan drug designation.
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Other Healthcare Laws and Compliance Requirements
In the U.S., our activities are potentially subject to regulation by federal, state and local authorities in addition to the FDA, including the Centers for Medicare and Medicaid Services, other divisions of the
U.S. Department of Health and Human Services (for example, the Office of Inspector General), the U.S. Department of Justice and individual U.S. Attorney offices within the Department of Justice and state
and local governments.
United States Adopted Names (USAN) Council
In the first calendar quarter of 2019, we were notified that United States Adopted Names (USAN) Council has approved the use of the nonproprietary generic name, racemetyrosine, for SM-88.
European Regulation and Review
EU Approval Process
The European Medicines Agency (“EMA”) is a decentralized scientific agency of the European Union (“EU”). It coordinates the evaluation and monitoring of centrally authorized medicinal products. It is
responsible for the scientific evaluation of applications for EU marketing authorizations, as well as the development of technical guidance and the provision of scientific advice to sponsors. The EMA
decentralizes its scientific assessment of medicines by working through a network of about 4,500 experts throughout the EU, nominated by the Member States. The EMA draws on resources of over 40
National Competent Authorities of European Member States.
The process regarding regulatory approval of medicinal products in the EU is similar to the U.S. and likewise generally involves satisfactorily completing each of the following:
•

preclinical laboratory tests, animal studies and formulation studies all performed in accordance with the applicable European GLP regulations;

•

submission to the relevant national authorities of a clinical trial application (“CTA”) for each trial in humans, which must be approved before the trial may begin;

•

performance of adequate and well-controlled clinical trials to establish the safety and efficacy of the product for each proposed indication;

•

submission to the relevant competent authorities of a Marketing Authorization Application (“MAA”), which includes the data supporting safety and efficacy as well as detailed
information on the manufacture and composition of the product in clinical development and proposed labeling;

•

satisfactory completion of an inspection by the relevant national authorities of the manufacturing facility or facilities, including those of third parties, at which the product is
produced to assess compliance with strictly enforced cGMPs;

•

potential audits of the nonclinical and clinical trial sites that generated the data in support of the MAA; and

•

review and approval by the relevant competent authority of the MAA before any commercial marketing, sale or shipment of the product.

Preclinical Studies
The conduct of the preclinical tests and formulation of the compounds for testing must comply with the relevant European regulations and requirements. Preclinical tests include laboratory evaluations of
product chemistry, formulation and stability, as well as studies to evaluate toxicity in animal studies in order to assess the potential safety and efficacy of the product. The results of the preclinical tests,
together with relevant manufacturing information and analytical data, are submitted as part of the CTA.
Clinical Trial Approval
Pursuant to the Clinical Trials Directive 2001/20/EC, as amended, a system for the approval of clinical trials in the EU has been implemented through national legislation of the Member States. Under this
system, approval must be
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obtained from the competent national authority of each European Member State in which a study is planned to be conducted. To this end, a CTA is submitted, which must be supported by an investigational
medicinal product dossier (“IMPD”) and further supporting information prescribed by the Clinical Trials Directive and other applicable guidance documents. Furthermore, a clinical trial may only be started
after a competent ethics committee has issued a favorable opinion on the clinical trial application in that country.
An EU regulation on clinical trials was adopted by the European Parliament and the Council of Ministers in 2014. The new regulation aims to simplify consent rules, streamline application procedures by
creating a centralized process for approval, provide more transparency and harmonize performance of clinical trials throughout the EU Member States. The new regulations are anticipated to take effect in
2020, with one-year transition period during which a new CTA can be authorized either according to the old Clinical Trials Directive 2001/20/EC or the new 536/2014 Regulation, as requested by the sponsor.
Manufacturing and import into the EU of investigational medicinal products is subject to the holding of appropriate authorizations and must be carried out in accordance with cGMPs.
Health Authority Interactions
During the development of a medicinal product, frequent interactions with the EU regulators are vital to make sure all relevant input and guidelines/regulations are taken into account in the overall program.
Pediatric Studies
Regulation (EC) 1901/2006, which came into force in the EU on January 26, 2007, aims to facilitate the development and accessibility of medical products for use in children without subjecting children to
unnecessary trials or delaying the authorization of medicinal products for use in adults. The regulation established the Pediatric Committee (“PDCO”), which is responsible for coordinating the EMA’s
activities regarding medicines for children. The PDCO’s main role is to determine which studies that marketing authorization applicants need to complete in the pediatric population as part of the so-called
Pediatric Investigation Plans (“PIP”). All applications for marketing authorization for new medicines that were not authorized in the EU before January 26, 2007 have to include either the results of studies
carried out in children of different ages (as agreed with the PDCO) or proof that a waiver or a deferral of these studies has been obtained from the PDCO. As indicated, the PDCO determines what pediatric
studies are necessary and describes them in a PIP. This requirement for pediatric studies also applies when a company wants to add a new indication, pharmaceutical form or route of administration for a
medicine that is already authorized. The PDCO can grant deferrals for some medicines, allowing a company to delay development of the medicine in children until there is enough information to demonstrate
its effectiveness and safety in adults and can also grant waivers when development of a medicine in children is not needed or is not appropriate, such as for diseases that only affect the elderly population.
Before an MAA can be filed or an existing marketing authorization can be varied, the EMA checks that companies are in compliance with the agreed studies and measures listed in each relevant PIP.
Regulation (EC) 1901/2006 also introduced several incentives for the development of medicines for children in the EU:
•

medicines that have been authorized across the EU in compliance with an agreed PIP are eligible for an extension of their patent protection by six months (this is the case even
when the pediatric studies’ results are negative);

•

for orphan medicines, the incentive is an additional two years of market exclusivity, extending the typical 10-year period to 12 years;

•

scientific advice and protocol assistance at the EMA are free of charge for questions relating to the development of medicines for children; and

•

medicines developed specifically for children that are already authorized but are not protected by a patent or supplementary protection certificate, may be eligible for a pediatric
use marketing authorization (“PUMA”); and
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•

if a PUMA is granted, the product will benefit from 10 years of market protection as an incentive for the development of the product for use in children.

MAA
Authorization to market a product in the EU member states proceeds under one of three procedures: (i) a centralized authorization procedure, (ii) a mutual recognition procedure, (iii) a decentralized national
procedure.
Centralized Authorization Procedure
Certain drugs, including medicinal products developed by means of biotechnological processes, must be approved via the centralized authorization procedure for marketing authorization. A successful
application under the centralized authorization procedure results in a marketing authorization from the European Commission, which is automatically valid in all EU member states. The other European
Economic Area member states (namely Norway, Iceland and Liechtenstein) are also obligated to recognize the Commission decision. The EMA and the European Commission administer the centralized
authorization procedure.
Under the centralized authorization procedure, the Committee for Medicinal Products for Human Use (“CHMP”) serves as the scientific committee that renders opinions about the safety, efficacy and quality
of human products on behalf of the EMA. The CHMP is composed of experts nominated by each member state’s national drug authority, with one of them appointed to act as Rapporteur for the coordination
of the evaluation with the possible assistance of a further member of the Committee acting as a Co-Rapporteur. After approval, the Rapporteur(s) continue to monitor the product throughout its life cycle. The
CHMP is required to issue an opinion within 210 days of receipt of a valid application, though the clock is stopped if it is necessary to ask the applicant for clarification or further supporting data. The process
is complex and involves extensive consultation with the regulatory authorities of member states and a number of experts. Once the procedure is completed, a European Public Assessment Report is produced.
If the CHMP concludes that the quality, safety and efficacy of the medicinal product are sufficiently proven, it adopts a positive opinion. The CHMP’s opinion is sent to the European Commission, which uses
the opinion as the basis for its decision whether or not to grant a marketing authorization. If the opinion is negative, information is given as to the grounds on which this conclusion was reached. After a drug
has been authorized and launched, it is a condition of maintaining the marketing authorization that all aspects relating to its quality, safety and efficacy must be kept under review. Sanctions may be imposed
for failure to adhere to the conditions of the marketing authorization. In extreme cases, the authorization may be revoked, resulting in withdrawal of the product from sale.
Mutual Recognition Procedure and Decentralized National Procedure
Under a Mutual Recognition Procedure (“MRP”) or a Decentralized Procedure (“DCP”), the applicant must select which and how many EU member states in which to seek approval. In the case of an MRP,
the applicant must initially receive national approval in one EU member state. This will be the so-called reference member state (“RMS”) for the MRP. Then, the applicant seeks approval for the product in
other EU member states, the so-called concerned member states (“CMS”) in a second step.
For the DCP, the applicant will approach all chosen Member States at the same time. To do so, the applicant will identify the RMS that will assess the submitted MAA and provide the other selected Member
States with the conclusions and results of the assessment. In principle, the applicant can choose any EU Member State as the RMS; however, in almost all Member States, the applicant needs to send a request
for a time slot when the applicant will be allowed to submit the application. Depending on the Member State selected as RMS, the interval between submission of the request to the actual submission date can
be two years or longer.
Accelerated Assessment Procedure
Under the Centralized Procedure in the European Union, the maximum timeframe for the evaluation of a marketing authorization application is 210 days, which excludes clock stops when additional written or
oral information needs to be provided by the applicant in response to questions asked by the CHMP. Accelerated evaluation might be granted by the CHMP in exceptional cases, such as when a medicinal
product is expected to be a major public health interest, as defined by three cumulative criteria: the seriousness of the disease to be treated (e.g. heavily disabling or life-threatening); the absence or
insufficiency of an appropriate alternative therapeutic approach; and an anticipation of high therapeutic benefit. Under these circumstances, the European Medicines Agency ensures that the opinion of
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the CHMP is delivered within 150 days, excluding clock stops. There can be no assurance however, that we would be able to satisfy any of these requirements or receive any approval or accelerated
evaluation.
Conditional Approval
Under EU regulations, a medicine that would fulfill an unmet medical need may, if its immediate availability is in the interest of public health, be granted a conditional marketing authorization on the basis of
less complete clinical data than are normally required, subject to specific obligations being imposed on the authorization holder. These specific obligations are to be reviewed annually by the EMA. The list of
these obligations is to be made publicly accessible. Such an authorization is valid for one year, on a renewable basis.
Period of Authorization and Renewals
A marketing authorization is initially valid for five years and may then be renewed on the basis of a re-evaluation of the risk-benefit balance by the EMA or by the competent authority of the authorizing
member state. To this end, the marketing authorization holder is to provide the EMA or the competent authority with a consolidated version of the file in respect of quality, safety and efficacy, including all
variants introduced since the marketing authorization was granted, at least nine months before the marketing authorization ceases to be valid. Once renewed, the marketing authorization shall be valid for an
unlimited period, unless the European Commission or the competent authority decides, on justified grounds relating to pharmacovigilance, to proceed with one additional five-year renewal. Any authorization
that is not followed by the actual placing of the drug on the European market (in case of centralized procedure) or on the market of the authorizing Member State within three years after authorization ceases to
be valid (the so-called “sunset” clause).
Orphan Drug Designation
EU regulations also provide for an orphan drug designation. This designation is granted if its sponsor can establish:
(a)

(i) that the product is intended for the diagnosis, prevention or treatment of a life-threatening or chronically debilitating condition affecting not more than five in 10,000 persons
in the EU when the application is made; or
(ii) that the product is intended for the diagnosis, prevention or treatment of a life-threatening, seriously debilitating or serious and chronic condition in the EU and that without
incentives it is unlikely that the marketing of the drug in the EU would generate sufficient return to justify the necessary investment; and

(b)

that there exists no satisfactory method of diagnosis, prevention or treatment of the condition in question that has been authorized in the EU or, if such method exists, the drug
will be of significant benefit to those affected by that condition.

An application for designation as an orphan product can be made any time before the filing of an application for approval to market the product. Marketing authorization for an orphan drug leads to a ten-year
period of market exclusivity. However, this period may be reduced to six years if at the end of the fifth year it is established that the product no longer meets the criteria for orphan drug designation, for
example because the product is sufficiently profitable not to justify continued market exclusivity. Market exclusivity can be revoked only in very selected cases, such as consent from the marketing
authorization holder, inability to supply sufficient quantities of the product, demonstration of “clinically relevant superiority” by a similar medicinal product or, after a review by the Committee for Orphan
Medicinal Products, requested by a Member State in the fifth year of the marketing exclusivity period (if the designation criteria are believed to no longer apply). Medicinal products designated as orphan
drugs are eligible for incentives made available by the EU and by its Member States to support research into and the development and availability of orphan drugs. It is not our current intention to pursue
orphan drug designation for SM-88.
Regulatory Data Protection
Without prejudice to the law on the protection of industrial and commercial property, marketing authorizations for new medicinal products in the EU benefit from an 8+2+1 year period of regulatory
protection.
This regime consists of a regulatory data protection period of eight years plus a concurrent market exclusivity of ten years plus an additional market exclusivity of one additional year if, during the first eight
years of those ten years, the marketing approval holder obtains an approval for one or more new therapeutic indications that, during the
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scientific evaluation prior to their approval, are determined to bring a significant clinical benefit in comparison with existing therapies. Under the current rules, a third party may reference the preclinical and
clinical data of the reference product beginning eight years after first approval, but the third party may market a generic version only after ten (or eleven) years have lapsed. Additional regulatory data
protection can be applied for when an applicant has complied with all requirements as set forth in an approved PIP.
International Conference on Harmonization (ICH)
The International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (“ICH”) is a project that brings together the regulatory authorities of Europe,
Japan and the U.S. and experts from the pharmaceutical industry in the three regions to discuss scientific and technical aspects of pharmaceutical product registration. The purpose of ICH is to reduce or
obviate the need to duplicate the testing carried out during the research and development of new medicines by recommending ways to achieve greater harmonization in the interpretation and application of
technical guidelines and requirements for product registration. Harmonization would lead to a more economical use of human, animal and material resources, the elimination of unnecessary delay in the global
development and availability of new medicines, while maintaining safeguards on quality, safety, efficacy and regulatory obligations to protect public health.
ICH guidelines have been adopted as law in many countries, but are only used as guidance in the U.S. by the FDA. In many areas of drug regulation, ICH has resulted in comparable requirements, for instance
with respect to the Common Technical Document, which has become the core document for filings for market authorization in several jurisdictions. In this manner, ICH has facilitated a more efficient path to
markets.
Pharmaceutical Coverage, Pricing and Reimbursement
As previously noted, in the U.S. and other countries, sales of any products for which we receive regulatory approval for commercial sale will depend in part on the availability of reimbursement from thirdparty payers, including government health administrative authorities, managed care providers, private health insurers and other organizations. The division of competences within the EU leaves to its Member
States the power to organize their own social security systems, including health care policies to promote the financial stability of their health care insurance systems.
In this context, each of the Member States’ national authorities is free to set the prices of medicinal products and to designate the treatments that they wish to reimburse under their social security system.
However, the EU has defined a common procedural framework through the adoption what is generally known as the “Transparency Directive.” This directive aims to ensure that national pricing and
reimbursement decisions are made in a transparent manner and do not disrupt the operation of the internal market.
The pharmaceutical pricing and reimbursement systems established by Member States are usually quite complex. Each country uses different schemes and policies, adapted to its own economic and health
needs. We would have to develop or access special expertise in this field to prepare health economic dossiers on our medicinal products if we would market our products, if and when approved, in the EU.
Manufacturing
We do not own or operate, and currently have no near-term plans to establish, any manufacturing facilities. We currently rely on and expect to continue to rely on, third party contract manufacturers for
supplies of SM-88 for preclinical and clinical testing, as well as for the initial commercial manufacture of any products that we may market following regulatory approval.
We currently purchase all our drug substance and drug products from contract manufacturers and intend to continue to do so on an as-needed purchase order basis. We have entered into limited term supply
arrangements for certain SM-88 components related to supply for our clinical activities in order to secure favorable pricing terms. We intend to identify and qualify any further necessary contract
manufacturers to provide all active pharmaceutical ingredients (“API”) and finished drug product services during the IND stages and before submission of an NDA to the FDA.
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Our current intention is that, during the ongoing development of SM-88, we will transition the needed manufacturing, CMC and GMP programs towards commercial manufacturing. The overall manufacturing
program includes, but is not limited to, the development of product and process specifications, producing and validating standards and the development of suitable analytical methods for test and release, as
well as stability testing. Before and during the use of contract manufacturers, we (or qualified designee) will conduct audits to ensure compliance with the mutually agreed process descriptions and cGMP
regulations. Our manufacturers themselves must comply with their in-house quality assurance programs and be available for inspections by regulatory agencies, including the FDA and European drug
regulatory agencies. During the development of our drug candidates, we anticipate scaling the manufacturing process to a suitable size. Increasing scale involves several steps and may involve modification of
the process, in which case modifications to our CMC sections will occur, with continuous submissions to the FDA and EU regulatory authorities.
As we progress through the regulatory approval process, there is a possibility that our intended manufacturing process will undergo modifications, primarily based on initial manufacturing results and data
generated during the manufacture of drug substance and product to be used in our clinical trials. Modifications could cause delays in obtaining regulatory approval of SM-88, if at all, as well increase our
research and development and manufacturing costs and potentially make such product costs prohibitive to our intended end users and their medical insurance providers.
SM-88 is currently administered with the conditioning agents methoxsalen, phenytoin, and sirolimus (“MPS”). Methoxsalen, phenytoin, and sirolimus each previously received regulatory approval in areas
other than cancer treatment. SM-88 and the three agents within MPS are organic compounds of low molecular weight, generally called small molecules. They can be manufactured in reliable and reproducible
synthetic processes from readily available starting materials. The chemistry is amenable to scale-up and we do not believe unusual equipment could be required in the manufacturing process.
Our tyrosine-based component is a derivative product that has been modified by a proprietary process to modify its functionality. This drug substance is being manufactured on an exclusive basis by a leading,
FDA-audited contract manufacturer that has previously manufactured tyrosine-based products on a commercial scale. This manufacturer currently is our sole supplier of this drug substance. To our knowledge,
the current manufacturer of this drug substance is the only FDA-approved supplier of this drug. We believe this cGMP contract manufacturer has sufficient capacity to meet our projected needs into the near
future and we maintain inventory on hand to meet our immediate clinical needs. In the event of a catastrophic event or if this contract manufacturer is unable to meet our needs, we will need to find an
alternative source. This will likely result in delays for the clinical development program. It is not impossible to find a substitute for this supplier in the event that it becomes necessary, but it may be costly,
including in terms of development time. We do not currently have arrangements in place for a redundant supply of the drug substance.
To date, we have, through an FDA-audited contract manufacturer, produced cGMP drug substance for use in our planned clinical trials. In addition, we have produced cGMP clinical trial materials utilizing
such drug substance, through an FDA-audited contract manufacturer. Such newly produced drug substance and clinical trial materials are currently undergoing long term regulatory testing. We believe we
have produced enough drug substance to create an inventory to meet our immediate needs regarding our planned clinical trials.
For future work involving the drug product, it is anticipated that manufacture process development work will continue, with focus of manufacturing improvements, and increasing scale. It is anticipated that
future manufacturing of clinical trial materials may be required to fill clinical trial needs. Additional tyrosine derivative drug product variations have also been developed for research purposes and some are
being validated and tested for clinical purposes.
The three APIs for MPS are available from several contract manufacturers, each holding Drug Master Files at the FDA for their respective APIs. We believe that the loss of or the inability of, any of single
source to provide our required ingredients would not have any substantive delaying effect on our research program, clinical trials or future commercial sale of SM-88, as we believe other sources are readily
available.
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Employees
As of March 31, 2020, we had a total of 18 employees, all full-time and all located in the United States. None of our employees are represented by a labor union or covered by a collective bargaining
agreement. We have not experienced any work stoppages, and we consider our relations with our employees to be good. Of the 18 employees, eight perform research and development activities and ten
perform general and administrative functions. Our Chief Executive Officer, Steve Hoffman, is also our Chief Science Officer and, as such, may be considered engaged in R&D activities, for purposes of the
immediately preceding sentence, as well as his being categorized as serving in an administrative capacity. Based upon their roles and activities with us, certain other employees may also be categorized as
serving in more than one role. Where necessary, we have entered into consulting contracts to provide us with subject matter expertise. We believe there is a sufficient number of available contractors with
appropriate subject matter expertise for our current and near-term needs.
Collaboration with Eagle
On January 7, 2020, TYME and Eagle Pharmaceuticals, Inc. (“Eagle”) entered into a Securities Purchase Agreement (the “Eagle SPA”), pursuant to which the Company issued and sold to Eagle 10,000,000
shares of common stock, at a price of $2.00 per share. The Eagle SPA provides that Eagle will, subject to certain conditions, make an additional payment of $20 million upon the occurrence of a milestone
event, which is defined as the earlier of (i) achievement of the primary endpoint of overall survival in the TYME-88-Panc pivotal trial; or (ii) achievement of the primary endpoint of overall survival in the
PanCAN Precision Promise SM-88 registration arm; or (iii) FDA approval of SM-88 in any cancer indication. This payment would be split into a $10 million milestone cash payment and a $10 million
investment in TYME at a 15% premium to the then prevailing market price. Eagle’s shares will be restricted from sale until the earlier of three months following the milestone event or the three-year
anniversary of the agreement.
Also, on January 7, 2020, we entered into a Co-Promotion Agreement with Eagle (the “Co-Promote”), whereby Eagle agreed to provide sales representatives to cover 25% of the Company’s sales force
requirements and will receive 15% of the net sales of all SM-88 products in the U.S. during the term of the Co-Promote. TYME will also be responsible for clinical development, regulatory approval,
commercial strategy, marketing, reimbursement and manufacturing of SM-88. TYME retains the remaining 85% of net U.S. revenues and reserves the right to repurchase Eagle’s rights under the Co-Promote
for $200 million.
Corporate Information
We were reincorporated on September 18, 2014 under the laws of the State of Delaware, after being incorporated in Florida as Global Group Enterprises Corp. on November 22, 2011, as discussed further
below under Corporate History; Significant Organizational Events. Our principal executive office is located at 17 State Street, 7th floor, New York, NY 10004. We also have another office located at One
Pluckemin Way, Bedminster, NJ 07921. Our telephone number is 212-461-2315. Our website address is www.tymeinc.com.
Corporate History; Significant Organizational Events
We were originally incorporated in Florida as Global Group Enterprises Corp. on November 22, 2011. Effective as of September 18, 2014, we reincorporated in the State of Delaware and later engaged in a
merger and certain other transactions. As a result of these events and related transactions, among other things, we (i) changed our jurisdiction of incorporation from Florida to Delaware; (ii) changed our name
from Global Group Enterprises Corp. to Tyme Technologies, Inc., and (iii) acquired our current clinical-stage pharmaceutical business.
At-the-Market Sales of Common Stock
In November 2017, we entered into an equity distribution agreement with Canaccord Genuity Inc. (“Canaccord”), pursuant to which we were able to sell shares of our common stock having an aggregate
offering price of up to $30,000,000 through Canaccord, as our sales agent, in an at-the-market offering (the “ATM”). In total, we sold 3,927,248 shares of our common stock under this equity distribution
agreement for net proceeds of $11,492,261 after commissions of $359,866 and other transaction expenses.
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In October 2019, TYME terminated the equity distribution agreement with Canaccord and entered into an Open Market Sale AgreementSM (the “Sale Agreement”) with Jefferies LLC (“Jefferies”) as sales
agent, pursuant to which the Company may, from time to time, sell shares of Common Stock through Jefferies having an aggregate offering price of up to $30.0 million (the “Jefferies ATM”). Since initiation,
we have raised approximately $1.5 million in net proceeds after commissions and other transaction expenses and have sold 1,361,315 shares of Common Stock.
Underwritten Securities Offering
On March 6, 2018, TYME closed an underwritten public offering of 10.4 million shares of its Common Stock, at a public offering price of $2.25 per share and received net proceeds, after deducting
underwriting discounts and commissions, but before our expenses of the offering, of approximately $21.89 million.
On April 2, 2019, the Company closed an underwritten registered offering of 8,000,000 shares of its common stock, par value $0.0001 per share (“Common Stock”), and warrants to purchase up to 8,000,000
shares of its common stock with an exercise price of $2.00 per share at a combined purchase price of $1.50 per share of common stock and accompanying warrant (the “Existing Warrants”). The net proceeds
to the Company, after deducting underwriting discounts and commissions and estimated offering expenses payable by the Company, were approximately $11 million.
Exchange Agreements
On May 20, 2020, the Company entered into exchange agreements with holders (the “Holders”) of the Existing Warrants. The Existing Warrants were offered and issued pursuant to the Company’s
Registration Statement on Form S-3 (Registration No. 333-211489), which was declared effective by the Securities and Exchange Commission on August 16, 2017, a base prospectus dated August 16, 2017
and a prospectus supplement dated March 28, 2019.
Pursuant to exchange agreements (the “Share Exchange Agreements”) with Holders of Existing Warrants to purchase 5,833,333 shares of Common Stock in the aggregate, the Company issued an aggregate of
2,406,250 shares of Common stock (the “Exchange Shares”) in exchange for such Existing Warrants. Concurrently therewith, each such Holder executed and delivered to the Company a leak-out agreement
(a “Share Leak-Out Agreement”) that contains trading restrictions with respect to the Exchange Shares, which (i) for the first 90 days, prohibit any sales of Exchange Shares, (ii) for the subsequent 90 days,
limit sales of Exchange Shares on any day to 2.5% of that day’s trading volume of Common Stock, and (iii) prohibit new short positions or short sales on Common Stock for the combined 180 day period.
The Company also entered into an exchange agreement (the “Warrant Exchange Agreement”) with another Holder of Existing Warrants to purchase 2,166,667 shares of Common Stock in the aggregate.
Pursuant to the Warrant Exchange Agreement, the Company issued such Holder a new warrant (the “New Warrant”) to purchase the same number of shares of Common Stock. The New Warrant has the same
expiration date, April 2, 2024, as the Existing Warrants, but has an exercise price of $1.80 and does not include the price protection, anti-dilution provisions or other restrictions on Company action from the
Existing Warrants. Concurrently therewith, such Holder executed and delivered to the Company a leak-out agreement that contains trading restrictions on sales of Common Stock issued upon exercise of the
New Warrant that are substantially similar to the restrictions on Exchange Shares in the Share Leak-Out Agreement, provided that the leak-out restrictions will only apply to the first 893,750 shares of
Common Stock issued pursuant to the New Warrant.
Available Information
Our Annual Report on Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form 8-K, and other filings with the United States Securities and Exchange Commission, or the SEC, and all
amendments to these filings, are available, free of charge, on our website at www.tymeinc.com as soon as reasonably practicable following our filing of any of these reports with the SEC. You can also obtain
copies free of charge by contacting our Investor Relations department at our office address listed above. The SEC also maintains a website that contains all the materials we file with, or furnish to, the SEC. Its
website is www.sec.gov.
The contents of our website are not incorporated by reference into this Annual Report on Form 10-K or any other document we file with the SEC, and any reference to our website is intended to be an inactive
textual reference only.
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ITEM 1A.

RISK FACTORS

Our business is subject to numerous risks. You should carefully consider the following risks and all other information contained in this Annual Report, as well as general economic and business risks, together
with any other documents we file with the SEC. If any of the following events actually occur or risks actually materialize, it could have a material adverse effect on our business, operating results and financial
condition and cause the trading price of our common stock to decline.
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Risks Related to Owning Our Stock
Each of our co-founders holds a substantial ownership interest in our Company, which gives them the ability to influence certain decision making and these individuals have certain rights to our
intellectual property that may allow them to use our IP in ways that could be inconsistent with our use.
Steve Hoffman, our Chief Executive Officer, Chief Science Officer and a director, owned more than 21.5% of our outstanding common stock as of March 31, 2020. Additionally, Michael Demurjian, our
former Chief Operating Officer, also owned more than 19.4% of our outstanding common stock as of March 31, 2020. As such, Mr. Hoffman and Mr. Demurjian will each be positioned to exercise
significant influence over our Company’s affairs, including, but not limited to, electing members of our Board of directors and exercising influence and voting rights in connection with structural defenses
and anti-takeover measures, and fundamental corporate transactions, and they may seek action that may not reflect the best interests of all of the stockholders of our Company.
Additionally, the Company has granted Mr. Hoffman perpetual, exclusive non-royalty bearing license rights with respect to certain patents and patent applications that the Company uses for SM-88 in all
fields other than in connection with the treatment of cancer. Further, in their employment agreements, Mr. Hoffman and Mr. Demurjian agreed that all intellectual property (“IP”) they develop or had
developed during their employment with us is the property of the Company, but only with respect to the treatment of cancer in humans. We have been considering expanding into cancer therapeutics in
certain animals and obtaining the relevant IP rights from them. We have had discussions with Mr. Hoffman and Mr. Demurjian about the financial and other terms to reach an agreement such that the
Company would have the ability to pursue cancer therapeutics in dogs, cats and horses, but no assurance can be provided that we will obtain such rights.
This license to Mr. Hoffman may limit the Company’s ability to profit from alternative uses of SM-88, were such uses to be discovered. Further, the use of the patents or patent applications that are used for
SM-88 or that otherwise overlap with our IP could be associated with a negative event outside of the control of the Company and outside the treatment of cancer in humans, which, in either case, may have
an adverse effect on our business.
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Our share price is likely to be volatile due to factors beyond our control and may drop below prices paid by investors; investors could lose all of their investment in our Company.
All readers of this report should consider an investment in our common stock as speculative, involving a high degree of risk, and invest in our common stock only if the purchaser can withstand a significant
loss and wide fluctuations in the market value of an investment. Potential investors should be aware that the value of an investment in our Company may go down as well as up. In addition, there can be no
certainty that the market value of an investment in our Company will fully reflect its underlying value.
Investors may be unable to sell their shares of our common stock at or above the price they paid for their shares due to fluctuations in the market price of our common stock arising from factors affecting our
drug discovery and development objectives as well as changes in our operating performance or prospects. In addition, the stock market has recently experienced significant volatility, particularly with respect
to pharmaceutical, biotechnology and other life sciences company stocks, as a result of, among other reasons, the ongoing COVID-19 pandemic and related government and economic reactions, which are
further described in this section. The volatility of pharmaceutical, biotechnology and other life sciences company stocks often does not relate to the operating performance of the companies represented by the
stock. Some of the factors that may cause the market price of our common stock to fluctuate include, but are not limited to:
results and timing of our clinical trials and clinical trials of our competitors’ products;
•

•

the failure or discontinuation of any of our development programs;

•

limitations on the availability of acceptable-quality clinical supply or issues in manufacturing SM-88, the MPS components or any future drugs we may develop and
receive governmental approval to market;

•

regulatory developments or enforcement in the United States and non-U.S. countries with respect to our or our competitors’ products;

•

failure to achieve pricing and reimbursement levels expected by us or the market;

•

competition from existing products or new products that may emerge;

•

developments or disputes concerning patents or other proprietary rights;

•

introduction of technological innovations or new commercial products by us or our competitors;

•

announcements by us, our collaborators or our competitors of significant acquisitions, strategic partnerships, joint ventures, collaborations or capital commitments;

•

changes in estimates or recommendations by securities analysts, to the extent any cover our common stock;

•

fluctuations in the valuation of companies perceived by investors to be comparable to us;

•

public concern over SM-88 or any future drugs we may develop and receive governmental approval to market;

•

litigation or the threat of litigation;

•

future issuances and sales of our common stock;

•

share price and volume fluctuations attributable to inconsistent trading volume levels of our shares;

•

additions or departures of key personnel;
27

66

Back to TABLE OF CONTENTS

Table of Contents

•

changes in the structure of healthcare payment systems in the United States or overseas;

•

the failure of SM-88, if approved, or any other approved drug product we may develop, to achieve commercial success;

•

economic and other external factors or disasters or widespread health or other crises;

•

period-to-period fluctuations in our financial condition and results of operations, including the timing of receipt of any milestone or other payments under
commercialization or licensing agreements, if any;

•

general market conditions and market conditions for biopharmaceutical stocks; and

•

overall fluctuations in U.S. equity markets.

Due to these risks and the other risks described in this report, investors could lose their entire investment in our Company.
Our common stock has historically been characterized by low and/or erratic trading volume, and the intraday per share price of our common stock has fluctuated from $0.86 to $2.04 between April 1,
2019 and March 31, 2020, the date of our last completed fiscal year.
As of July 31, 2017, our common stock became quoted on the Nasdaq Capital Market under the symbol “TYME.” Even though recently listed on the Nasdaq Capital Market, the market for our stock may be
impaired because of the limited number of investors, the significant ownership stakes of Messrs. Demurjian and Hoffman, and our small market public float and small capitalization, which is less than that
authorized for investment by many institutional investors. Historically, the public market for our common stock has been characterized by low and/or erratic trading volume, often resulting in price volatility.
For the fiscal year ended March 31, 2020, the average daily trading volume for our common stock was approximately 551,961 shares. In addition, the price of our common stock has been volatile. Our
common stock had a closing price of $1.89 on April 1, 2019, and ended fiscal year 2020 at a closing price of $1.10. During the fiscal year 2020, our common stock had a low closing price of $0.90, which
occurred on March 18, 2020, and had a high closing price of $1.95, which occurred on January 16, 2020.
The market price of our common stock is subject to wide fluctuations due to factors that we cannot control, including the results of preclinical and clinical testing of our products under development, decisions
by collaborators regarding product development, regulatory developments, market conditions in the pharmaceutical and biotechnology industries, future announcements concerning our competitors, adverse
developments concerning proprietary rights, public concern as to the safety or commercial value of any products, impacts of public health crises, including the ongoing COVID-19 pandemic, and general
economic conditions.
Furthermore, the stock market has experienced significant price and volume fluctuation unrelated to the operating performance of particular companies. These market fluctuations can adversely affect the
market price and volatility of our common stock.
Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to relinquish substantial rights.
Until such time, if ever, as we can generate substantial revenue, we expect to finance our cash needs through a combination of equity offerings, debt financings, grants and licensing and development
agreements in connection with any collaborations. We do not have any committed external source of funds and no revenue source. To the extent that we raise additional capital through the sale of equity,
equity-linked securities or convertible debt securities, as we expect we will, then outstanding stockholders’ ownership interests in our Company will be diluted and the terms of these new securities may
include liquidation or other preferences that adversely affect rights of holders of our common stock. For example, in January 2020, we entered into a securities purchase agreement with Eagle Pharmaceuticals,
Inc. (“Eagle”), pursuant to which Eagle would be required, upon the Company’s achievement of certain milestone events, to purchase Series A Preferred Stock of the Company that is convertible
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into common stock, which, upon conversion, if any, would result in additional dilution. Debt financing, if available at all, may involve agreements that include covenants limiting or restricting our ability to
take specific actions, such as incurring additional debt, making capital expenditures or declaring dividends. We cannot give any assurance that we will be able to obtain additional funding if and when
necessary or on satisfactory terms. If we are unable to obtain adequate financing on a timely basis, we could be required to delay, scale back or eliminate one or more of our development programs or grant
rights to develop and market product candidates that we would otherwise prefer to develop and market ourselves.
Future issuances of our common stock or rights to purchase our common stock pursuant to our equity incentive plan or outstanding options and warrants could result in additional dilution of the
percentage ownership of our stockholders and could cause our share price to fall.
We are authorized to grant equity awards, including stock grants and stock options, to our employees, directors and consultants, covering up to 12.5% of our shares of common stock outstanding from time to
time pursuant to our 2015 Equity Incentive Plan, as amended (the “2015 Plan”) and up to 2,750,000 shares of our common stock, pursuant to our amended and restated 2016 Director Plan (the “2016 Director
Plan”). Future issuances, as well as the possibility of future issuances, under our 2015 Plan or 2016 Director Plan or other equity incentive plans could cause the market price of our common stock to decrease.
Investors may experience dilution of their ownership interests because of the future issuance of additional shares of our common or preferred stock or other securities that are convertible into or
exercisable for our common or preferred stock.
In the future, to raise needed financing, we are likely to issue our authorized but previously unissued equity securities, resulting in the dilution of the ownership interests of our stockholders at the time of such
issuances. We are authorized to issue an aggregate of 300,000,000 shares of common stock and 10,000,000 shares of “blank check” preferred stock. We also have an effective “shelf” registration statement on
Form S-3 that allows us to issue securities in registered offerings as well as an available ATM Financing Facility that allows us to sell shares of our common stock through a placement agent at market prices.
We may issue additional shares of our common stock or other securities that are convertible into or exercisable for our common stock in connection with hiring or retaining employees, future acquisitions,
future sales of our securities for capital raising purposes or for other business purposes. The future issuance of any such additional shares of our common stock may create downward pressure on the trading
price of our common stock. We will need to raise additional capital in the near future to meet our working capital needs, and we regularly evaluate our capital needs and available sources of financing. There
can be no assurance that we will not be required to issue additional shares, warrants or other convertible securities in the future in conjunction with these capital raising efforts, including at a price (or exercise
prices) below the price a stockholder at the time of such securities issuance paid for such stockholder’s stock.
The ability of our Board to issue additional stock may prevent or make more difficult certain transactions, including a sale or merger of our Company. Our Board is authorized to issue up to 10,000,000 shares
of preferred stock with powers, rights and preferences designated by it. On January 7, 2020, the Board designated and reserved 10,000 shares as Series A Preferred in connection with the Eagle SPA (See Item
8. Note 9). Shares of Series A Preferred or other voting or convertible preferred stock could be issued or rights to purchase such shares could be issued, to create voting impediments or to frustrate persons
seeking to affect a takeover or otherwise gain control of our Company. The ability of our Board to issue such additional shares of preferred stock, with rights and preferences it deems advisable, could
discourage an attempt by a party to acquire control of our Company by tender offer or other means. Such issuances could therefore deprive stockholders of benefits that could result from such an attempt, such
as the realization of a premium over the market price for their shares in a tender offer or the temporary increase in market price that such an attempt could cause. Moreover, the issuance of such additional
shares of preferred stock to persons friendly to our Board could make it more difficult to remove incumbent managers and directors from office even if such change were to be favorable to stockholders
generally.
We will need to raise substantial additional capital in the future to fund our operations and we may be unable to raise such funds when needed and on acceptable terms.
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We regularly evaluate our capital needs and available sources of financing. When we elect to raise additional funds or additional funds are required, we may raise such funds from time to time through public
or private equity offerings, debt financings, corporate collaboration and licensing arrangements or other financing alternatives. Additional equity or debt financing or corporate collaboration and licensing
arrangements may not be available on advantageous or reasonable terms, if at all. If we are unable to raise additional capital in sufficient amounts or on terms advantageous or reasonable to us, we will be
prevented from our ability to generate revenues and achieve or sustain profitability will be substantially harmed.
If we raise additional funds by issuing equity securities as we expect we will, our stockholders will experience dilution. Debt financing, if available, would result in increased fixed payment obligations and
may involve agreements that include covenants limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital expenditures or declaring dividends. Any debt
financing or additional equity that we raise may contain terms, such as liquidation and other preferences, which are not favorable to us or our stockholders. If we raise additional funds through collaborations,
strategic alliances or licensing arrangements with third parties, we may have to relinquish valuable rights to our technologies, product candidates or future revenue streams or have to grant licenses on terms
that are not favorable to us. For example, in January 2020, as part of a strategic investment in our Company, we entered into a co-promotion agreement with Eagle, whereby Eagle agreed to provide sales
representatives to cover 25% of the Company’s sales force requirements and will receive 15% of the net sales of all SM-88 products in the U.S. during the term of the agreement. The transactions with Eagle
are further discussed under the heading “Collaboration with Eagle” in Item 1 of this Annual Report on Form 10-K. In addition, general market conditions, as well as market conditions for companies in our
financial and business position, as well as the ongoing issues arising from the COVID-19 epidemic, may make it difficult for us to seek financing from the capital markets, and the terms of any financing may
adversely affect the holdings or the rights of our stockholders. Should the financing we require to sustain our working capital needs be unavailable or prohibitively expensive when we require it, our business,
operating results, financial condition and prospects could be materially and adversely affected, and we may be unable to continue our operations.
If securities or industry analysts do not publish research or publish inaccurate or unfavorable research about our business, our stock price and trading volume could decline.
The trading market for our common stock will depend, in part, on the research and reports that securities or industry analysts publish about us and our business. Securities and industry analysts may choose not
to publish research on our Company. If an insufficient number of securities or industry analysts provide coverage of our Company, the trading price for our stock would likely be negatively impacted. If one or
more of the analysts who cover us downgrade our stock or publish inaccurate or unfavorable research about our business, our stock price would likely decline. In addition, if our operating results fail to meet
the forecast of analysts, our stock price would likely decline. Further, if one or more of these analysts cease coverage of our Company or fail to publish reports on us regularly, demand for our stock could
decrease, which might cause our stock price and trading volume to decline.
Provisions in our corporate charter documents and under Delaware law could make an acquisition of us more difficult and may prevent attempts by our stockholders to replace or remove our current
management.
Provisions in our corporate charter and our bylaws may discourage, delay or prevent a merger, acquisition or other change in control of us that stockholders may consider favorable, including transactions in
which stockholders might otherwise receive a premium for their shares. These provisions could also limit the price that investors might be willing to pay in the future for shares of our common stock, thereby
depressing the market price of our common stock. In addition, these provisions may frustrate or prevent any attempts by our stockholders to replace or remove our current management by making it more
difficult for stockholders to replace members of our Board. Because our board is responsible for appointing the members of our management team, these provisions could, in turn, affect any attempt by our
stockholders to replace current members of our management team. Among others, these provisions:
•

establish a board of directors having three classes of directors with a three-year term of office that expires as to one class each year, commonly referred to as a “staggered
board”;

•

limit the manner in which stockholders can remove directors from our Board;
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•

exclusively empower the Board to fill any and all vacancies on the Board;

•

authorize the board of directors to exclusively have the power to change and set the size of the board of directors;

•

limit who may call stockholder meetings;

•

include advance notice requirements for stockholder proposals that can be acted on at stockholder meetings and for nominations to our Board, which include, among other
things, requirements for proposing stockholders to disclose information about derivative or short positions; and

•

authorize our Board to issue, without stockholder approval, shares of preferred stock; such ability to issue previously undesignated preferred stock makes it possible for our
Board to establish a “poison pill” and issue preferred stock with voting or other rights or preferences that could impede the success of any attempt to acquire us.

Moreover, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of the Delaware General Corporation Law, which prohibits a person who owns in excess of 15% of our
outstanding voting stock from merging or combining with us for a period of three years after the date of the transaction in which the person acquired in excess of 15% of our outstanding voting stock, unless
the merger or combination is approved in a prescribed manner. However, in connection with entering into a securities purchase agreement between the Company and Eagle in January 2020, the Board agreed
to waive the provisions of Section 203 to the extent it is or could become applicable to Eagle.
We do not anticipate paying dividends on our common stock.
Cash dividends have never been declared or paid on our common stock and we do not anticipate such a declaration or payment for the foreseeable future. We expect to use future earnings, if any, to fund
business growth. Therefore, our stockholders will likely not receive any funds absent a sale of their shares of our common stock. If we do not pay dividends, our common stock may be less valuable because a
return on an investment in shares of our common stock will only occur if our stock price appreciates. We cannot assure stockholders of a positive return on their investment when they sell their shares, nor can
we assure that stockholders will not lose the entire amount of their investment.
Risks Related to Our Business and the Development, Regulatory Approval, and Commercialization of Our Product Candidates.
The outbreak of the novel coronavirus (COVID-19) and its impact on business and economic conditions could adversely affect our business, results of operations and financial condition, and the extent
and duration of those effects will be uncertain.
The outbreak of the novel coronavirus (COVID-19) has evolved into a global pandemic. COVID-19 has spread to many regions of the world. The pandemic, including the fear of exposure to and the actual
effects of the illness, together with the measures implemented to reduce its spread, which include restrictions on travel and large gatherings and requirements to shelter-in-place, have significantly impacted the
global economy. It has disrupted global supply chains, lowered equity market valuations, created significant volatility and disruption in financial markets, and increased unemployment levels. The extent to
which COVID-19 impacts our business and operating results will depend on future developments that are highly uncertain and cannot be accurately predicted, including new information that may emerge
concerning the virus and the actions to contain it or treat its impact, among others.
The spread of COVID-19 and efforts to contain the virus may have the following effects, which become more likely to occur or may be exacerbated the longer the crisis continues:
•

Our clinical trials may be affected by the pandemic. Site initiation, participant recruitment and enrollment, participant dosing, distribution of clinical trial materials, study
monitoring and data analysis may be paused or delayed due to changes in hospital or university policies, federal, state or local regulations, prioritization of hospital resources toward
pandemic efforts, or other reasons related to the pandemic. In general, the pandemic has made it very difficult to recruit subjects and
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patients and to conduct clinical trials. The FDA issued guidance to be implemented without the normal prior public comment period as the FDA had concluded that public
participation would not be feasible or appropriate. Guidance is not legally enforceable, but the FDA recommends the following of its guidance and guidance is particularly
instructive during public health emergencies as the most efficient way for FDA to communicate broadly. Challenges are expected to arise from quarantines, site closures, travel
limitations, interruptions to the supply chain for investigational products, or other considerations if site personnel or trial subjects become infected with or quarantined due to
COVID-19. These challenges may lead to difficulties in meeting protocol requirements, including protocol-specified procedures. The FDA emphasized that safety of trial
participants is critically important. Decisions to continue or discontinue individual patients or a trial are expected to be made by trial sponsors in consultation with clinical
investigators and Institutional Review Boards. COVID-19 screening procedures may need to be implemented. As challenging as the clinical trial process is during normal times, the
risks, strategic and operational challenges and the costs of conducting such trials has increased substantially during the pandemic. The full impact of COVID-19 on our clinical
development and clinical trials is currently unknown.
•

Infections and deaths related to the pandemic have disrupted the American and global healthcare and healthcare regulatory systems. Such disruptions may divert healthcare
resources away from our clinical trials and have the potential to materially delay the review and/or approval of regulatory submissions and regulatory communications with the
FDA and global regulators. It is unknown how long these disruptions could continue were they to occur. The elongation or de-prioritization of our clinical trials or delay in
regulatory review resulting from such disruptions could materially affect the development and study of our product candidates.

•

Major international medical conferences have been disrupted, impacting the dissemination and review of scientific/medical information, including presentations, papers and
abstracts that would have been presented about our products.

•

While we have not had material disruptions in our operations to date, shelter-in-place orders or other mandated local travel restrictions could result in our employees or other
personnel conducting research and development or manufacturing activities for the Company having no or limited access their laboratories or other facilities. A greater number of
these personnel working remotely may also expose us to greater risks related to cybersecurity and cyber-liability.

Should COVID-19 continue to spread or government countermeasures become stricter, our business operations, results of operations and financial condition may further be affected as follows:
•

Some participants and clinical investigators may not be able to comply with clinical trial protocols. For example, quarantines or other travel limitations (whether voluntary or
required) may impede participant movement, affect sponsor access to study sites, or interrupt healthcare services, and we may be unable to conduct our clinical trials. Further, if the
spread of the coronavirus pandemic continues and our operations are adversely impacted, we risk a delay, default and/or nonperformance under existing agreements, which may
increase our costs. These cost increases may not be fully recoverable or adequately covered by insurance.

•

We currently utilize third parties to, among other things, manufacture raw materials. If any third parties in the supply chain for materials used in the production of our product
candidates are adversely impacted by restrictions resulting from the coronavirus outbreak, our supply chain may be disrupted, limiting our ability to manufacture our product
candidates for our clinical trials and research and development operations.

•

Our business may experience a material economic effect due to the additional work and resource demands for our employees and vendors, particularly those who continue to be
involved in handling the current operational challenges of clinical trial administration and business disrupted by the pandemic.
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•

It may adversely impact our ability to file on a routine and timely basis our periodic reports or other filings under federal securities or other laws and regulations.

•

Our business may experience a material economic effect. While the potential economic impact brought by and the duration of the pandemic may be difficult to assess or predict, it
has already caused, and is likely to result in further, significant disruption of global financial markets, which may reduce our ability to access capital either at all or on favorable
terms. In addition, a recession, depression or other sustained adverse market event resulting from the spread of the coronavirus could materially and adversely affect our business
and the value of our common stock.

The ultimate impact of the current pandemic, or any other health epidemic, is highly uncertain and subject to change. The extent to which the coronavirus further impacts our business and operating results will
depend on future developments that are highly uncertain and cannot be accurately predicted, including new information that may emerge concerning the coronavirus and the actions to contain the coronavirus
or treat its impact, among others. We do not yet know the full extent of potential delays or impacts on our business, our clinical trials, our research programs, healthcare systems or the global economy as a
whole. However, the likelihood of material impact on the Company and its operations increases the longer the virus impacts activity levels in the United States and across the world. Management will continue
to monitor the situation closely and implement business continuity and emergency response plans as needed.
Our proprietary lead drug product, SM-88, is in clinical development in two principal areas. We are currently participating in the advancement of Phase II, Phase II/III and/or pivotal clinical trials for
pancreatic cancer and sarcoma. We are considering additional clinical trials in other solid tumors and/or hematologic malignancies. Clinical drug development is expensive, time-consuming and
uncertain, and we may ultimately not be able to obtain regulatory approval for the commercialization of our lead candidate.
The risk of failure for drugs in clinical development is high and it is impossible to predict when our lead drug candidate for the treatment of cancer, SM-88, will prove effective or safe in humans or will
receive regulatory approval. The research, testing, manufacturing, labeling, approval, selling, marketing and distribution of drug products are subject to extensive regulation by the FDA, the European
Medicines Agency (the “EMA”), national competent authorities in Europe and other non-U.S. regulatory authorities, which establish regulations that differ from country to country. We are not permitted to
market SM-88 and any other drug product we may develop in the United States or in other countries until we receive approval of a New Drug Application (an “NDA”) from the FDA or marketing approval
from applicable regulatory authorities outside the United States. Since SM-88 is in clinical development, it is subject to the risk of failure inherent in the drug development process. We have limited experience
in conducting and managing the clinical trials necessary to obtain regulatory approvals, including approval by the FDA or EMA. Obtaining approval of an NDA or a Marketing Authorization Application
(“MAA”) can be a lengthy, expensive and uncertain process, and we may experience delays as an impact of COVID-19. In addition, failure to comply with the FDA, EMA and/or other non-U.S. regulatory
requirements prior to or following regulatory approval, could subject our Company to administrative or judicially imposed sanctions, which include, but are not limited to:
•

restrictions on our ability to conduct clinical trials, including issuing full or partial clinical holds or other regulatory objections to ongoing or planned trials;

•

recalls;

•

restrictions on the use of drugs, manufacturers or our planned manufacturing process;

•

warning letters;

•

clinical investigator disqualification;

•

civil and criminal penalties;

•

injunctions;

•

suspension or withdrawal of regulatory approvals;

•

drug seizures, detentions or import/export bans or restrictions;
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•

voluntary or mandatory drug recalls and publicity requirements;

•

total or partial suspension of drug manufacturing;

•

imposition of restrictions on operations, including costly new manufacturing requirements; and

•

refusal to approve pending NDAs or supplements to approved NDAs in the United States and refusal to grant marketing approvals in other jurisdictions, such as a MAA in the
EU.

The FDA, EMA and other non-U.S. regulatory authorities also have substantial discretion in the drug approval process. Generally, the number of nonclinical and clinical trials that will be required for
regulatory approval varies depending on the drug candidate, the disease or condition that the drug candidate is designed to address and the regulations applicable to any particular drug candidate. Regulatory
agencies can delay, limit or deny approval of a drug for many reasons, which include, but are not limited to:
•

the drug candidate may be deemed unsafe or ineffective;

•

future results may not continue to confirm any or all of the positive results from earlier nonclinical or clinical trials;

•

failure to select optimal drug doses and suitable trial endpoints;

•

populations studied did not reflect populations likely to use the drug;

•

mortality rates in clinical trials for drug candidates such as SM-88 are shown to be numerically higher given the fact that subjects are being treated for late stage cancer than
participants in other clinical trial programs;

•

regulatory agencies may not find the data from nonclinical and clinical trials sufficient or well-controlled;

•

regulatory agencies might not approve or might require changes to manufacturing processes or facilities; and

•

regulatory agencies may change their approval policies or adopt new regulations.

Any delay in obtaining or failure to obtain, required approvals could materially adversely affect our ability to generate revenue from SM-88, which would likely result in significant harm to our financial
position and adversely impact our share price. Furthermore, any regulatory approval to market SM-88 may be subject to limitations on the indicated uses for which we may market the drug. These limitations
may limit the size of the market for SM-88 and any other drug product we may develop.
We have limited experience with completing large-scale or pivotal Phase II or III clinical trials or commercializing pharmaceutical products, which may make it difficult to evaluate the prospects for our
future viability.
Our operations to date have been limited to financing and staffing our Company, developing our technology platform, SM-88 and other potential drug candidates, conducting our small-scale completed Phase I
or Phase II clinical trials, and initiating or partnering to initiate pivotal trials for SM-88. We have initiated our commercialization strategy and marketing plan. In addition, our executive team does not all have
prior experience in obtaining regulatory approval for a drug or commercializing an approved drug. Accordingly, we have not had experience completing a large-scale or pivotal clinical trial at TYME (whether
Phase II, III, or otherwise), obtaining marketing approval, manufacturing product on a commercial scale or conducting sales and marketing activities. Consequently, predictions about our future success or
viability may not be as accurate as they could be if we had a history of successfully developing and commercializing pharmaceutical products.
If we are unable to identify and recruit enough qualified patients for our clinical trials, it could delay or prevent development of SM-88 and adversely affect our future business prospects.
The timing and length of our clinical trials depends in part on the speed at which we can identify and recruit patients to participate in clinical trials of our product candidates. Difficulties with enrollment or
finding eligible patients may
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cause delays in current and future clinical trials. If patients are unwilling or unable to participate in our clinical trials due to any negative publicity in the industry, interest in trials for other third-party product
candidates, or for other reasons, including fears or restrictions related to the COVID-19 pandemic, our clinical trials could be delayed or terminated.
We or our clinical trial sites may not be able to identify, recruit and enroll enough patients, or those with the required or desired characteristics in a clinical trial, to complete our clinical trials in a timely
manner. Patient enrollment is affected by factors including the design of clinical trial protocols, size of patient populations, eligibility criteria, proximity and availability of clinical trial sites, and other factors.
If we have difficulty enrolling enough patients to conduct our clinical trials as planned, we may need to delay, limit or terminate ongoing or planned clinical trials, any of which would have an adverse effect
on our business.
If clinical trials for SM-88 are prolonged, delayed or stopped, we may be unable to obtain regulatory approval and commercialize our drug on a timely basis, which would require us to incur additional
costs and delay revenue.
SM-88 is in clinical development. We conducted several Phase I or Phase II trials and have initiated our pivotal trial for SM-88 in pancreatic cancer. We have also partnered with PanCAN to study SM-88 in
an adaptive randomized Phase II/III trial with registration intent known as Precision Promise. The successful completion of these trials will be subject to numerous factors that can cause interruptions or
delays, many of which may be beyond our control. Should we experience any interruption or delay, our plans and expected future revenue could be adversely affected and could result in our inability to
continue our operations.
Many factors could substantially delay or prevent the timely completion of our planned clinical trials due to several factors, which include, but are not limited to the following:
•

slower than expected rate of subject recruitment and enrollment;

•

slower than projected IRB or Independent Ethics Committee (“IEC”) review and approval;

•

the Data Monitoring Committee (“DMC”) for a clinical trial requires the clinical trial be delayed or stopped or requests major or minor modifications to the clinical trial;

•

failure of subjects to complete their full participation in clinical trial or return for post-treatment follow-up;

•

unforeseen safety issues, including severe or unexpected drug-related adverse effects experienced by subjects, including the possibility of death;

•

lack of SM-88 efficacy during the clinical trials;

•

poor trial design for one or more of our clinical trials;

•

withdrawal of participation by a Principal Investigator (“PI”) in one or more of our clinical trials;

•

withdrawal of participation by one of our Clinical Research Organizations (“CRO”);

•

inability or unwillingness of subjects or clinical investigators to comply with clinical trial procedures;

•

resolution of data discrepancies;

•

inadequate CRO management and/or monitoring in one or more of our clinical trials;

•

the need to repeat, reconstruct or terminate a clinical trial due to inconclusive or negative results or unforeseen complications in testing; and

•

a request by the FDA to suspend or terminate our current drug development programs.
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Changes in regulatory requirements and guidance may also occur and we may need to significantly amend ongoing clinical trial protocols or revise planned prospective clinical trial protocols to reflect such
changes mandated by regulatory authorities. Amendments may require us to renegotiate terms with CROs or clinical trial sites or to resubmit clinical trial protocols and other documents to IRBs or IECs for rereview, which may impact the costs, timing or successful completion of a clinical trial. Our clinical trials may be suspended or terminated at any time by the FDA, the EMA, other regulatory authorities or the
IRB/IEC overseeing the clinical trial, due to a number of factors, which include, but are not limited to:
•

failure to conduct the clinical trial in accordance with regulatory requirements or compliance with the clinical protocol;

•

unforeseen safety issues or any determination that a clinical trial presents unacceptable health risks to subjects;

•

lack of adequate funding to continue the clinical trial due to higher or additional unforeseen costs or other business decisions; and

•

upon a breach or pursuant to the terms of any agreement with or for any other reason by, current or future collaborators that have responsibility for the clinical development of
SM-88.

Any failure or significant delay in clinical and regulatory development plans for SM-88 or any other product candidate we may pursue would likely adversely affect our ability to obtain regulatory approval for
the drug and would diminish our ability to generate revenue.
The results of previous studies may not be predictive of future results, our progress in future trials for one drug candidate may not be indicative of progress in trials for other drug candidates and the
results of our current and planned clinical trials may not satisfy the requirements of the FDA, the EMA or other non-U.S. regulatory authorities.
We currently have no products approved for sale and we cannot guarantee that we will ever have marketable products. Before obtaining marketing approval from regulatory authorities any sale of SM-88, we
must conduct extensive clinical trials to demonstrate the safety and efficacy of our drug in humans. Clinical testing is expensive, difficult to design and implement, can take many years to complete and has a
risk of uncertainty as to its outcome.
Clinical failure can occur at any stage of clinical development and the outcome of early clinical trials may not be predictive of the success of later clinical trials. Additionally, interim results of a clinical trial
do not necessarily predict final trial results. In addition, nonclinical and clinical data are often susceptible to varying interpretations and analyses. In this regard, many companies that have believed their drug
performed satisfactorily in clinical trials have nonetheless failed to obtain marketing approval of their products from regulatory organizations.
Drug candidates that have shown promising results in early clinical trials (such as our First in Human Study) and compassionate use programs (such as our Compassionate Use Patients) may still suffer
significant setbacks in subsequent clinical trials. Many companies in the pharmaceutical industry, including those with greater resources and experience than TYME, as well as those that have conducted largescale clinical trials under an IND (in contrast to our limited number of First in Human Study patients and Compassionate Use Patients, all of whom were treated outside of an IND approved clinical trial) have
suffered significant setbacks in advanced clinical trials, even after obtaining promising results in earlier clinical trials. In light of these factors, and the fact that our dosage and method of delivery from our
First in Human Study and Compassionate Use Patients differ from our current clinical trials, and may differ from future clinical trials, no assurance can be given that our ongoing or future clinical trials may
produce results similar to our First in Human Study or those experienced by Compassionate Use Patients.
We may, from time to time, publish interim or preliminary data from our clinical trials. Adverse changes from the published data from our First in Human Study, Compassionate Use Patients, and interim data
to the final data obtained from our future clinical trials could harm our business prospects. In the 30 patients who received SM-88 in our First in Human Study, treatment-related AEs were reported in all
participating patients, of which hyperpigmentation was the only consistent, lasting AE. The most common treatment-related AEs were hyperpigmentation (100%), mild transient fatigue (57%), and mild
transient pain (13%). Many of these patients who were treated with SM-88 were late-stage cancer patients with one or more previous treatments or existing medical
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conditions, which can cause AEs unrelated to SM-88. Patients may also report additional AEs that have not yet been previously experienced or otherwise predicted. Patients who will be administered SM-88 in
our clinical trials are, or may be, seriously ill and as more patient data becomes available, there is a risk that future clinical outcomes may materially differ from interim or preliminary data, First in Human
Study data or Compassionate Use Patient data. Any negative material changes could have an adverse effect on our business and product development efforts.
Clinical trials may also produce negative or inconclusive results and we may decide to, or regulators may require us to, conduct additional clinical or nonclinical testing. We will be required to demonstrate
with substantial evidence through well-controlled clinical trials that SM-88 is safe and effective for use in diverse populations before we can seek regulatory approvals for its commercial sale.
In addition, the design of a clinical trial can determine whether its results will support approval of a drug. Flaws in the design of a clinical trial may not become apparent until the clinical trial is well advanced.
We may be unable to design and execute a clinical trial to support regulatory approval in general, or in an efficient manner given our limited resources.
In some instances, there may be significant variability in safety and/or efficacy results between different trials of the same drug due to numerous factors, including amendment to trial protocols, variability in
size and type of the patient populations, adherence to the dosing regimen and other trial procedures and the rate of dropout among clinical trial subjects. We do not know whether any of the clinical trials in our
current development plans will demonstrate consistent or adequate efficacy and safety to obtain regulatory approval to market SM-88, and we may need to further refine or redesign our combination drug
candidate formula or modify production methodology based on such clinical trials, each of which could result in delays in the regulatory approval process.
There is always the possibility that SM-88 may not gain regulatory approval if it does not achieve its primary endpoints in its Phase II/III pancreatic clinical trials, and other factors, such as product safety or
nonclinical registration requirements, may prevent SM-88 from gaining regulatory approval even if it achieves its primary endpoints. The FDA, the EMA or other global regulatory authorities may disagree
with our trial design and/or our interpretation of data from nonclinical and clinical trials. In addition, any of these regulatory authorities may change requirements for the approval of a drug even after
reviewing and providing comments or advice on a protocol for a clinical trial. In addition, any of these regulatory authorities may also approve a drug for fewer or more limited indications than requested or
may grant approval that is contingent on the performance of costly post-marketing clinical trials. Further, the FDA, the EMA or other non-U.S. regulatory authorities may not accept the labeling claims that we
believe would be necessary or desirable for the successful commercialization of SM-88.
Preclinical development programs and preclinical mechanism research activities are uncertain. Our preclinical programs and activities may experience delays or may never advance to clinical trials,
which would adversely affect our ability to obtain regulatory approvals or commercialize these programs on a timely basis or at all.
We are conducting a range of preclinical experiments with external CROs and academic partners to more fully illustrate the mechanism of action of SM-88 in oncology. However it is unknown if the impact of
SM-88 on processes studied in cultured cells or animal models would be replicated in humans or provide a clinical benefit. The FDA is interested in understanding the general biologic properties of SM-88,
and there is a risk that the results produced by our planned preclinical activities might not satisfy their requirements to support a regulatory approval. Therefore, additional activity may be required to address
the FDA’s questions, or we might not be able to effectively address these questions.
In addition to SM-88, we are researching other drug platforms, such as TYME-18. Before we can commence human clinical trials for a product candidate, we must complete extensive preclinical testing.
Results of preclinical studies and early-stage clinical trials may not be predictive of future results. Preclinical studies and early-stage clinical trials are primarily designed to test safety, to study
pharmacokinetics and pharmacodynamics, to understand the side effects of product candidates at various doses and schedules, and may not advance to later-stage clinical trials. Furthermore, the results of an
early-stage clinical trial may not be predictive of the results of later-stage, large scale efficacy clinical trials.
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We may not be successful in our efforts to use and expand our technology platform to build a pipeline of product candidates.
A key element of our business strategy is to further develop and expand our technology platform so that we can build a steady pipeline that we ultimately hope will be successful in the treatment of a variety of
cancers, as well as other diseases that affect health and quality-of-life. However, we may not be able to develop and obtain approval to market our drugs if regulators do not conclude that they are safe and
effective. Furthermore, the potential product candidates that we discover may not be suitable for further clinical development, whether due to the potential that they produce harmful adverse effects or possess
other characteristics that indicate that they are unlikely to receive marketing approval and/or market acceptance. In addition, unexpected technical issues involving such product candidates could be
encountered that could cause the products to be prohibitively too expensive to manufacture and market. If we do not continue the steady development and commercialization of products utilizing our
technology platform, we will face difficulty in achieving increased revenues in future periods, which could result in significant harm to our financial position and adversely affect our share price.
We have filed patent applications relating to additional product candidates based on our technology platform. However, to date, the FDA and other regulatory authorities have not approved products that
utilize this technology platform.
In the future, we plan to develop additional product candidates based on our technology platform. This platform incorporates novel technologies and methods and actions. Since regulators have not yet
approved such a platform, the approval of the product candidates in our pipeline is less certain than approval of drugs that do not employ such novel technologies or methods of action. We intend to work
closely with the FDA, the EMA and other non-U.S. regulatory authorities to perform the requisite scientific analyses and evaluation of our methods to obtain regulatory approval for these future product
candidates. It is possible that the validation process may take time and significant expenditures of resources, require independent third-party analyses or not be accepted by the FDA, the EMA and other nonU.S. regulatory authorities. Delays or failure to obtain regulatory approval of any of our future product candidates could adversely affect our business prospects and the value of our share price.
Even if we obtain marketing approval for SM-88 in a major pharmaceutical market such as the United States or Europe, we may never obtain approval or commercialize in other major markets, which
would limit our ability to realize the drug’s full market potential.
In order to market any products in a country or territory, we must establish and comply with numerous and varying regulatory requirements of such countries or territories regarding safety and efficacy.
Clinical trials conducted in one country may not be acceptable for review by regulatory authorities in other countries and regulatory approval in one country does not mean that regulatory approval will be
obtained in any other country. Approval procedures differ among countries and can involve additional testing and validation as well as varying administrative review periods. Seeking regulatory approvals in
multiple countries could result in significant delays, difficulties and costs and may require additional nonclinical or clinical trials, which would be costly and time-consuming or even delay or prevent the
introduction of SM-88 in those countries. In addition, our failure to obtain regulatory approval in one country may delay or have negative effects on the process for regulatory approval in other countries. We
do not have any drug candidates approved for sale in any jurisdiction, including international markets and we therefore do not have experience in obtaining regulatory approval. If we fail to comply with
regulatory requirements in international markets or to obtain and maintain required approvals, our target market will be reduced and our ability to create stockholder value for SM-88 will be harmed.
In the United States, we may seek fast track or breakthrough designation for SM-88. There is no assurance that the FDA will grant either designation and even if it does, such designation may not
actually lead to a faster development process, regulatory review or ultimate approval compared to conventional FDA procedure. Any achievement of fast track or breakthrough designation for SM-88
would not increase the likelihood that SM-88 will receive marketing approval in the United States.
The fast track program, a provision of the FDAMA, is designed to facilitate interactions between a sponsor and the FDA before and during submission of an NDA for an investigational agent that, alone or in
combination with one or more drugs, that is intended to treat a serious or life-threatening disease or condition and demonstrates the potential
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to address an unmet medical need for that disease or condition. Under the fast track program, the FDA may consider reviewing portions of a marketing application before the sponsor submits the complete
application, if the FDA determines, after a preliminary evaluation of the clinical data, that a fast track drug may be effective. A fast track designation provides the opportunity for more frequent interactions
with the FDA and could make the drug eligible for priority review if supported by clinical data at the time of submission of the NDA.
The FDA is authorized to designate an investigational drug as a breakthrough therapy if it finds that the drug is intended, alone or in combination with one or more drugs, to treat a serious or life-threatening
disease or condition and preliminary clinical evidence indicates that the drug may demonstrate substantial improvement over existing therapies on one or more clinically significant endpoints, such as
substantial treatment effects observed early in clinical development. For products designated as breakthrough therapies, interaction and communication between the FDA and the sponsor of the trial can help to
identify the most efficient path for clinical development while minimizing the number of patients placed in ineffective control regimens. Products designated as breakthrough therapies by the FDA are also
eligible for all fast track designation features.
The FDA has broad discretion whether or not to grant fast track or breakthrough designation. Accordingly, even if we believe SM-88 meets the criteria for fast track or breakthrough designation, the FDA may
disagree and instead determine not to make such designation. In any event, the receipt of fast track or breakthrough designation for a drug candidate may not result in a faster development process, review or
approval compared to drug candidates considered for approval under conventional FDA procedures and, in any event, does not assure ultimate approval by the FDA. The FDA may even withdraw fast track
designation if it believes that the designation is no longer supported by data from our clinical development program. Further, in connection with fast track designation, we may be required to provide
government regulators with additional manufacturing and production information, some of which we may not be able to provide in a timely manner and to the extent required by such regulators.
Should we choose to pursue orphan drug designation, we may be unable to obtain orphan drug designation or exclusivity for SM-88 or any other drug candidate we may develop. If our competitors
instead can obtain orphan drug exclusivity for their products in the same indications for which we are developing SM-88 or any other drug candidate we may develop, we may be at a competitive
disadvantage and may not be able to have our products approved by the applicable regulatory authority for a significant period of time, if at all. Conversely, if we obtain orphan drug exclusivity for SM88 or any other drug we may develop, we may not be able to fully benefit from the associated marketing exclusivity.
Regulatory authorities in some jurisdictions, including the United States and Europe, may designate drugs for relatively small patient populations as orphan drugs. Under the Orphan Drug Act, the FDA may
designate SM-88 as an orphan drug if it is a drug intended to treat a rare disease or condition, which is generally defined as a patient population of fewer than 200,000 individuals annually in the United States.
In the EU, the European Commission may designate a drug candidate as an orphan medicinal drug if it is a medicine for the diagnosis, prevention or treatment of life-threatening or very serious conditions that
affects not more than five in 10,000 persons in the EU or it is unlikely that marketing of the medicine would generate sufficient returns to justify the investment needed for its development. If SM-88 or any
other drug candidate we may develop were to receive orphan drug designation, we still may not have market exclusivity in particular markets. There is no assurance we will be able to receive orphan drug
designation for SM-88 or any other drug candidate we may develop. Further, the granting of a request for orphan drug designation does not alter the standard regulatory requirements and process for obtaining
marketing approval.
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Generally, if a drug candidate with an orphan drug designation receives the first marketing approval for the indication for which it has such designation, the drug is entitled to a period of marketing exclusivity,
which, subject to certain exceptions, precludes the FDA from approving the marketing application of another drug for the same indication for that time period or precludes the EMA and other national drug
regulators in the EU, from accepting the marketing application for another medicinal drug for the same indication. The applicable period is seven years in the United States and ten years in the EU. The EU
period can be reduced to six years if a drug no longer meets the criteria for orphan drug designation or if the drug is sufficiently profitable so that market exclusivity is no longer justified. In the EU, orphan
exclusivity may also be extended for an additional two years (i.e., a maximum of 12 years’ orphan exclusivity) if the drug is approved based on a dossier that includes pediatric clinical trial data generated in
accordance with an approved pediatric investigation plan. Orphan drug exclusivity may be lost in the United States if the FDA determines that the request for designation was materially defective or if the
manufacturer is unable to assure sufficient quantity of the drug to meet the needs of patients with the rare disease or condition.
Even if we obtain orphan drug exclusivity for SM-88 or any other drug candidate we may develop, that exclusivity may not effectively protect the drug from competition because exclusivity can be suspended
under certain circumstances. In the United States, even after an orphan drug is approved, the FDA can subsequently approve another drug for the same condition if the FDA concludes that the later drug is
clinically superior in that it is shown to be safer, more effective or makes a major contribution to patient care. In the EU, orphan exclusivity will not prevent a marketing authorization from being granted for a
similar drug in the same indication if the new drug is safer, more effective or otherwise clinically superior to the first drug or if the marketing authorization holder of the first drug is unable to supply sufficient
quantities of the drug.
SM-88 or any other drug product we may develop may have serious adverse, undesirable or unacceptable side effects, which may delay or prevent marketing approval. If such side effects are identified
during the development of SM-88 or any other product candidate we may develop or following such candidate’s approval, if any, we may need to abandon our development of SM-88 or such other
candidate, the commercial profile of any approved label may be limited and/or we may be subject to other significant negative consequences following marketing approval, if any.
Although SM-88 and any other drug products we may develop will undergo safety testing to the extent possible and agreed to with regulatory authorities, not all adverse effects of drugs can be predicted or
anticipated. SM-88, our proprietary drug product is based on a mechanism designed to utilize oxidative stress, among other techniques, to selectively kill cancer cells, yet is powerful and could lead to serious
side effects that we only discover in clinical trials. Unforeseen side effects from SM-88 or any other drug product we may develop could arise either during clinical development or, if such side effects are
sporadic, after it has been approved by regulatory authorities and the approved drug has been marketed, resulting in the exposure of additional patients. While our proof-of-concept clinical trial for SM-88
demonstrated a favorable safety profile, the results from future trials of SM-88 may not confirm these results. Any new therapy to kill cancer tumors is risky and may have unintended consequences. We have
not fully demonstrated that SM-88 is safe in humans and we may not be able to do so.
Furthermore, we are initially developing SM-88 for patients with cancer for whom no other therapies have succeeded and survival times are frequently short. Therefore, we expect that certain subjects may die
during the clinical trials and it may be difficult to ascertain whether such deaths are attributable to the underlying disease, complications from the disease, SM-88 or a combination of such factors.
The results of future clinical trials may show that SM-88 causes undesirable or unacceptable side effects, which could interrupt, delay or halt our clinical trials and result in delay of or failure to obtain,
marketing approval from the FDA, the European Commission and other non-U.S. regulatory authorities or result in marketing approval from the FDA, the European Commission and other non-U.S. regulatory
authorities with restrictive label warnings or potential drug liability claims.
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If SM-88 or any other product candidate we may develop receives marketing approval and it is later identified as undesirable or has unacceptable side effects, we are at risk for the following actions:
•

regulatory authorities may require us to take SM-88 or such other drug product off the market;

•

regulatory authorities may require the addition of labeling statements, specific warnings, a contraindication or field alerts to physicians and pharmacies;

•

regulatory authorities may require post-market clinical trials to assess possible serious risks associated with SM-88 or such other drug product, which will require us to provide
the FDA or other regulatory authorities with additional data;

•

we may be required to change the way SM-88 or such other drug product is administered, conduct additional clinical trials or change the labeling of the drug;

•

we may be subject to limitations on how we may promote SM-88 or such other drug product;

•

sales of SM-88 or such other drug product may never gain traction or could decrease significantly;

•

we may be subject to litigation or drug liability claims; and

•

our reputation may suffer.

Any of these events could prevent us from achieving or maintaining market acceptance of SM-88 or such other drug product or could substantially increase commercialization costs and expenses, which in
turn could delay or prevent us from generating significant revenue from the sale of SM-88 or such other drug product.
Enacted and future legislation may increase the difficulty and cost for us to obtain marketing approval and commercialization of SM-88 or any other product candidate we may develop and may affect
the prices we obtain. Our successful commercialization will depend in part on the extent to which governmental authorities and health insurers establish adequate coverage, reimbursement and pricing
policies.
In the United States, the EU, its member states and other foreign jurisdictions, there have been a number of legislative and regulatory changes and proposed changes that affect the healthcare industry. These
changes could prevent or delay marketing approval of SM-88 or other drug products we may develop, restrict or regulate post-approval activities and affect our ability to sell and recognize revenue. Among
policy makers and payors in the United States and elsewhere, there is continued interest in promoting changes in the healthcare industry, with stated goals that include containing health care costs, improving
quality and/or expanding access to health care.
In the United States, there have been a number of proposals for increased federal and state government regulation of, or involvement in, the pricing and/or purchasing of drugs. For example, the Prescription
Drug Price Relief Act, introduced in the Senate in January 2019, would require the HHS Secretary to assure that Americans do not pay more for prescription drugs than the median price of five countries
(Canada, UK, France, Germany and Japan). There have also been state legislative efforts to address drug costs, which generally have focused on increasing transparency about drug costs and limiting drug
prices. Some such legislation has been subject to legal challenges.
In addition, the Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (the “Medicare Modernization Act”) established the Medicare Part D program and provided authority for limiting
the number of drugs that will be covered in any therapeutic class thereunder. The Medicare Modernization Act, including its cost reduction initiatives, could limit the coverage and reimbursement rate that we
receive for any of our approved products. Private payors may follow Medicare coverage policies and payment limitations in setting their own reimbursement rates resulting in similar limits in payments from
private payors.
Further, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education Reconciliation Act of 2010, adopted in March 2010 (together, the “Health Care Reform Law”), is a farreaching law intended to broaden access to health insurance, reduce or constrain the growth of health care spending, enhance remedies against fraud and abuse, add new transparency requirements for health
care and health insurance industries, impose new taxes and fees on the health industry and impose additional health policy reforms. The law has continued the downward pressure on the pricing of medical
items and services, especially under the Medicare program, and increased the industry’s regulatory burdens and operating costs. Since its enactment, there have been
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executive, judicial and Congressional challenges to certain aspects of the Health Care Reform Law, which are further described in this section, and we expect there will be additional challenges and
amendments to the Health Care Reform Law in the future.
Other legislative changes have been proposed and adopted since the Health Care Reform Law was enacted. In August 2011, President Obama signed into law the Budget Control Act of 2011 (the “BBA”),
which, among other things, created the Joint Select Committee on Deficit Reduction to recommend to Congress proposals in spending reductions. The Joint Select Committee on Deficit Reduction did not
achieve a targeted deficit reduction, which triggered the legislation’s automatic reduction to several government programs. This includes aggregate reductions to Medicare payments to providers of 2% per
fiscal year through 2025. These reductions were extended through 2027 under the BBA. In January 2013, President Obama signed into law the American Taxpayer Relief Act of 2012, which, among other
things, further reduced Medicare payments to several providers (including hospitals and cancer treatment centers), and increased the statute of limitations period for the government to recover overpayments to
providers from three to five years.
There has been increasing legislative and enforcement interest in the United States with respect to specialty drug pricing practices. Specifically, there have been several recent U.S. Congressional inquiries and
proposed federal and state legislation designed to, among other things, bring more transparency to drug pricing, reduce the cost of prescription drugs under Medicare, review the relationship between pricing
and manufacturer patient programs, and reform government program reimbursement methodologies for drugs. At the federal level, the Trump administration’s budget proposal for fiscal year 2019 contains
further drug price control measures that could be enacted during the 2019 budget process or in other future legislation, including, for example, measures to permit Medicare Part D plans to negotiate the price
of certain drugs under Medicare Part B, to allow some states to negotiate drug prices under Medicaid, and to eliminate cost sharing for generic drugs for low-income patients. Additionally, the Trump
administration released a “Blueprint” to lower drug prices and reduce out of pocket costs of drugs that contains additional proposals to increase manufacturer competition, increase the negotiating power of
certain federal healthcare programs, incentivize manufacturers to lower the list price of their products and reduce the out of pocket costs of drug products paid by consumers. The U.S. Department of Health
and Human Services, or HHS, has already started the process of soliciting feedback on some of these measures and, at the same time, is immediately implementing others under its existing authority. For
example, in September 2018, CMS announced that it will allow Medicare Advantage Plans the option to use step therapy for Part B drugs beginning January 1, 2019, and in October 2018, CMS proposed a
new rule that would require direct-to-consumer television advertisements of prescription drugs and biological products, for which payment is available through or under Medicare or Medicaid, to include in the
advertisement the Wholesale Acquisition Cost, or list price, of that drug or biological product. Although a number of these, and other proposed measures will require authorization through additional
legislation to become effective, Congress and the Trump administration have each indicated that they will continue to seek new legislative and/or administrative measures to control drug costs. On December
18, 2019, the FDA issued a notice of proposed rulemaking that, if finalized, would allow for the importation of certain prescription drugs from Canada. The FDA also issued a draft guidance document
outlining a potential pathway for manufacturers to obtain an additional National Drug Code, or NDC, for an FDA-approved drug that was originally intended to be marketed in a foreign country and that was
authorized for sale in that foreign country. The regulatory and market implications of the notice of proposed rulemaking and draft guidance are unknown at this time. We cannot be sure whether additional
legislative changes will be enacted or what the impact of such changes on the marketing approvals of SM-88 or any other drug product we may develop, if any, may be. In addition, increased scrutiny by the
U.S. Congress of the FDA’s approval process may significantly delay or prevent marketing approval, as well as subject us to more stringent labeling and post-marketing testing and other requirements.
The Health Care Reform Law and other healthcare reform measures adopted in the future may result in more rigorous coverage criteria new payment methodologies and additional downward pressure on the
price that we receive for any approved product. Any reduction in reimbursement from Medicare or other government programs may result in a similar reduction in payments from private payors. The
implementation of cost containment measures or other healthcare reforms may prevent us from being able to generate revenue, attain profitability, or commercialize our products.
Individual states in the United States have also become increasingly active in passing legislation and implementing regulations designed to control pharmaceutical product pricing, including price or patient
reimbursement constraints,
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discounts, restrictions on certain product access and marketing cost disclosure and transparency measures, and, in some cases, designed to encourage importation from other countries and bulk purchasing. In
addition, regional healthcare authorities and individual hospitals are increasingly using bidding procedures to determine what pharmaceutical products to purchase and which suppliers will be included in their
prescription drug and other healthcare programs. Furthermore, there has been increased interest by third party payors and governmental authorities in reference pricing systems and publication of discounts and
list prices. These reforms could also reduce the ultimate demand for our product candidates or put pressure on our product pricing.
In the European Union, similar political, economic and regulatory developments may affect our ability to profitably commercialize our product candidates, if approved. In addition to continuing pressure on
prices and cost containment measures, legislative developments at the European Union or member state level may result in significant additional requirements or obstacles that may increase our operating
costs. The delivery of healthcare in the European Union, including the establishment and operation of health services and the pricing and reimbursement of medicines, is almost exclusively a matter for
national, rather than European Union, law and policy. National governments and health service providers have different priorities and approaches to the delivery of health care and the pricing and
reimbursement of products in that context. In general, however, the healthcare budgetary constraints in most European Union member states have resulted in restrictions on the pricing and reimbursement of
medicines by relevant health service providers. Coupled with ever-increasing European Union and national regulatory burdens on those wishing to develop and market products, this could prevent or delay
marketing approval of our product candidates, restrict or regulate post-approval activities and affect our ability to commercialize our product candidates, if approved. In markets outside of the United States
and European Union, reimbursement and healthcare payment systems vary significantly by country, and many countries have instituted price ceilings on specific products and therapies.
Recently, several important multinational organizations, including the United Nations (UN), World Health Organization (WHO) and Organization for Economic Cooperation and Development (OECD), have
issued reports and policy recommendations relating to international pharmaceutical pricing (e.g., 2016 UN High Level Panel Report on Access to Medicines). Late in 2018, reports critical of the
pharmaceutical industry’s pricing practices were published by the OECD and WHO; these will exert additional pricing pressures.
There have been, and likely will continue to be, legislative and regulatory proposals at the foreign, federal and state levels directed at broadening the availability of healthcare and containing or lowering the
cost of healthcare. The implementation of cost containment measures or other healthcare reforms may prevent us from being able to generate revenue, attain profitability, or commercialize our product. Such
reforms could have an adverse effect on anticipated revenue from product candidates that we may successfully develop and for which we may obtain regulatory approval and may affect our overall financial
condition and ability to develop product candidates.
We cannot predict the likelihood, nature or extent of government regulation that may arise from future legislation or administrative action, either in the United States or abroad. If we are slow or unable to
adapt to new requirements or policies, or if we are not able to maintain regulatory compliance, our product candidates may lose any regulatory approval that may have been obtained and we may not achieve or
sustain profitability, which would adversely affect our business.
We currently have very limited marketing, sales or distribution infrastructure. If we are unable to develop full sales, marketing and distribution capabilities on our own or through collaborations or if we
fail to achieve adequate pricing and/or reimbursement, we will not be successful in commercializing SM-88 and any other drug product we may develop.
We currently have very limited marketing, sales and distribution capabilities because our lead drug candidate, SM-88, is still in clinical development and initial trials and our other drug candidates are only in
the initial stages of development. If SM-88 is approved, we intend either to have established a sales and marketing organization with technical expertise and supporting distribution capabilities to
commercialize our drug or to have outsourced this function or portions, to one or more experienced third parties. Either of these options is expensive and time-consuming. Some of these costs may be incurred
well in advance of any regulatory approvals for SM-88. In addition, we may not be able to hire a sales force that is sufficient in size or has adequate expertise in the medical markets that we intend to target.
Any failure or delay in the development of our internal sales, marketing and
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distribution capabilities or to outsource these functions, in whole or part, would adversely affect the commercialization of our products.
To the extent that we enter into collaborative agreements for marketing, sales and/or distribution, our revenue may be lower than if we directly marketed and sold SM-88. For example, in January 2020, we
entered into a co-promotion agreement with Eagle, whereby Eagle agreed to provide sales representatives to cover 25% of the Company’s sales force requirements and will receive 15% of the net sales of all
SM-88 products in the U.S. during the term of the agreement. In addition, any revenue we receive will depend in whole or in part upon the efforts and success of these third-party collaborators, which are
likely not to be entirely within our control. If we are unable to enter into these arrangements on acceptable terms or at all, we may not be able to successfully commercialize SM-88. If we are not successful in
commercializing SM-88, either on our own or through collaborations with one or more third parties, our future revenues will suffer, we may incur significant and additional losses and we may be forced to
curtail operations. These factors would have an adverse effect on our share price.
Even if SM-88 obtains regulatory approval, it will remain subject to ongoing regulatory requirements and oversight.
If marketing authorization is obtained for our lead drug candidate, SM-88, it will continue to be under review by regulatory authorities and be subject to regulatory requirements. As a result, authorization
could be subsequently withdrawn or restricted at any time for many reasons, including safety issues. We will be subject to ongoing obligations and oversight by regulatory authorities, including AE reporting
requirements, marketing restrictions and, potentially, other post-marketing obligations, all of which may result in significant expense and limit our ability to successfully commercialize our drug product.
If there are changes in the application of legislation or regulatory policies or if problems are discovered with SM-88 or our manufacturer(s) or if we or one of our distributors, licensees or co-marketers fails to
comply with regulatory requirements, the regulators could take various actions. These include imposing fines on us, imposing restrictions on the drug or its manufacture and requiring us to recall or remove the
drug from the market. The regulators could also suspend or withdraw our marketing authorizations, requiring us to conduct additional clinical trials, change our drug labeling or submit additional applications
for marketing authorization. If any of these events occurs, our ability to sell SM-88 may be impaired and we may incur substantial additional expense to comply with regulatory requirements, which could
adversely affect our business, financial condition and the results of operations and the value of our share price.
Even if approved, if SM-88 does not achieve broad market acceptance among physicians, patients, the medical community and third-party payors, our revenue generated from its sales will be limited.
The commercial success of our SM-88 and any other drug product we may develop will depend upon its acceptance among physicians, patients and the overall medical community. The degree of market
acceptance of SM-88, which would be applicable to any other drug product we may develop, will depend on a number of factors, which include, but are not limited to:
•

limitations or warnings contained in the approved labeling for SM-88;

•

changes in the standard of care for the targeted therapy;

•

limitations in the approved clinical indications for SM-88;

•

demonstrated clinical safety and efficacy of SM-88 compared to other drugs;

•

lack of significant adverse effects;

•

limitations on how we promote SM-88;

•

sales, marketing and distribution support;

•

availability and extent of reimbursement from managed care plans and other third-party payors;

•

timing of market introduction and perceived effectiveness of competitive drugs;

•

the degree of cost-effectiveness of SM-88;
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•

availability of alternative therapies, whether or not at a similar or lower cost, including generic and over-the-counter drugs;

•

the extent to which SM-88 is approved for inclusion on formularies of hospitals and managed care organizations;

•

whether SM-88 is designated under physician treatment guidelines as a first-line therapy or as a second- or third-line therapy;

•

adverse publicity about SM-88 or favorable publicity about competitive drugs;

•

convenience and ease of administration; and

•

potential drug liability claims.

If SM-88 or any other product candidate we may develop is approved but does not achieve an adequate level of acceptance by physicians, patients and the overall medical community, we may not generate
sufficient revenue to become profitable or to sustain operations. In addition, efforts to educate the medical community and third-party payors on the benefits of SM-88 or any other product candidate we may
develop may require significant resources and may never be successful.
We are subject to manufacturing risks that could substantially increase our costs and limit the supply of SM-88 and any other drug product we may develop.
As is likely to be common with any other product candidate we may develop, the process of manufacturing SM-88 is complex, highly regulated and subject to several risks, which include, but are not limited
to the following risks:
•

We do not have experience in manufacturing SM-88 in bulk quantity or at commercial scale. We plan to contract with external manufacturers to develop a larger scale process
for manufacturing SM-88 in parallel with our involvement in Phase II/III trials of SM-88. We may not succeed in the scaling up of our process or we may need a larger
manufacturing process for SM-88 than what we have planned. Any changes to our manufacturing processes may result in the need to obtain additional regulatory approvals.
Difficulties in achieving commercial-scale production or the need for additional regulatory approvals could delay the development and regulatory approval of SM-88 and
ultimately affect our success.

•

The process of manufacturing drugs, such as SM-88, is extremely susceptible to loss due to contamination, equipment failure or improper installation or operation of equipment,
vendor or operator error, inconsistency in yields, variability in drug characteristics and difficulties in scaling the production process. Even minor deviations from normal
manufacturing processes could result in reduced production yields, drug defects and other supply disruptions. If microbial, viral or other contaminations are discovered in SM-88
or in the manufacturing facilities in which SM-88 is made, such manufacturing facilities may need to be closed for an extended time to investigate and remedy the
contamination.

•

A shortage of SM-88 drug product and/or the agents used with SM-88.

•

The manufacturing facilities in which SM-88 is made could have delays in manufacturing due to delays created by other sponsor company drug manufacturing runs, which could
affect our manufacturing runs.

•

An unforeseen increase in ingredients procurement or other manufacturing costs.

•

An unforeseen production shortage resulting from any events, including interruptions to business operations as a result of widespread health crises, such as the COVID-19
pandemic, affecting raw material and or intermediate supply or manufacturing capabilities abroad and domestic.

•

The manufacturing facilities in which SM-88 is made could be adversely affected by equipment failures, labor shortages, labor strikes, natural disasters, widespread disease and
other public health crises, including COVID-19, power failures, lack of phone or internet services, riots, crime, act of foreign enemies, war, nationalization, government
sanction, blockage, embargo, any extraordinary event or circumstance beyond control and numerous other factors.
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•

We and our manufacturing partners must comply with applicable cGMP and local and state regulations and guidelines. Compliance with cGMP can be time consuming and
expensive. Further, cGMP may not be flexible in situations where business pressures would normally call for immediate ingenuity. We or our manufacturing partners may
encounter difficulties in achieving quality controls and quality assurance and may experience shortages in qualified personnel. We and our manufacturing partners will be
subject to inspections by the FDA and comparable agencies in other jurisdictions to confirm compliance with applicable regulatory requirements. Any failure to follow cGMPs
or other regulatory requirements or delay, interruption or other issues that arise in the manufacture, fill-finish, packaging or storage of SM-88 that result from a failure at the
facilities or the facilities or operations of third parties to comply with regulatory requirements or pass any regulatory authority inspection could significantly impair our ability to
develop and commercialize SM-88. This could lead to significant delays in the availability of our drug for clinical trials or the termination or clinical hold on a trial or the delay
or prevention of a filing or approval of marketing applications for SM-88. Significant noncompliance could also result in the imposition of sanctions, including fines,
injunctions, civil penalties, failure of regulatory authorities to grant marketing approvals for SM-88, delays, suspension or withdrawal of approvals, license revocation, seizures
or recalls of products, operating restrictions and criminal prosecutions, any of which could damage our reputation. If we and/or our manufacturing partners are not able to
maintain regulatory compliance, we may not be permitted to market SM-88 and/or may be subject to drug recalls, seizures, injunctions or criminal prosecution.

•

Any adverse developments affecting manufacturing operations for SM-88, if approved for marketing by the FDA, may result in shipment delays, inventory shortages, lot
inspection failures, drug withdrawals or recalls or other interruptions in the supply of SM-88. We may also have to take inventory write-offs and incur other charges and
expenses for products that fail to meet regulator-approved manufacturing specifications, undertake costly remediation efforts or seek more costly manufacturing alternatives.

•

Drug products that have been produced and stored for later use may degrade, become contaminated or suffer other quality defects, which could cause the affected products to no
longer be suitable for its intended use in clinical trials or other development activities. If the defective drug cannot be replaced in a timely fashion, we may incur significant
delays in our development programs that could adversely affect the value of SM-88.

•

SM-88 drug substance is being manufactured by a FDA-approved, third party and to date that manufacturer is our sole supplier of this drug substance. To our knowledge, the
current manufacturer of this drug substance is the only FDA-approved supplier of the existing drug in the United States. We believe this cGMP manufacturer has sufficient
capacity to meet our projected needs into the near future. In the event of a catastrophic event or this manufacturer is unable to meet our needs, we will, due to the nature of the
drug substance and the modifications required for this drug substance, need to find an alternative source of supply, which will likely result in time delays in the clinical
development process. We believe that replacement for this supplier, in the event it becomes necessary, is not impossible, but would cause us to lose time that could otherwise be
devoted to development. Currently, we do not have an arrangement in place for a secondary supplier for this drug substance.

•

Third parties may hold IP rights that impact, restrict or inhibit manufacturing or sale of a commercial version of SM-88.

SM-88 and any other drug product we may develop will face significant competition and, if competitors develop and market products that are more effective, safer or less expensive than our drug, our
commercial opportunity will be negatively impacted.
The anticancer treatment industry is highly competitive and subject to rapid and significant technological changes. We are currently developing SM-88 to compete with other drugs that currently exist or are
being developed. Drugs we may develop in the future are also likely to face competition from other drugs, some of which we may not be currently be aware of. In marketing our products, we will have
domestic and international competitors, including major multinational pharmaceutical companies, established biotechnology companies, specialty pharmaceutical
46

85

Back to TABLE OF CONTENTS

Table of Contents
companies, universities and other research institutions. Many of our competitors have significantly greater financial, manufacturing, marketing, drug development, technical and human resources than we do.
Large pharmaceutical companies, in particular, have extensive experience in clinical testing, obtaining regulatory approvals, patient recruitment and manufacturing pharmaceutical products. These companies
also have significantly greater research and marketing capabilities than we do and may also have products that have been approved or are in more advanced stages of development or collaborative
arrangements in our target markets with leading companies and research institutions. Established pharmaceutical companies also may invest heavily to accelerate discovery and development of novel
compounds or to in-license novel compounds that could make SM-88 and any other drug product we may develop obsolete. Some or all of these factors may contribute to our competitors succeeding in
obtaining patent protection and/or marketing approval or developing and commercializing products in our field before we do.
There are a large number of companies working to develop and/or market various types of anticancer treatments. These treatments consist both of small molecule drugs, as well as biological drugs that work
by using next-generation technology platforms to address specific cancer targets. These treatments are often combined with one another in an attempt to maximize a response rate. In addition, several
companies are developing drugs that work by targeting additional specificities using a single recombinant molecule.
Our commercial opportunity could be reduced or eliminated if our competitors develop and commercialize products that are safer, more effective, have fewer or less severe effects, are more convenient or are
less expensive than SM-88. Our competitors also may obtain FDA, EU or other non-U.S. regulatory approval for their products more rapidly than we may, which could result in our competitors establishing a
strong market position before we are able to enter the market. Even if SM-88 achieves marketing approval, it may be priced at a significant premium over competitive products, if any have been approved by
then, resulting in our product’s reduced competitiveness. In addition, the costs and restrictions effected by the Health Care Reform Law may impact our competitiveness or availability opportunity.
Further, our future ability to compete may be affected in many cases by insurers or other third-party payors seeking to encourage the use of similar or biosimilar products.
Smaller and other early-stage companies also may prove to be significant competitors, particularly through collaborative arrangements with large and established companies. These third parties compete with
us in recruiting and retaining qualified scientific and management personnel, recruiting clinical trial sites and recruiting subjects for clinical trials, as well as in acquiring technologies complementary to or
necessary for, SM-88. In addition, the biopharmaceutical industry is characterized by rapid technological changes. If we fail to stay at the forefront of technological change, we may be unable to compete
effectively. Technological advances or products developed by our competitors may render our technologies or product candidates obsolete, less competitive or not economical.
If any drug liability lawsuits are successfully brought against us or any of our collaborators, we may incur substantial liabilities and may be required to limit commercialization of SM-88 and any other
drug product we may develop.
We face an inherent risk of drug liability lawsuits related to the testing of SM-88 and any other product candidate we may develop that is intended to treat seriously ill patients. In addition, we face risk of
liability lawsuits if SM-88 or any of other drug product of ours is approved by regulatory authorities and introduced commercially. Drug liability claims may be brought against us or our collaborators, if any,
by subjects enrolled in our clinical trials, patients, health care providers or others using, administering or selling SM-88 or such other drug product. If we cannot successfully defend ourselves against any such
claims, we may incur substantial liabilities. Regardless of their merit or eventual outcome, liability claims may result in, but are not limited to:
•

decreased demand for SM-88 or any other product candidate we may develop;

•

injury to our reputation;

•

withdrawal of subjects in our clinical trials;

•

withdrawal of clinical trial sites or entire trial programs;

•

increased regulatory scrutiny;
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•

significant litigation costs;

•

substantial monetary awards to or costly settlements with patients or other claimants;

•

drug recalls or a change in the indications for which they may be used;

•

loss of revenue;

•

diversion of management and scientific resources from our business operations; and

•

the inability to commercialize SM-88 or such other drug product.

If SM-88 is approved for commercial sale, we will be highly dependent upon consumer perception and the safety and quality of SM-88. We could be adversely affected if we are subject to negative publicity
or if SM-88 proves to be or is asserted to be, harmful to patients. Because of our dependence upon consumer perceptions, any adverse publicity associated with illness or other adverse effects resulting from
patients’ use or misuse of SM-88 could have a material adverse impact on our financial condition or results of operations. This would also be true with respect to any other drug product we may develop,
receive regulatory approval of and, thereafter, seek to market.
We hold clinical trial insurance for our ongoing SM-88 clinical trials. We also intend to obtain drug liability insurance coverage at appropriate levels for our operations, which will vary as the level of our
operations vary during our growth from a R&D company to a company manufacturing and/or marketing drugs to the public. Our current and planned insurance coverage may not be adequate to cover all
liabilities that we may incur. We also may need to increase our insurance coverage when we begin the commercialization of SM-88. Insurance coverage can be expensive for pharmaceutical products and
candidates. As a result, we may be unable to obtain or maintain sufficient liability insurance at a reasonable cost to protect us against losses, which could have a material adverse effect on our business. A
successful drug liability claim or series of claims brought against us, particularly if judgments exceed any insurance coverage we may have, could decrease our cash resources and adversely affect our
business, financial condition and results of operations and could possibly cause us to cease our operations in their entirety.
Our management lacks experience in obtaining FDA approval of products, which could result in delays or the failure to obtain required regulatory approval of our products.
Although some of our management team has experience in creating and marketing various products, most members of our executive team have not previously organized, managed or completed FDA-required
submissions and clinical trials concerning new drug products. While we intend to retain employees, advisors and consultants with experience in the FDA approval process and have retained and utilized a
number of such employees, advisors and consultants currently and in the past, this lack of experience by our chief executive and some operating officers could result in delays in obtaining necessary regulatory
approvals, both in conducting clinical trials and final marketing approvals; additional costs; and the possibility that approvals will not be obtained due to the failure to comply with the regulatory approval
process. Such delays, costs and/or failure would likely adversely affect our business, financial condition and results of operations and could possibly cause us to cease our operations in their entirety
Risks Related to our Financial Condition and Need for Additional Capital
We have incurred significant losses since inception and anticipate that we will continue to incur losses for the foreseeable future. We have no products approved for commercial sale and to date we have
not generated any revenue or profit from drug sales. We may never realize revenue or profitability.
We are a clinical-stage pharmaceutical company with a limited operating history. We have incurred significant losses since our inception. As of March 31, 2020, our accumulated deficit was $107,815,252.
Our losses have resulted principally from expenses incurred in the discovery and development of SM-88 and from general and administrative expenses incurred while building our business infrastructure. We
expect to continue to incur losses for the near future. Furthermore, we expect these losses to increase as we continue our research and development of and seek regulatory approval for our drug candidate SM88 and any other product candidates we may develop, prepare for and begin to commercialize SM-88 or any other regulatory-approved products and add infrastructure and personnel to support our drug
development efforts and operations as a public company. The net losses and negative cash flows from operations incurred to date, together with expected future losses, have had and likely will continue
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to have, an adverse effect on our stockholders’ equity and working capital. The amount of future net losses will depend, in part, on the rate of future growth of our expenses and our ability to generate revenue.
To become and remain profitable, we must succeed in the development and commercialization of drug products with significant market potential. This will require us to be successful in a range of challenging
activities for which we are only in the preliminary stages, including, with respect to the near term, developing SM-88, obtaining regulatory approval and manufacturing, marketing and selling SM-88. We may
never succeed with these activities or generate revenue from drug sales that is significant enough to achieve profitability. Our ability to generate future revenue from drug sales depends heavily on our success
in many areas, which include, but are not limited to:
•

completing research and clinical development of SM-88, including successful completion of required clinical trials;

•

obtaining marketing approval for SM-88;

•

developing a sustainable and scalable manufacturing process for SM-88 and maintaining supply and manufacturing relationships with third parties that can conduct the process
and provide adequate (in amount and quality) drugs to support clinical development and the market demand for SM-88, if approved;

•

launching and commercializing SM-88, either directly or with a collaborator or distributor;

•

establishing sales, marketing and distribution capabilities in the United States and in other markets, such as the EU;

•

obtaining market acceptance of SM-88 as a viable treatment option;

•

addressing any competing technological and market developments;

•

identifying, assessing, acquiring and/or developing new product candidates;

•

negotiating favorable terms in any collaboration, licensing or other arrangements into which we may enter;

•

maintaining, protecting and expanding our portfolio of intellectual property rights, including patents, trade secrets and know-how; and

•

attracting, hiring and retaining qualified personnel.

These factors applicable to SM-88 would be applicable to any other product candidate we may develop. Even if SM-88 or another product candidate that we develop is approved for commercial sale, we
anticipate incurring significant costs associated with commercialization. Because of the numerous risks and uncertainties with drug development, we are unable to accurately predict the timing or amount of
increased expenses and when or if we will be able to achieve profitability. For example, our expenses could increase if the FDA or EMA require us to conduct supplemental clinical trials not included in our
current development plan or if there are any delays in completing our planned clinical trials or in the development of SM-88 or any other drug product we may pursue. Even if we achieve profitability in the
future, we may not be able to sustain profitability in subsequent periods. Our failure to realize revenue or become or remain profitable could depress our market value and could impair our ability to raise
capital, expand our business, develop other product candidates or continue our operations. A decline in the value of our shares could also cause investors in our common stock (or other securities we may issue
in the future) to lose all or part of their investment.
To achieve on our long-term business objectives, we will require substantial additional funding, which may require us to agree to restrictions on our operations or may not be available to us on acceptable
terms or at all and, if not available, may require us to delay, scale back or cease our drug development programs or operations.
In addition to SM-88, we seek to advance multiple product candidates through our research and clinical development process. The completion of the development, regulatory approval and the potential
commercialization of SM-88 or any other product candidate will require substantial funds. Our future financing requirements will depend on many factors, some of which are beyond our control, which
include, but are not limited to:
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•

the number and characteristics of product candidates that we pursue;

•

the scope, progress, timing, cost and results of nonclinical and clinical development and research;

•

the costs, timing and outcome of our seeking and obtaining FDA, EMA and other non-U.S. regulatory approvals;

•

the costs associated with manufacturing SM-88, as well as other potential product candidates, and establishing sales, marketing and distribution capabilities, including in
collaboration with others;

•

our ability to maintain, expand and defend the scope of our IP portfolio, including the amount and timing of any payments we may be required to make in connection with the
licensing, filing, defense and enforcement of any patents or other IP rights;

•

the extent to which we acquire or in-license other products or technologies;

•

our need and ability to increase our overall capacity and hire additional administrative, managerial, scientific, operational and medical personnel

•

the effect of competing products that may limit market penetration of SM-88 and any other product candidates we may develop;

•

the amount and timing of revenues, if any, we receive from commercial sales of SM-88 or any other product candidates for which we receive marketing approval in the future, which
is expected to be offset by revenues we must share with collaborators; and

•

our need to implement additional internal systems and infrastructure, including financial and reporting systems; and

•

the economic and other terms, timing of and ultimate success of any future collaboration, licensing or other arrangements, including the timing of achievement of milestones and
receipt of any milestone or royalty payments under such agreements.

Until we can generate sufficient drug and royalty revenue to finance our cash requirements, which we may never achieve, we expect to finance future cash needs through a combination of public or private
equity offerings, debt financings, collaborations, strategic alliances, licensing arrangements, royalty agreements and other marketing and distribution arrangements. The demand for the equity and debt of
biotechnology companies like ours is dependent upon many factors, including the general state of the financial markets. During times of extreme market volatility, capital may not be available on favorable
terms, if at all. Any additional fundraising efforts may divert management’s attention from day-to-day activities and financing may not be available to us when we need it or financings may not be available on
favorable terms. If we raise additional capital through marketing and distribution arrangements or other collaborations, strategic alliances, royalty rights or licensing arrangements with third parties, we may
have to relinquish certain valuable rights to our product candidates, technologies, future revenue streams or research programs and/or grant licenses on terms that may not be favorable to us. If we raise
additional capital through public or private equity offerings, as we expect to do, the ownership interests of our then existing stockholders could be diluted and the terms of these securities may include
liquidation or other preferences that adversely affect stockholders’ rights.
While we regularly consider options and opportunities to raise additional capital and obtain financing and will continue to seek capital through a number of means, there can be no assurance that additional
financing will be available on acceptable terms, if at all, and our negotiating position in capital generating efforts may worsen as existing resources are used. Additionally, if we raise additional capital through
debt financing, we may be subject to covenants limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital expenditures or declaring dividends. If we are unable
to obtain adequate financing when needed and on favorable terms, we may have to delay, reduce the scope of or suspend one or more of our clinical trials or research and
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development programs or our commercialization efforts.
We may expend our limited resources to pursue SM-88 for certain indications that may not be the most profitable or do not have the greatest likelihood of success.
Because we have limited financial and managerial resources, we currently are focusing our research programs on SM-88 for the treatment of specified cancer therapies. As a result, we may forego or delay
pursuit of opportunities with other product candidates or other indications that later prove to have greater commercial potential. Our resource allocation decisions may cause us to fail to capitalize on viable
commercial products or profitable market opportunities. Our spending on current and future research and development programs and product candidates for specific indications may not yield any
commercially viable products.
If we do not accurately evaluate the commercial potential or target market for SM-88 or any other product candidate, we may relinquish valuable rights through collaboration, licensing or other royalty
arrangements in cases where it would have been advantageous for us to retain sole development and commercialization rights.
If we do not achieve our projected development goals in the periods we announce and expect, the commercialization of our products may be delayed and, as a result, our stock price may decline.
Over the course of our development efforts, we will estimate the successful completion of various scientific, clinical, regulatory and other drug development goals, which we refer to as milestones. These
milestones may include the commencement or completion of clinical trials and the submission of planned regulatory filings. Occasionally, we may publicly announce the expected timing of some of these
milestones. All of these projected milestone timelines will be based on a variety of assumptions. The actual timing of achieving these milestones can vary dramatically compared to our estimates, in some
cases for reasons beyond our control. If we do not meet these milestones as publicly announced, the commercialization of our products may be delayed and, as a result, our stock price may decline.
Risks Related to our Reliance on Third Parties
We rely on third parties to conduct our clinical trials and those third parties may not perform satisfactorily, including failing to meet deadlines for the completion of these trials.
We currently rely on, and will likely continue to rely on, third parties, such as CROs, clinical data management organizations, medical institutions and clinical investigators to study our product candidates in
clinical trials. We may independently conduct future clinical trials for any drug product we may develop, including SM-88, but will continue to collaborate with such parties to study SM-88 in their clinical
trials of SM-88 or other drug candidates. For example, we partnered with PanCAN to study SM-88 in its adaptive randomized Phase II/III trial with registration intent known as Precision Promise. Also,
HopES is a Phase II investigator-initiated trial evaluating SM-88 monotherapy in late-stage sarcomas, under the direction of principal investigator Dr. Sant Chawla and in collaboration with The Joseph
Ahmed Foundation. Our reliance on these third parties for clinical development activities reduces our control over these activities, relieves us of certain rights we otherwise would have and puts us at risk for
the acts or omissions of these third parties, but it does not relieve us of our responsibilities. For example, the FDA requires us to comply with standards, commonly referred to as good clinical practices, for
conducting, recording and reporting the results of clinical trials to assure that data and reported results are credible and accurate and that the rights, integrity and confidentiality of subjects in clinical trials are
protected even though we are not in control of these processes. These third parties also may have relationships with other entities, some of which may be our competitors. If these third parties do not
successfully carry out their contractual duties, meet expected deadlines or conduct our clinical trials in accordance with regulatory requirements or our stated protocols, we will not be able to obtain, or may be
delayed in obtaining, regulatory approvals for SM-88 or other products we may develop and will not be able to, or may be delayed in our efforts to, successfully commercialize SM-88 and any other drug
product we may develop.
We also will rely on other third parties to store and distribute supplies for our clinical trials. Any performance failure on the part of our existing or future distributors could delay clinical development or
regulatory approval of SM-88,
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producing additional losses and depriving us of potential revenue.
We intend to rely on third-party contract manufacturing organizations to manufacture and supply SM-88 for us. If one of our suppliers or manufacturers fails to perform adequately or fulfill our needs,
we may be required to incur significant costs and devote significant efforts to find new suppliers or manufacturers. We may also face delays in the development and commercialization of SM-88 and any
other drug product we may develop.
We currently have limited experience in and we do not own facilities for, clinical-scale manufacturing of SM-88, and we will rely upon third-party contract manufacturing organizations to manufacture and
supply drug for our clinical trials. The manufacture of pharmaceutical products in compliance with the FDA’s cGMP requires significant expertise and capital investment, including the development of
advanced manufacturing techniques and process controls. Manufacturers of pharmaceutical products often encounter difficulties in production, including difficulties with production costs and yields, quality
control, including drug stability, quality assurance testing, shortages of qualified personnel, as well as compliance with strictly enforced cGMP requirements and other federal and state regulatory requirements
and foreign regulations. If our manufacturers were to encounter any of these difficulties or otherwise fail to comply with their obligations to us or under applicable regulations, it would jeopardize our ability to
supply investigational drug for our clinical trials. Any delay or interruption in the supply of clinical trial materials, including as a result of restrictions put in place because of the COVID-19 pandemic, could
delay the completion of our clinical trials, increase the costs associated with maintaining our clinical development programs and, depending upon the period of delay, require us to commence new trials at
significant additional expense or terminate the ongoing trials.
All manufacturers used to formulate the components of SM-88 must comply with cGMP requirements, which are enforced by the FDA through its facilities inspection program. These requirements include,
among other things, quality control, quality assurance and the documentation and maintenance of records. Manufacturers of our product candidates may be unable to comply with cGMP requirements and/or
with other FDA, state and foreign regulatory requirements. The FDA or similar foreign regulatory agencies may also implement new standards at any time or change their interpretation and enforcement of
existing standards for the manufacture, packaging or testing of drug products. We have little control over our manufacturers’ compliance with these regulations and standards and a failure to comply with these
requirements may result in fines and civil penalties, suspension of production, suspension or delay in drug approval, drug seizure or recall or withdrawal of a drug approval. If the safety of any drug supplied is
compromised due to a manufacturers’ failure to adhere to applicable laws or for other reasons, we may not be able to obtain regulatory approval for or successfully commercialize SM-88 and as a result, may
be held liable for any injuries sustained. Any of these factors could cause a delay of clinical trial completion, regulatory submission, approval or commercialization of SM-88, increase our costs or impair our
reputation.
We currently rely on third party suppliers for SM-88 and for the components of MPS used with SM-88. Supplies are obtained through limited term supply agreements under individual purchase orders. At this
time, no supply agreements in place exceed 18 months. Although we believe alternative sources of supplies exist, the number of third-party suppliers with the necessary manufacturing and regulatory expertise
and facilities is limited, could be more expensive and it could take a significant amount of time to source, any of which would adversely affect our business. New suppliers of SM-88 would be required to
qualify under applicable regulatory requirements and would need to have sufficient rights under applicable IP laws to the method of manufacturing the drug candidate. Obtaining the necessary FDA approvals
or other qualifications under applicable regulatory requirements and ensuring non-infringement of third-party IP rights could result in a significant interruption of supplies and could require the new
manufacturer(s) to bear significant additional costs which may be passed on to us.
Our reliance on third parties may require us to share our trade secrets, which increase the possibility that a competitor could discover them or that our trade secrets could be misappropriated or disclosed.
Because we rely on third parties to assist in the research, development and manufacture of SM-88 and may do so with any other product candidate we may develop, we must, at times, share trade secrets with
such third parties. We will seek to protect our proprietary technology in part by initially entering into confidentiality agreements and, if applicable, material transfer agreements, consulting agreements or other
similar agreements with our advisors, employees and third-party contractors prior to disclosing any proprietary information. These agreements typically limit the rights of third parties to use or disclose our
confidential information, which include our trade secrets.
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Despite the contractual provisions employed when working with third parties, the need to share trade secrets and other confidential information increases the risk that such trade secrets could become known
by our competitors, are inadvertently incorporated into the technology of others or are disclosed or used in violation of these agreements. Given that our proprietary position is based, in part, on our know-how
and trade secrets, a competitor’s independent discovery of our trade secrets or other unauthorized use or disclosure could impair our competitive position and could have a material adverse effect on our
business.
In addition, these agreements would typically restrict the ability of our advisors, employees, third-party contractors and consultants to publish data that could potentially relate to our trade secrets, even though
our agreements may contain certain limited publication rights. For example, any academic institution that we may collaborate with in the future can be, based on customary practice, expected to be granted
rights to publish data arising out of such collaboration, provided that we are notified in advance and given the opportunity to delay publication for a limited time period in order for us to secure patent
protection of IP rights arising from the collaboration, in addition to the opportunity to remove confidential or trade secret information from any such publication. In the future, we may also conduct joint
research and develop programs that may require us to share trade secrets under the terms of such research. Despite our efforts to protect our trade secrets, our competitors may discover our trade secrets, either
through breach of our agreements with third parties, independent development, publication of information by any of our third-party collaborators or otherwise. A competitor’s discovery of our trade secrets
could impair our competitive position and could have an adverse impact on our business.
We have entered into a co-promotion agreement and may enter into additional license or collaboration agreements with third parties with respect to SM-88 and any other product candidates we may
develop that may place the development or promotion of our product candidates partially or entirely outside of our control, may require us to relinquish important rights or may otherwise be on terms
unfavorable to us. If such collaborations are not successful, SM-88 and any other product candidates we may choose to develop may not reach their full market potential.
In January 2020, we entered into a co-promotion agreement with Eagle Pharmaceuticals, Inc. (“Eagle”), whereby Eagle agreed to provide sales representatives to cover 25% of the Company’s sales force
requirements and will receive 15% of the net sales of all SM-88 products in the U.S. during the term of the agreement. TYME remains responsible for the remaining promotional effort. The co-promotion of
SM-88 in the United States will be supervised by a joint sales operations committee composed of representatives from the Company and Eagle. Under the agreement, the Company will remain responsible for
clinical development and commercial strategy and for the costs of seeking regulatory approval, manufacturing and distribution of SM-88. TYME has the ability to purchase back the Eagle 15% share of the net
U.S. sales for $200 million.
The co-promotion agreement provides parameters and sales requirements, but certain specific requirements related to promotional activities and requirements will be defined in more detail and finalized as any
product nears commercialization. If we and Eagle disagree on these matters, it could lead to disputes or be disruptive to sales efforts. Additionally, Eagle may change its strategic focus or pursue alternative
technologies or treatments in a manner that results in reduced or delayed revenue to us. If Eagle fails to effectively promote and assist in the commercialization of our SM-88 products, our business, financial
condition, results of operations and prospects could be harmed. In addition, any material alteration of the collaboration agreements, or dispute or litigation proceedings we may have with Eagle in the future
could delay development programs, distract management from other business activities and generate substantial expense.
We may in the future enter into additional license or collaboration arrangements with other third parties with respect to SM-88 and any other product candidates we may develop that may place the
development or promotion of our product candidates partially or entirely outside of our control, may require us to relinquish important rights or may otherwise be on terms unfavorable to us, and could be
subject to similar types of risks as described above. In addition, any collaborations are and will be subject to numerous risks, which may include, but are not limited to:

•

collaborators may have significant discretion in determining the efforts and resources that they will apply to collaborations;

•

collaborators may not perform their obligations as expected;
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•

collaborators may not pursue development and commercialization of SM-88 or any other product candidate we may choose to develop or may elect not to continue or renew
development or commercialization programs based on clinical trial results, changes in their strategic focus due to the acquisition of competitive products, availability of funding or
other external factors, such as a business combination that diverts resources or creates competing priorities;

•

collaborators may delay clinical trials, provide insufficient funding for a clinical program, stop a clinical trial, abandon SM-88 or other product candidate, repeat or conduct new
clinical trials or require a new formulation of SM-88 or other product candidate;

•

collaborators may be more established companies with a competitive advantage due to their larger size and cash resources or greater clinical development and commercialization
capabilities and, as a result, we may not be able to obtain favorable terms for our arrangements;

•

collaborators could independently develop or develop with third parties, products that compete directly or indirectly with SM-88;

•

a collaborator with marketing, manufacturing and distribution rights to one or more products may not commit sufficient resources to or otherwise not perform satisfactorily in
carrying out these activities;

•

we could grant exclusive rights to our collaborators that would prevent us from collaborating with others;

•

collaborators may not properly maintain or defend our IP rights or may use our IP or proprietary information in a way that gives rise to actual or threatened litigation that could
jeopardize or invalidate our IP or proprietary information or expose us to potential liability;

•

collaborators may not aggressively or adequately pursue litigation against Abbreviated New Drug Application (“ANDA”) filers or may settle such litigation on unfavorable terms;

•

collaborations may be terminated, sometimes at-will, without penalty;

•

collaborators may own or co-own IP covering our products that results from our collaborating with them and, in such cases, we would not have the exclusive right to commercialize
such IP;

•

a collaborator’s sales and marketing activities or other operations may not be in compliance with applicable laws and could result in civil or criminal proceedings; and

•

disputes may arise between us and a collaborator that causes the delay or termination of the research, development or commercialization of SM-88 or any other product candidate we
may develop or results in costly litigation or arbitration that diverts management attention and resources.

If our collaborations are not successful, or we are unable to reach agreement with a collaboration partner or disputes arise under collaboration arrangements, SM-88 and any other product candidates we may
choose to develop may not reach their full market potential, and our business, financial condition, results of operations and prospects could be harmed.
Risks Related to the Operation of our Company
Our future operational success depends on our ability to retain our key executives and to attract, retain and motivate qualified personnel.
We are highly dependent on our chief executive officer, chief operating officer, chief financial officer and the other members of our executive and scientific teams. Our executives may terminate their
employment with us at any time.
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The loss of the services of any of these people could impede the achievement of our research, development and commercialization objectives.
Recruiting and retaining qualified scientific, clinical, administrative, operations, manufacturing and sales and marketing personnel will also be critical to our success. We may not be able to attract and retain
these personnel on acceptable terms given the competition among numerous pharmaceutical and biotechnology companies for similar personnel. In addition, we rely on consultants and advisors, including
scientific and clinical advisors, to assist us in formulating our research and development, preparing filings and communicating with the FDA and other regulatory authorities, preparing for and the conducting
of clinical trials and formulating commercialization strategies. Our consultants and advisors may be employed or contracted by other businesses in addition to ours and may have commitments with other
entities that may limit their availability to us.
To date, our drug discovery process and development program has been led by Steve Hoffman, our chief executive and science officer. He has been instrumental in providing scientific, technical and business
expertise. We do not currently maintain “key person” insurance on Mr. Hoffman or any of our other executives or employees. While we may, in the future, seek to obtain key man insurance on Mr. Hoffman
and/or such other executives and employees, we may not be able to obtain the insurance at favorable rates or at all. Any insurance proceeds we may receive under such “key person” insurance may not
adequately compensate us for the loss of Mr. Hoffman’s or other insured’s services. Development of SM-88 could ultimately continue without Mr. Hoffman’s or others’ contributions, but future development
of SM-88 and all other drug products in our pipeline would be adversely affected without his continued involvement.
We are highly reliant on our executives, but certain of them, including our chief executive and science officer, Steven Hoffman, our president and chief financial officer, Ben Taylor, and our chief medical
officer, Giuseppe Del Priore, have other business interests to which they devote their attention. From time to time, these other interests may distract their attention from our company, generate reputational risk
for our company or give rise to conflicts of interest that must be resolved through the exercise of sound judgment consistent with their fiduciary duties to us. Our ability to attract and retain investors,
collaborators, and employees could be adversely affected by damage to our reputation resulting from various sources, such as our executives’ other business interests, employee misconduct, litigation, or
regulatory outcomes.
We expect to expand our development, regulatory and marketing capabilities and, as a result, we may encounter difficulties in managing our growth, which could disrupt our operations.
As of March 31, 2020, we had 18 full-time employees. Over the next several years, we expect to experience significant growth in the number of our employees and the scope of our operations. To manage our
anticipated future growth, including the potential development of new products, we must continue to implement and improve our managerial, operational and financial systems, expand our facilities and recruit
and train additional qualified personnel. Future growth would impose significant added responsibilities on management. Due to our limited financial resources and the limited experience of our management
team in managing a life sciences company with such anticipated growth, we may not be able to effectively manage the expansion of our operations or recruit and train additional qualified personnel. Some
members of our current management have limited experience in managing a company that had the life sciences research and development and operational growth we anticipate for our Company. The physical
expansion of our operations may lead to significant costs and may divert our management and business development resources. Any inability to manage growth could delay the execution of our business plans
or disrupt our operations.
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Business disruptions (domestic and/or international) could seriously harm our future revenue and financial condition and increase our costs and expenses.
Our operations could be subject to equipment failures, labor shortages, labor strikes, earthquakes, power shortages, telecommunications failures, floods, hurricanes, typhoons, fires, extreme weather conditions,
terrorist activities, medical epidemics, riots, crime, acts of foreign enemies, war, nationalization, government sanction, blockage, embargo, widespread public health crises, and other natural or manmade
disasters or business interruptions. The occurrence of any of these business disruptions could seriously harm our operations and financial condition and could increase our costs and expenses. For example, our
corporate headquarters is located in New York, New York, and we have another office in Bedminster, New Jersey. Both of these states are currently under shelter-in-place order because of the ongoing
COVID-19 pandemic.
Our current and future, third-party collaborators, future partners, supplies, CROs and investigational sites are or will be, located throughout the United States or internationally and may be located near major
high-risk terrorist targets, earthquake faults, flood and fire zones. The ultimate impact on us, our significant partners and suppliers as well as our and their general infrastructures being located near major highrisk terrorist targets, earthquake faults, flood and fire zones and being consolidated in certain geographical areas is unknown, but our operations and financial condition could suffer in the event of a major
terrorist attack, earthquake, fire, flood or other natural or manmade disaster.
Our business is also subject to risks associated with conducting international business. If we pursue and/or obtain approval to commercialize any approved products outside of the United States, a variety of
risks associated with international operations could materially adversely affect our business. Some of our third-party collaborators, future partners, suppliers, CROs and investigational sites could be located
outside the United States. Accordingly, our future success could be harmed by a variety of factors, which include, but are not limited to:
•

economic weakness, including inflation or political instability in particular non-U.S. economies and markets;

•

differing regulatory requirements for drug approvals in non-U.S. countries;

•

differing, and in some cases, more stringent data protection requirements in non-U.S. countries, such as the EU General Data Protection Regulation;

•

potentially reduced protection for IP rights;

•

difficulties in compliance with non-U.S. laws and regulations;

•

changes in non-U.S. regulations and customs, tariffs and trade barriers;

•

changes in non-U.S. currency exchange rates and currency controls;

•

changes in a specific country’s or region’s political or economic environment;

•

trade protection measures, import/export licensing requirements or other restrictive actions by U.S. or non-U.S. governments;

•

negative consequences from changes in tax laws;

•

compliance with tax, employment, immigration and labor laws for employees living or traveling abroad;

•

workforce uncertainty in countries where labor unrest is more common than in the United States;

•

difficulties associated with staffing and managing international operations, including differing labor relations;

•

production shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad; and

•

business interruptions resulting from geo-political actions, including war and terrorism, widespread public health crises or pandemics, such as COVID-19, and related
government responses, or natural disasters including earthquakes, typhoons, floods and fires.
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We may seek approvals of our product candidates in the EU and United Kingdom. On June 23, 2016, the electorate in the United Kingdom voted in favor of leaving the EU, commonly referred to as Brexit.
Following the formation of a majority Conservative government in December 2019, the United Kingdom approved the withdrawal agreement and left the EU on January 31, 2020. The terms of the United
Kingdom’s final withdrawal remain subject to ongoing negotiation until December 31, 2020, during which current EU regulations will continue to apply in the United Kingdom. The United Kingdom
Parliament banned extensions to the transition period, so the United Kingdom must finalize new trading agreements with the EU by December 31, 2020. Trade negotiations are expected to begin in early
March 2020, but the nature of the economic relationship between the EU and United Kingdom remains uncertain, and there is no guarantee that both parties will be able to reach an agreement before the
transition period expires. The impact of Brexit on the regulatory regime with respect to the approval of our product candidates in the United Kingdom or the EU is uncertain, and could prevent or delay us from
commercializing our product candidates in the United Kingdom or the EU and restrict our ability to generate revenue and achieve and sustain profitability. If any of these outcomes occur, we may be forced to
restrict or delay efforts to seek regulatory approval in the United Kingdom and/or EU for our product candidates, which could significantly and materially harm our business.
We may be party to legal proceedings that could have a material adverse effect on the Company’s liquidity, financial position, and results of operations, as well as its reputation.
The Company has limited experience in litigation and other legal proceedings, but any lawsuit brought against us or legal proceeding that we may bring to enforce our rights could result in substantial costs,
divert the time and attention of our management, result in counterclaims (whether meritorious or as a litigation tactic), result in substantial monetary judgments or settlement costs and harm our reputation, any
of which could seriously harm our business. For example, during the fourth quarter of fiscal year 2019, we, along with our CEO and CFO, were named in a securities lawsuit by a purported stockholder, in
which the plaintiff alleged to represent a class of stockholders and asserted claims under the Securities Exchange Act of 1934, as amended (the “Exchange Act”). Though such complaint was voluntarily
dismissed by the plaintiff, we could be subject to lawsuits in the future and any litigation or claim against us, even without merit, may cause us to incur substantial costs, and could place a significant strain on
our financial resources, divert the attention of management from our core business, and harm our reputation.
In addition, in the past, when the market price of a stock has been volatile, holders of that stock have instituted securities class action litigation against the company that issued the stock. Any lawsuit brought
against us by one or more of our stockholders, could result in substantial costs to defend the lawsuit, divert the time and attention of our management, result in substantial monetary judgments or settlement
costs and harm our reputation, any of which could seriously harm our business.
Further, as we continue to seek to expand, raise capital, and develop and commercialize products, we have entered into, and expect to enter into in the future, agreements and instruments, such as our
outstanding warrants and co-promotion agreement, which are subject to interpretation and the potential for dispute. If we and the counterparty to any such agreements or holders of such instruments are unable
to resolve our disagreements, such disagreements may result in lawsuits, other legal proceedings and/or protracted negotiations, including those whereby we seek to enforce our rights. Even if successful,
litigation, other legal proceedings or protracted negotiations could be expensive and time consuming and could divert management’s attention from managing our business and could result in significant
adverse judgments or costs of settlement, amendments to agreements or adjustments to instruments, any of which may have a material adverse effect on our liquidity, financial position, business, reputation or
prospects.
Our internal computer systems or those of our CROs or other contractors or consultants, may fail or suffer security breaches, which could result in a material disruption of our drug development
program.
Despite the implementation of security measures, our internal computer systems, and those of our CROs and other third parties on which we rely, are vulnerable to damage from computer viruses,
unauthorized access, natural disasters, terrorism, war and telecommunication and electrical failures. If such an event were to occur and cause interruptions in our operations, it could result in a material
disruption of our drug development programs. For example, the loss of clinical trial data from completed or ongoing or planned clinical trials could result in delays in our regulatory approval efforts and
significantly increase our costs to recover or reproduce the data. To the extent
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that any disruption or security breach were to result in a loss of or damage to our data or applications, or inappropriate disclosure of confidential or proprietary information, we could incur liability and the
further development of our product candidates could be delayed.
Cyber-attacks are increasing in their frequency, sophistication and intensity, and have become increasingly difficult to detect. Cybersecurity incidents resulting in the failure of our systems to operate
effectively or to integrate with other systems, including those of third-parties with whom we rely on for research, clinical trial services or other business and administrative services, or a breach in security or
other unauthorized access of these systems, may affect our ability to manage and maintain our operations. A breach in security, unauthorized access resulting in misappropriation, theft, or sabotage with
respect to our proprietary and confidential information, including research or clinical data, could require significant investments of capital and time to remediate and could adversely affect our business,
financial condition and results of operations. For example, any such event that leads to unauthorized access, use or disclosure of personal information, including personal information regarding patients in our
clinical trials or other studies or our employees, could harm our reputation, require us to comply with federal and/or state breach notification laws, and otherwise subject us to liability under laws and
regulations that protect the privacy and security of personal information. Security breaches and other inappropriate access can be difficult to detect, and any delay in identifying them may lead to increased
harm of the type described above. There can be no assurance that the security measures we have implemented to protect our information technology systems and infrastructure will prevent service
interruptions or security breaches that could adversely affect our business.
Use of social media could give rise to liability, breaches of data security, or reputational harm.
We and our employees use social media to communicate externally. There is risk that the use of social media by us or our employees to communicate about our product candidates or business may give rise to
liability, lead to the loss of trade secrets or other intellectual property, or result in public exposure of personal information of our employees, clinical trial patients, customers, and others. Furthermore, negative
posts or comments about us or our product candidates in social media could seriously damage our reputation, brand image, and goodwill. Any of these events could have a material adverse effect on our
business, prospects, operating results, and financial condition and could adversely affect the price of our common stock.
Risks Related to Intellectual Property
Our ability to successfully commercialize our technology and drug candidate may be materially adversely affected if we are unable to obtain and maintain effective IP.
Our success is largely dependent on our ability to obtain and maintain patent and other IP protection in the United States and in other countries with respect to our proprietary technology and drug candidates.
In some circumstances, we may not have the right or ability to control the preparation, filing and prosecution of patent applications or to maintain or enforce the patents, covering technology or products that
we license to third parties or, conversely, that we may license from third parties. Therefore, if we become aware of any patent infringement, we cannot be certain that these patents and applications will be
prosecuted and enforced in a manner consistent with the best interests of our business. In addition, if third parties who license patents to us or from us fail to maintain such patents or lose rights to those
patents, licensing rights or the protection afforded by those patents may be reduced or eliminated.
We have sought to protect our proprietary position by filing patent applications in the United States and abroad related to our novel technologies and products that are important to our business. This process is
expensive and time-consuming and we may not be able to file and prosecute all necessary or desirable patent applications at a reasonable cost or in a timely manner. In addition, we may not pursue or obtain
patent protection in all relevant markets. It is also possible that we fail to identify patentable aspects of our research and development output before it is too late to obtain patent protection. Our pending and
future patent applications may be insufficient to protect our technology or products, completely or in part. In addition, existing and any future patents we obtain may not be extensive enough to prevent others
from using our technologies or from developing competing drugs and technologies.
The patent position of specialty pharmaceutical and biotechnology companies generally is highly uncertain and involves complex legal and factual questions for which many legal principles remain
unresolved. In recent years,
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patent rights have been the subject of significant litigation and, as a result, the issuance, scope, validity, enforceability and commercial value of our patent rights are highly uncertain. Our pending and future
patent applications may result in patents not being issued to us in the United States or in other countries. Changes in either the patent laws or interpretation of patent laws in the United States and other
countries may diminish the value of our patents or narrow the scope of our patent protection. In addition, the laws of foreign countries may not protect our rights to the same extent as the laws of the United
States. Publications of discoveries in scientific literature often lag behind the actual discoveries and patent applications in the United States and other countries are typically not published until 18 months after
filing or in some cases not at all. Therefore, we cannot be certain that we were the first to make the inventions claimed in our patents or pending patent applications or that we were the first to file for patent
protection of such inventions. In addition, the United States Patent and Trademark Office (the “USPTO”), might require that the term of a patent issuing from a pending patent application be disclaimed and
limited to the term of another patent that is commonly owned or names a common inventor. As a result, the issuance, scope, validity, enforceability and commercial value of our patent rights is highly
uncertain.
Recent or future patent reform legislation could increase the uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or defense of our issued patents. We may
become involved in opposition, interference, derivation, inter partes review or other proceedings that challenge our patent rights or the patent rights of others and the outcome of any proceedings are highly
uncertain. An adverse determination in any such proceeding could reduce the scope of or invalidate our patent rights, allowing third parties to commercialize our technology or drug products and compete
directly with us, without payment to us or result in our inability to manufacture or commercialize products without infringing third-party patent rights.
Even if our patent applications issue as patents, they may not issue in a form that will provide us with any meaningful protection, prevent competitors from competing with us or otherwise provide us any
competitive advantage. Our competitors may be able to circumvent our owned or licensed patents by developing similar or alternative technologies or drugs in a non-infringing manner. The issuance of a
patent is not conclusive as to its scope, validity or enforceability and our owned and licensed patents may be challenged in the courts or patent offices in the United States and abroad. Such challenges may
result in the patent claims of our owned or licensed patents being narrowed, invalidated or held unenforceable and may cost significant time and resources to defend. This could limit our ability to stop or
prevent us from stopping others from using or commercializing similar or identical technology and drugs or limit the duration of the patent protection of our technology and drugs. Given the amount of time
required for the development, testing and regulatory review of new drug candidates, patents protecting use of our drug might expire before or shortly after SM-88 or any other drug product we develop is
commercialized. As a result, our patent portfolio may not provide us with sufficient rights to exclude others from commercializing products similar or identical to our drug products or otherwise provide us
with a competitive advantage.
We may not be able to protect our IP rights throughout the world.
Filing, prosecuting and defending patents for SM-88 or any other drug product we may develop throughout the world would be prohibitively expensive. Competitors may use our technologies in countries
where we have not obtained patent protection to develop their own drugs and, further, may export otherwise infringing products to territories where we have patent protection but where enforcement is not as
strong as in the United States. These products may compete with our drug products in countries where we do not have any issued patents and our patent claims or other IP rights may not be effective or
sufficient to prevent them from so competing. Many companies have encountered significant problems in protecting and defending IP rights in foreign countries. The legal systems of a number of countries,
particularly a number of developing countries, do not favor the enforcement of patents and other IP protection, including those relating to biopharmaceuticals, which could make it difficult for us to stop the
infringement of our patents or marketing of competing products against third parties in violation of our proprietary rights. Further, the initiation of proceedings to enforce or protect our patent rights in foreign
countries could result in substantial cost and divert our efforts and attention from other aspects of our business.
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Obtaining and maintaining our patent protection depends upon compliance with various procedural, document submission, fee payment and other requirements imposed by governmental patent
agencies. Our patent protection could be reduced or eliminated for noncompliance with these requirements.
The USPTO and various non-U.S. patent agencies require compliance with a number of procedural, documentary, fee payment and other provisions during and following the patent prosecution process. Our
failure to comply with such requirements could result in abandonment or lapse of a patent or patent application, which would result in partial or complete loss of patent rights in the relevant jurisdiction. In
such an event, competitors might be able to enter the market earlier than would have been the case if our patents were in force.
We may become involved in lawsuits or other proceedings to protect or enforce our patents or other IP, which could be expensive, time-consuming and unsuccessful.
Competitors may infringe or otherwise violate our patents, trademarks, copyrights or other IP. To counter infringement or unauthorized use, we or our licensees may be required to file infringement claims,
which can be expensive and time-consuming. For example, if we need to file patent infringement lawsuits in the future against manufacturers of generic pharmaceuticals that have filed ANDAs with the FDA
seeking approval to manufacture and sell generic versions of SM-88 or any other drug product we may develop, we anticipate that the prosecution of such lawsuits will require a significant amount of time and
attention from our chief executive officer, chief financial officer and other senior executives. In addition, in a patent infringement proceeding, a court may decide that our patent is invalid or unenforceable or
may refuse to stop the other party from using the technology at issue on the grounds that our patents do not cover the technology in question. An adverse result in the litigation or proceeding could put one or
more of our patents at risk of being invalidated or interpreted narrowly. Such a result could limit our ability to prevent others from using or commercializing similar or identical technology and drugs, limit our
ability to prevent others from launching generic versions of our drug products and could limit the duration of patent protection for our products, all of which could have a material adverse effect on our
business. A successful challenge to our patents could reduce or eliminate our right to receive royalties. Furthermore, because of the substantial amount of discovery required in connection with IP litigation,
there is a risk that some of our confidential information could be compromised by disclosure during litigation.
Our commercial success depends significantly on our ability to operate without infringing the patents and other proprietary rights of third parties.
Our success will depend in part on our ability to operate without infringing the proprietary rights of third parties. Other entities may have or obtain patents or proprietary rights that could limit our ability to
make, use, sell, offer for sale or import/export SM-88, or any other approved drug, or impair our competitive position.
Patents could be issued to third parties that we may ultimately be found to infringe. Third parties may have or obtain valid and enforceable patents or proprietary rights that could block us from developing
product candidates using our technology. Our failure to obtain a license to any technology that we require may materially harm our business, financial condition and results of operations. Moreover, our failure
to maintain a license to any technology that we require for our drug products or their manufacture may also materially harm our business, financial condition and results of operations. Furthermore, we would
be exposed to a threat of litigation.
In the pharmaceutical industry, significant litigation and other proceedings regarding patents, patent applications, trademarks and other IP rights have become commonplace. The types of situations in which
we may become a party to such litigation or proceedings include:
•

we or our collaborators may initiate litigation or other proceedings against third parties seeking to invalidate the patents held by those third parties or to obtain a judgment that
our drugs or processes do not infringe those third parties’ patents;

•

if our competitors file patent applications that claim technology also claimed by us or our licensors or collaborators, we or our licensors or collaborators may be required to
participate in interference or opposition proceedings to determine the priority of invention, which could jeopardize our patent rights and potentially provide a third-party with a
dominant patent position;
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•

if third parties initiate litigation claiming that our processes or products infringe their patent or other IP rights, we and our licensors or collaborators will need to defend against
such proceedings; and

•

if a license to necessary drug technology is terminated, the licensor may initiate litigation claiming that our processes or products infringe or misappropriate their patent or other
IP rights and/or that we breached our obligations under the license agreement and we and our collaborators would need to defend against such proceedings.

These lawsuits would likely be costly and could affect our results of operations and divert the attention of our management and scientific personnel. There is a risk that a court would decide that we or our
collaborators are infringing the third party’s patents and would order us or our collaborators to stop the activities covered by the patents. In that event, we or our collaborators may not have a viable alternative
to the technology protected by the patent and may need to halt work on the affected product candidate or cease commercialization of an approved product. In addition, there is a risk that a court will order us or
our collaborators to pay the other party damages. An adverse outcome in any litigation or other proceeding could subject us to significant liabilities to third parties and require us to cease using the technology
that is at issue or to license the technology from third parties. We may not be able to obtain any required licenses on commercially acceptable terms or at all. Any of these outcomes could have a material
adverse effect on our business.
The pharmaceutical and biotechnology industries have produced a significant number of patents and it may not always be clear to industry participants, including us, which patents cover various types of
products or methods of use. The coverage of patents is subject to interpretation by the courts and the interpretation is not always uniform or predictable. If we are sued for patent infringement, we would need
to demonstrate that our products or methods do not infringe the patent claims of the relevant patent or that the patent claims are invalid. We may not be able to do this because proving invalidity is difficult.
For example, in the United States, proving invalidity requires a showing of clear and convincing evidence to overcome the presumption of validity enjoyed by issued patents. Even if we are successful in these
proceedings, we may incur substantial costs and divert management’s time and attention in pursuing these proceedings, which could have a material adverse effect on us. If we are unable to avoid infringing
the patent rights of others, we may be required to seek a license, defend an infringement action or challenge the validity of the patents in court. We may not have sufficient resources to bring these actions to a
successful conclusion. In addition, if we do not obtain a license, develop or obtain non-infringing technology, fail to defend an infringement action successfully or have infringed patents declared invalid, we
may incur substantial monetary damages, encounter significant delays in bringing SM-88 or any other product candidate to market and be precluded from manufacturing or selling one or more of our drug
products.
As noted previously, the cost of any patent litigation or other proceeding, even if resolved in our favor, could be substantial. Some of our competitors may be able to sustain the cost of such litigation and
proceedings more effectively than we can because of their substantially greater resources. Uncertainties resulting from the initiation and continuation of patent litigation or other proceedings could have a
material adverse effect on our ability to compete in the marketplace. For example:
•

patent litigation and other proceedings initiated by or against us may also absorb significant management time;

•

if proceedings are initiated by or against the Company to determine the priority of invention, they could jeopardize our patent rights and potentially provide a third-party with a
dominant patent position;

•

if third parties initiate litigation claiming that our processes or products infringe their patent or other IP rights, we and our licensors or collaborators will need to defend against
such proceedings; and

•

if a license to necessary drug technology is terminated, the licensor may initiate litigation claiming that our processes or products infringe or misappropriate their patent or other
IP rights and/or that we breached our obligations under the license agreement and we and our collaborators would need to defend against such proceedings.
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For example, we may sometimes need to collaborate with U.S. and non-U.S. academic institutions to accelerate our nonclinical research or development under written agreements with these institutions.
Typically, these institutions could provide us with an option to negotiate a license to any of the institution’s rights in technology resulting from our collaboration. Regardless of such option, we may be unable
to negotiate a license within the specified timeframe or under terms that are acceptable to us. If we are unable to do so, the institution may offer the IP rights to other parties, potentially blocking our ability to
pursue the applicable drug candidate or program.
In addition, companies that perceive us to be a competitor may be unwilling to assign or license rights to us. We also may be unable to license or acquire third-party IP rights on terms that would allow us to
make an appropriate return on our investment. If we are unable to successfully obtain a license to third-party IP rights necessary for the development of our drug products, we may have to abandon its
development and therefore, our business and financial condition could suffer.
We may be unable to protect the confidentiality of our trade secrets, thus harming our business and competitive position.
In addition to our patented technology, we rely upon trade secrets, including unpatented know-how, technology and other proprietary information to develop and maintain our competitive position, which we
seek to protect, in part, by confidentiality agreements with our current and future employees, as well as our collaborators and consultants. We also have agreements with our employees and selected consultants
that obligate them to assign their inventions to us. However, while it is our policy to require our employees and contractors who may be involved in the conception or development of IP to execute such
agreements, we may be unsuccessful in executing such an agreement with each party who in fact conceives or develops IP that we regard as our own. In addition, it is possible that technology relevant to our
business will be independently developed by a person that is not a party to such an agreement. While to our knowledge the confidentiality of our trade secrets has not been compromised, if the employees,
consultants or collaborators that are parties to these agreements breach or violate the terms of these agreements, we may not have adequate remedies for any such breach or violation and we could lose our
trade secrets through such breaches or violations. Further, our trade secrets could be disclosed, misappropriated or otherwise become known or be independently discovered by our competitors. In addition, IP
laws in foreign countries may not protect our IP to the same extent as the laws of the United States. If our trade secrets are disclosed or misappropriated, it would harm our ability to protect our rights and
adversely affect our business.
We may be subject to claims that our employees and outside contractors have wrongfully used or disclosed IP from their former employers and clients. IP litigation or proceedings could cause us to spend
substantial resources and distract our personnel from their normal responsibilities.
Although we will try to ensure that our employees and outside contractors do not use the proprietary information or the know-how of others in their work for us and we have no knowledge of any instances of
wrongful use or disclosure by our employees and outside contractors to date, we may be subject to claims that we or these employees and outside contractors have used or disclosed IP, including trade secrets
or other proprietary information from their former employers or clients. Litigation may be necessary to defend our Company against these claims. If we fail in defending any such claims, in addition to paying
monetary damages, we may lose valuable IP rights, personnel or consulting services. Even if we are successful in defending against such claims, litigation or other legal proceedings relating to IP claims may
cause us to incur significant expenses and could distract our scientific and management personnel from their normal responsibilities. In addition, there could be public announcements of the results of hearings,
motions or other interim proceedings or developments. Should this occur and securities analysts or investors perceive these results to be negative, it could have a substantial adverse effect on the price of our
common stock. This type of litigation or proceeding could substantially increase our operating losses and reduce resources available to us for development activities. We may not have sufficient financial or
other resources to adequately conduct such litigation or proceedings. Some of our competitors may be able to sustain the costs of such litigation or proceedings more effectively than we can because of their
substantially greater financial resources. Uncertainties resulting from the initiation and continuation of patent litigation or other IP-related proceedings could adversely affect our ability to compete in the
marketplace.
If we do not obtain protection under the Hatch-Waxman Amendments and similar non-U.S. legislation for extending the term of patents covering SM-88 and any other drug product we may develop, our
business may be
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materially harmed.
Depending upon the timing, duration and conditions of FDA marketing approval of SM-88 and any other drug product we may develop in the future, one or more of our U.S. patents may be eligible for limited
patent term extension under the Drug Price Competition and Patent Term Restoration Act of 1984 (the “Hatch-Waxman Amendments”) and similar legislation in the EU. The Hatch-Waxman Amendments
permit a patent term extension of up to five years for a patent covering an approved drug as compensation for effective patent term lost during drug development and the FDA regulatory review process.
However, we may not receive an extension if we fail to apply within applicable deadlines, fail to apply prior to expiration of relevant patents or otherwise fail to satisfy applicable requirements. Moreover, the
length of the extension could be less than we request. If we are unable to obtain patent term extension or the term of any such extension is less than we request, the period during which we can enforce our
patent rights for that drug will be shortened and our competitors may obtain approval to market competing products sooner. As a result, our revenue could be materially reduced.
If our trademarks and trade names are not adequately protected, then we may not be able to build name recognition in our markets of interest and our business may be adversely affected.
Our registered or unregistered trademarks or trade names, to the extent we obtain and use them, may be challenged, infringed, circumvented, declared generic, unregisterable or determined to be infringing on
other marks. We may not be able to protect our rights to these trademarks and trade names, which we need to build name recognition among potential partners or customers in our markets of interest. At times,
competitors may adopt trade names or trademarks similar to ours, thereby impeding our ability to build brand identity and possibly leading to market confusion or trademark dilution. In addition, there could
be potential trade name or trademark infringement claims brought by owners of other registered trademarks or trademarks that incorporate variations of our registered or unregistered trademarks or trade
names. Over the long term, if we are unable to establish name recognition based on our trademarks and trade names, then we may not be able to compete effectively, and our business may be adversely
affected. Our efforts to enforce or protect our proprietary rights related to trademarks, trade secrets, domain names, copyrights or other IP may be ineffective and could result in substantial costs and a
diversion of resources and could adversely affect our financial condition or results of operations.
Risks Related to Government Regulations and Agencies
Health care reform measures could hinder or prevent the commercial success of SM-88 any other product we may develop.
In the United States, there have been, and we expect there will continue to be, a number of legislative and regulatory changes to the healthcare system that could affect our future revenue and profitability and
the future revenue and profitability of our potential customers. Federal and state lawmakers regularly propose and, at times, enact legislation that would result in significant changes to the healthcare system,
some of which are intended to contain or reduce the costs of medical products and services. For example, the Health Care Reform Law contains a number of provisions, including those governing enrollments
in federal healthcare programs, reimbursement changes and fraud and abuse measures, all of which have affected existing government healthcare programs and resulted in the development of new programs.
Among the provisions of the Health Care Reform Law of importance to our current and potential product candidates are the following:
•

an annual, nondeductible fee payable by any entity that manufactures or imports specified branded prescription drugs and biologic agents;

•

an increase in the statutory minimum rebates a manufacturer must pay under the Medicaid Drug Rebate Program 23.1% and 13.0% of the average manufacturer price for
branded and generic drugs, respectively;

•

a new methodology by which rebates owed by manufacturers under the Medicaid Drug Rebate Program are calculated for drugs that are inhaled, infused, instilled, implanted or
injected;
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•

a new Medicare Part D coverage gap discount program, in which manufacturers must agree to offer 70% point-of-sale discounts off negotiated prices of applicable brand drugs
to eligible beneficiaries during their coverage gap period, as a condition for the manufacturer’s outpatient drugs to be covered under Medicare Part D;

•

extension of manufacturers’ Medicaid rebate liability to individuals enrolled in Medicaid managed care organizations;

•

expansion of healthcare fraud and abuse laws, including the False Claims Act and the Anti-Kickback Statute, which include, among other things, new government investigative
powers and enhanced penalties for non-compliance;

•

expansion of eligibility criteria for Medicaid programs in certain states;

•

expansion of the entities eligible for discounts under the Public Health Service pharmaceutical pricing program;

•

a new requirement to annually report drug samples that manufacturers and distributors provide to physicians;

•

a new Patient-Centered Outcomes Research Institute to oversee, identify priorities in, and conduct comparative clinical effectiveness research, along with funding for such
research; and

•

an independent payment advisory board that will submit recommendations to Congress to reduce Medicare spending if projected Medicare spending exceeds a specified growth
rate.

Additionally, various initiatives continue to increase pathways for patients to seek treatment of investigational products outside of clinical trials, including the Trickett Wendler, Frank Mongiello, Jordan
McLinn, and Matthew Bellina Right to Try Act of 2017, state right to try laws, and the FDA’s Expanded Access program. These initiatives could potentially impact patient enrollment in clinical trials. These
pathways do not currently include any obligations for a manufacturer to make its investigational products available to patients. The future direction and impact of these initiatives is unknown.
There have been, and likely will continue to be, legislative and regulatory proposals at the foreign, federal and state levels directed at broadening the availability of healthcare and containing or lowering the
cost of healthcare, including initiatives designed to control or influence product pricing. We cannot predict the initiatives that may be adopted in the future. The continuing efforts of the government, insurance
companies, managed care organizations and other payors of health care services to contain or reduce costs of health care may, among other things, adversely affect:
•

our ability to set a price we believe is fair for our drug products;

•

our ability to generate revenue and achieve or maintain profitability; and

•

the availability of capital.

Judicial challenges, executive orders and legislative repeal measures relating to the Health Care Reform Law may create regulatory uncertainty with respect to the pharmaceutical, biotechnology and
other life sciences industries and may materially harm our business, financial condition and results of operations.
Since its enactment, there have been executive, judicial and Congressional challenges to certain aspects of the Health Care Reform Law.
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On January 20, 2017, President Trump signed an executive order directing federal agencies with authorities and responsibilities under the Health Care Reform Law to exercise all available authority and
discretion to waive, defer, grant exemptions from or delay the implementation of any provision of the Health Care Reform Law that would impose a fiscal burden on any U.S. state or a cost, fee, tax, penalty or
regulatory burden on individuals, families, healthcare providers, health insurers, patients, recipients of healthcare services, purchasers of health insurance or makers of medical devices, products or medications
(the “January 2017 Executive Order”). The January 2017 Executive Order does not describe specific federal rules that it applies to but it appears to contemplate discretion for federal agencies to delay or stop
the implementation of certain Health Care Reform Law taxes and requirements. As a result, the practical effect of the January 2017 Executive Order is unclear.
On October 12, 2017, President Trump signed an executive order directing federal agencies to take certain steps intended to make it easier for individuals and small businesses to collectively buy health
insurance through association health plans, which are not subject to all of the requirements under the Health Care Reform Law (the “October 2017 Executive Order”). On the same date, he announced that
cost-sharing reduction payments from the U.S. government for low-income health insurance enrollees’ copayments and deductibles (the “CSR Payments”) would cease effective immediately. Cessation of the
CSR Payments and other changes ordered could have significant adverse impacts, including, but not limited to, insurance premium increases and increased uncertainty in the health insurance markets.
On December 12, 2017, President Trump signed the Tax Cuts and Jobs Act of 2017 (the “Tax Act”) into law, revoking the tax penalty that applied to individuals who did not comply with the Health Care
Reform Law’s requirement to have health insurance coverage (known as the “individual mandate”). On December 14, 2018, a U.S. District Court Judge in the Northern District of Texas ruled that the
individual mandate is a critical and inseverable feature of the Health Care Reform Law, and therefore, because it was repealed as part of the Tax Act, the remaining provisions of the Health Care Reform Law
are invalid as well. While the Trump administration and CMS have both stated that the ruling will have no immediate effect, it is unclear how this decision, subsequent appeals, if any, and other efforts to
repeal and replace the Health Care Reform Law will impact the Health Care Reform Law and our business. On March 2, 2020 the Supreme Court of the United States announced that it would hear an appeal
brought by Democratic-led states seeking to affirm the constitutionality of the Health Care Reform Law.
Additionally, on January 22, 2018, President Trump signed a continuing resolution on appropriations for fiscal year 2018 that delayed the implementation of certain Health Care Reform Law-mandated fees,
including the so-called “Cadillac” tax on certain high cost employer-sponsored insurance plans, the annual fee imposed on certain health insurance providers based on market share, and the medical device
excise tax on non-exempt medical devices.
Judicial challenges to the Health Care Reform Act, the January 2017 and October 2017 Executive Orders, the Tax Act, cessation of the CSR Payments and other executive action and legislation, could result in
increased uncertainty with respect to the pharmaceutical, biotechnology and other life science industries and may materially harm our business, financial condition and results of operations. Further, we can
provide no assurance that the Health Care Reform Law, as currently enacted or as amended in the future, or other related laws will not adversely affect our business, financial condition or results of operations.
Nor can we predict how future federal or state legislative or administrative changes relating to health care reform will affect our business, financial condition or results of operations.
If we fail to comply with healthcare and privacy laws and regulations, we could face substantial penalties and our business, operations and financial condition could be adversely affected.
Certain federal and state healthcare laws and regulations pertaining to fraud and abuse patients’ rights are, and other healthcare issues and will be, applicable to our business. We could be subject to healthcare
fraud and abuse, privacy and security, and transparency regulation by both the federal government and the states in which we conduct our business. The regulations that may affect our ability to operate
include, but are not limited to:
•

the federal healthcare program Anti-Kickback Statute, which prohibits knowingly and willfully offering, soliciting, receiving or providing any remuneration (including any
kickback, bribe or rebate), directly or indirectly, overtly or covertly, in cash or in kind, in exchange for or to induce either the referral of an individual for or the purchase order,
lease or recommendation of any good,
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facility, item or service for which payment may be made, in whole or in part, under federal healthcare programs, such as the Medicare and Medicaid programs;
•

the federal false claims laws and civil monetary penalty laws, which prohibit, among other things, individuals or entities from knowingly presenting or causing to be presented,
false or fraudulent claims for payment or approval or knowingly using false statements, to obtain payment from the federal government and which may apply to entities like us
which provide coding and billing advice to customers;

•

the federal Health Insurance Portability and Accountability Act of 1996 (“HIPAA”) which created new federal criminal statutes that prohibit knowingly and willfully executing
or attempting to execute, a scheme to defraud any healthcare benefit program or obtain, by means of false or fraudulent pretenses, representations or promises, any of the money
or property owned by or under the custody or control of, any healthcare benefit program, regardless of the payor (e.g., public or private) and knowingly and willfully falsifying,
concealing or covering up by any trick or device a material fact or making any materially false statements in connection with the delivery of or payment for, healthcare benefits,
items or services relating to healthcare matters;

•

the federal physician self-referral law, commonly known as the Stark Law, which prohibits a physician from making a referral to an entity for certain designated health services
reimbursed by Medicare or Medicaid if the physician or a member of the physician’s family has a financial relationship with the entity and which also prohibits the submission
of any claims for reimbursement for designated health services furnished pursuant to a prohibited referral;

•

the federal transparency requirements under the Health Care Reform Law, which require manufacturers of drugs, devices, biologicals and medical supplies for which payment is
available under Medicare, Medicaid or the Children’s Health Insurance Program (with certain exceptions) to report annually to the HHS information related to physician
payments and other transfers of value made to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors) and teaching hospitals, as well as
certain ownership and investment interests held by physicians and their immediate family members;

•

HIPAA, the Health Information Technology for Economic and Clinical Health Act (“HITECH”) and their respective implementing regulations, which govern the conduct of
certain electronic healthcare transactions and are designed to protect the security and privacy of protected health information; and

•

state, local and foreign law equivalents of each of the above federal laws, such as anti-kickback, false claims and transparency laws, which may be broader in scope and apply to
items or services reimbursed by any third-party payor, including commercial insurers; for example, California has recently passed the California Consumer Privacy Act (the
“CCPA”), which we may become subject to in the future. The CCPA introduces strict compliance regulations on organizations doing business in California that collect personal
information about California residents. The CCPA defines personal information broadly and allows for fines as well as a private right of action from individuals in relation to
certain security breaches involving personal information. The CCPA is also prompting similar legislative developments in other U.S. states , which could lead to a series of
overlapping but varying laws. These developments, as we become subject to such laws, are likely to increase our compliance burden and our risk, including risks of regulatory
fines, litigation and associated reputational harm. Further, as our operations expand, we may become subject to the EU General Data Protection Regulation (“GDPR”). The
GDPR, together with the national legislation of the EU member states governing the processing of personal data, impose strict obligations and restrictions on the ability to
collect, analyze and transfer personal data, including health data from clinical trials and adverse event reporting.

The Health Care Reform Law, among other things, amended the intent standard of the federal Anti-Kickback Statute and criminal healthcare fraud statutes to a stricter standard such that a person or entity no
longer needs to have actual knowledge of a violation of this statute or specific intent to violate it to be convicted. In addition, the Health Care Reform Law codified case law held that a claim including items or
services resulting from a violation of the
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federal Anti-Kickback Statute constitutes a false or fraudulent claim for purposes of the federal False Claims Act.
If our operations are found to be in violation of any of the laws described above or any other governmental regulations that apply to us, we may be subject to penalties, including civil, criminal and/or
administrative penalties, damages, fines, disgorgement and possible exclusion from participation in Medicare, Medicaid and other federal healthcare programs, contractual damages, reputational harm,
diminished profits and future earnings and the curtailment or restructuring of our operations, any of which could adversely affect our ability to operate our business and our financial results. Any action against
us for violation of these or other laws, even if we successfully defend against it, could cause us to incur significant legal expenses and divert our management’s attention from the operation of our business.
Moreover, achieving and sustaining compliance with applicable federal and state privacy, security, fraud and abuse, and transparency laws may prove costly.
The recently passed comprehensive tax reform bill could adversely affect our business and financial condition.
The Tax Act among other things, contains significant changes to corporate taxation, including reduction of the corporate tax rate from a top marginal rate of 35% to a flat rate of 21%, limitation of the tax
deduction for interest expense to 30% of adjusted earnings (except for certain small businesses), limitation of the deduction for net operating losses to 80% of current year taxable income and elimination of
net operating loss carrybacks, one time taxation of offshore earnings at reduced rates regardless of whether they are repatriated, elimination of U.S. tax on foreign earnings (subject to certain important
exceptions), immediate deductions for certain new investments instead of deductions for depreciation expense over time, and modifying or repealing many business deductions and credits (including reducing
the business tax credit for certain clinical testing expenses incurred in the testing of certain drugs for rare diseases or conditions). Notwithstanding the reduction in the corporate income tax rate, the overall
impact of the new federal tax law is uncertain and our business and financial condition could be adversely affected. In addition, it is unknown if and to what extent various states will conform to the newly
enacted federal tax law. The impact of this tax reform on holders of our common stock is likewise uncertain and could be adverse. We urge our stockholders to consult with their legal and tax advisors with
respect to this legislation and the potential tax consequences of investing in or holding our common stock.
We are subject to anti-corruption laws, as well as export control laws, customs laws, sanctions laws and other laws governing our operations. If we fail to comply with these laws, we could be subject to
civil or criminal penalties, other remedial measures and legal expenses, which could adversely affect our business, results of operations and financial condition.
Our operations are subject to anti-corruption laws, including the Foreign Corrupt Practices Act (“FCPA”) and other anti-corruption laws that apply in countries where we operate or may do business in the
future. The FCPA and these other laws generally prohibit us, our officers and our employees and intermediaries from bribing, being bribed or making other prohibited payments to government officials or
other persons to obtain or retain business or gain some other business advantage. We may in the future operate in jurisdictions that pose a high risk of potential FCPA violations, and we may participate in
collaborations and relationships with third parties whose actions could potentially subject us to liability under the FCPA or local anti-corruption laws. In addition, we cannot predict the nature, scope or effect
of future regulatory requirements to which our international operations might be subject or the manner in which existing laws might be administered or interpreted.
Because our business is heavily regulated, it therefore involves significant interaction with public officials. We have or will have direct or indirect interactions with officials and employees of government
agencies or government-affiliated hospitals, universities and other organizations. Additionally, in many other countries, the healthcare providers who prescribe pharmaceuticals are employed by their
government and the purchasers of pharmaceuticals are government entities; therefore, any dealings with these prescribers and purchasers are subject to regulation under the FCPA.
We are also subject to other laws and regulations, including regulations administered by the governments of the United States, United Kingdom, and authorities in the EU, including applicable export control
regulations, economic sanctions on countries and persons, customs requirements and currency exchange regulations, which we collectively refer to as Trade Control Laws.
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There is no assurance that we will be completely effective in ensuring our compliance, or the compliance of our employees, agents, suppliers, manufacturers, contractors, or collaborators, with all applicable
anti-corruption laws, including the FCPA or other legal requirements, including Trade Control Laws. If we are not in compliance with the FCPA, the Bribery Act and other anti-corruption laws or Trade
Control Laws, we may be subject to criminal and civil penalties, disgorgement and other sanctions and remedial measures, and legal expenses. The SEC also may suspend or bar issuers from trading securities
on U.S. exchanges for violations of the FCPA’s accounting provisions. Any of the foregoing could have an adverse impact on our reputation in the industry as well as our business, financial condition, results
of operations and liquidity.
Because we and our suppliers are subject to environmental, health and safety laws and regulations, we may become exposed to liability and substantial expenses in connection with environmental
compliance or remediation activities, which may adversely affect our business and financial condition.
Our operations, including our discovery, development, testing, research and manufacturing activities, are subject to numerous environmental, health and safety laws and regulations. These laws and regulations
govern, among other things, the controlled use, handling, release and disposal of and the maintenance of a registry for, hazardous materials and biological materials, such as chemical solvents, human cells,
carcinogenic compounds, mutagenic compounds and compounds that have a toxic effect on reproduction, laboratory procedures and exposure to blood-borne pathogens. If we fail to comply with such laws
and regulations, we could be subject to fines or other sanctions.
As with other companies engaged in activities similar to ours, we face a risk of environmental liability inherent in our current and historical activities, including liability relating to release of or exposure to,
hazardous or biological materials. Environmental, health and safety laws and regulations are becoming more stringent. We may be required to incur substantial expenses in connection with future
environmental compliance or remediation activities, in which case, our production and development efforts may be interrupted or delayed and our financial condition and results of operations may be
materially adversely affected.
The third parties with whom we contract to manufacture SM-88 or any other drug products we may develop are also subject to these and other environmental, health and safety laws and regulations. Liabilities
they incur pursuant to these laws and regulations could result in significant costs or, in certain circumstances, an interruption in operations, any of which could adversely affect our business and financial
condition if we are unable to find an alternate supplier in a timely manner.
Changes in funding for the FDA, the SEC and other government agencies could hinder their ability to hire and retain key leadership and other personnel, prevent new products and services from being
developed or commercialized in a timely manner or otherwise prevent those agencies from performing normal functions on which the operation of our business may rely, which could negatively impact
our business.
The ability of the FDA to review and approve new products can be affected by a variety of factors, including government budget and funding levels, ability to hire and retain key personnel and accept payment
of user fees, and statutory, regulatory, and policy changes. Average review times at the agency have fluctuated in recent years as a result. FDA review time and communications with the FDA may be delayed,
prolonged and otherwise negatively impacted by the FDA’s response to the COVID-19 pandemic. With many FDA staff working on COVID-19 activities, it is possible the FDA may need to reprioritize work
in order to appropriately address the ongoing pandemic. In addition, government funding of the SEC and other government agencies on which our operations may rely, including those that fund research and
development activities is subject to the political process, which is inherently fluid and unpredictable.
Disruptions at the FDA and other agencies may also slow the time necessary for new drugs to be reviewed and/or approved by necessary government agencies, which would adversely affect our business. For
example, over the last several years, including most recently beginning on December 22, 2018, the U.S. government has shut down several times and certain regulatory agencies, such as the FDA and the SEC,
have had to furlough critical government employees and stop critical activities. If a prolonged government shutdown occurs, it could significantly impact the ability of the FDA to timely review and process
our regulatory submissions, which could have a material adverse effect on our business. Further, future government shutdowns could impact our ability to access the public markets
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and obtain necessary capital in order to properly capitalize and continue our operations.
Our employees may engage in misconduct or other improper activities, including noncompliance with regulatory standards and requirements.
We are exposed to the risk of employee fraud or other misconduct. Misconduct by employees could include intentional failures to comply with FDA or EMA regulations, to provide accurate information to the
FDA or EMA or intentional failures to report financial information or data accurately or to disclose unauthorized activities to us. Employee misconduct could also involve the improper use of information
obtained in the course of clinical trials, which could result in regulatory sanctions and serious harm to our reputation and subjects. The precautions we take to detect and prevent this activity may not be
effective in controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming from a failure to comply with these laws or
regulations. If any such actions are instituted against us and we are not successful in defending ourselves or asserting our rights, those actions could have a significant impact on our business, including the
imposition of significant fines or other sanctions.
If generic manufacturers use litigation and regulatory means to obtain approval for generic versions of products on which our future revenue depends, our business will suffer.
Under the Federal Food, Drug, and Cosmetic Act (the “FDCA”), the FDA can approve an ANDA for a generic version of a branded drug without the ANDA applicant undertaking the clinical testing necessary
to obtain approval to market a new drug. In place of such clinical trials, an ANDA applicant usually needs only to submit data demonstrating that its drug has the same active ingredient(s) and is bioequivalent
to the branded product, in addition to any data necessary to establish that any difference in strength, dosage form, inactive ingredients or delivery mechanism does not result in different safety or efficacy
profiles, as compared to the reference drug.
The FDCA requires that an applicant for approval of a generic form of a branded drug certify either that its generic drug does not infringe any of the patents listed by the owner of the branded drug in the
Approved Drug Products with Therapeutic Equivalence Evaluations, also known as the Orange Book, or that those patents are not enforceable. This process is known as a Paragraph IV Challenge. Upon
receipt of the Paragraph IV notice, the owner has 45 days to bring a patent infringement suit in federal district court against the company seeking ANDA approval of a drug covered by one of the owner’s
patents. The discovery, trial and appeals process in such suits can take several years. If this type of suit is commenced, the FDCA provides a 30-month stay on the FDA’s approval of the competitor’s
application. This type of litigation is often time-consuming, costly and may result in generic competition if the patents at issue are not upheld or if the generic competitor is found not to infringe upon the
owner’s patents. If the litigation is resolved in favor of the ANDA applicant or the challenged patent expires during the 30-month stay period, the stay is lifted and the FDA may thereafter approve the
application based on the usual standards for approval of ANDAs.
For various strategic and commercial reasons, manufacturers of generic medications frequently file ANDAs shortly after FDA approval of a branded drug regardless of the perceived strength and validity of
the patents associated with such products. Based on these past practices, we believe it is likely that one or more such generic manufacturers will file ANDAs with respect to SM-88, if approved by the FDA,
prior to the expiration of the patents related to those compounds.
The filing of an ANDA as described above with respect to any of our products could have an adverse impact on our stock price. Moreover, if any such ANDAs were to be approved and the patents covering
the relevant products were not upheld in litigation or if a generic competitor were found not to infringe these patents, the resulting generic competition would negatively affect our business, financial condition
and results of operations.
If approved, the marketing for SM-88, will be limited to the specific approved cancer indications and, if we want to expand the indications for which these drug candidates may be marketed, additional
regulatory approvals will need to be obtained, which may not be granted.
In addition to other areas of regulatory oversight, we will also need to comply with a variety of laws and regulations concerning the advertising and promotion of our products. For instance, the FDA closely
regulates the post-approval
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labeling, marketing and promotion of drugs, including standards and regulations for direct-to-consumer advertising, off-label promotion, product-specific risk evaluation mitigation strategies (REMS),
industry-sponsored scientific and educational activities and promotional activities involving the internet. Drugs may be marketed only for the approved indications and in accordance with the provisions of the
approved labeling. If we desire to market additional indications for SM-88, we will need to seek additional regulatory approvals requiring additional clinical trials to support the new indications, which would
be time-consuming and expensive and may produce results that do not support regulatory approvals. If we do not obtain additional regulatory approvals, our ability to expand our business will be limited.
If we are found to have promoted our products for off-label uses after FDA approval for the applicable indication(s) or to have engaged in inappropriate pre-approval promotion of SM-88, we may receive
warning letters and become subject to significant liability, which would materially harm our business. The federal government and states’ attorneys general have levied large civil and criminal fines against
companies for alleged improper promotion and has enjoined several companies from engaging in off-label promotion. If we become the target of such an investigation or prosecution based on our marketing
and promotional practices, we could face similar sanctions, which would materially harm our business. In addition, management’s attention could be diverted from our business operations, significant legal
expenses could be incurred and our reputation could be damaged. The FDA has also requested that companies enter into consent decrees or permanent injunctions under which specified promotional conduct is
changed or curtailed. If we are deemed by the FDA to have engaged in the promotion of our products for off-label use or engage in improper pre-approval promotion, we could be subject to FDA prohibitions
on the sale or marketing of our products or significant fines and penalties and the imposition of these sanctions could also affect our reputation and position within the industry.
Adverse results, side effects or injuries may happen and may lead to product liability claims. Liability claims could divert management’s attention from our core business, be expensive to defend, result in
sizable damage awards against us that may not be covered by liability insurance, and could harm our reputation in the marketplace among physicians and patients. Any of these events could harm our business
and results of operations and cause our stock price to decline.
Additionally, as with an existing number of previously approved oncology products, the FDA will likely require us to educate health care providers and patients about the proper use and administration of SM88 or any other drug products we develop in the future and obtain FDA approval to market.
Being a public company is expensive and administratively burdensome.
As a public reporting company, we are subject to the information and reporting requirements of the Securities Act of 1933, as amended (the “Securities Act”), the Exchange Act and other federal securities
laws, rules and regulations related thereto, including compliance with the Sarbanes-Oxley Act of 2002 (“SOX”). Complying with these laws and regulations requires the time and attention of our Board and
management and increases our expenses. Among other things, we must:
•

maintain and evaluate a system of internal controls over financial reporting in compliance with the requirements of Section 404 of SOX and the related rules and regulations of
the SEC and the Public Company Accounting Oversight Board;

•

maintain policies relating to disclosure controls and procedures;

•

prepare and distribute periodic reports, proxy statements, Forms 8-K and other reports and filings in compliance with our obligations under applicable federal securities laws;

•

institute a more comprehensive compliance function, including with respect to corporate governance; and

•

involve, to a greater degree, our outside legal counsel and accountants in the above activities and incur additional expenses relating to such involvement.

The cost of preparing and filing annual, quarterly and current reports, proxy statements and other information with the SEC and furnishing annual reports containing audited financial statements to
stockholders is expensive and
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much greater than that of a privately-held company. Compliance with these rules and regulations may require us to hire additional financial reporting, internal controls and other finance personnel and will
involve significant regulatory, legal and accounting expenses and the attention of management. There can be no assurance that we will be able to comply with the applicable regulations in a timely manner, if
at all. In addition, being a public company makes it more expensive for us to obtain director and officer liability insurance. Premiums for director and officer insurance can vary substantially from year-to-year
and have recently been increasing due to the growth in threatened and actual suits across public companies, which is even more pronounced in biotechnology. In the future, we may be required to accept
reduced coverage or incur substantially higher costs to obtain this coverage. These factors could also make it more difficult for us to attract and retain qualified executives and members of our Board,
particularly directors willing to serve on our audit committee.
We will continue to incur relatively outsized costs as a result of recently becoming a public company and in the administration of our organizational structure, including compliance with changing
regulations of corporate governance and public disclosure, which will pose challenges for our management.
As a public company, we will incur significant legal, accounting, insurance and other expenses that we did not incur as a private company, including costs associated with public company reporting
requirements. We also have incurred and will incur costs associated with federal securities law, SOX, the Dodd-Frank Wall Street Reform and Consumer Protection Act, and other laws and related rules and
regulations promulgated thereunder. We will continue to incur ongoing periodic expenses in connection with the administration of our organizational structure. The expenses incurred by public companies
generally for reporting and corporate governance purposes have been increasing, as changing laws and regulations and standards relating to corporate governance and public disclosure have created uncertainty
and increased the costs and risks of accessing the U.S. public markets. We expect these rules and regulations to increase our legal and financial compliance costs and to make some activities more timeconsuming and costly, although we are currently unable to estimate these costs with any degree of certainty. Our management team will need to continue to devote significant time and financial resources to
comply with both existing and evolving standards for public companies, and, as a result, we will continue to incur costs with compliance activities and require that management dedicate significant time and
attention to compliance activities, which may impact their ability to focus on operations and normal business activities.
Additionally, there continues to be public interest and increased legislative pressure related to environmental, social and governance (“ESG”) activities of public companies. We risk negative stockholder
reaction, including from proxy advisory services, as well as damage to our brand and reputation, if we do not act responsibly in a number of key areas, including diversity and inclusion, environmental
stewardship, support for local communities, corporate governance and transparency and considering ESG factors in our operations. There is a growing number of states requiring organizations to report their
board composition as well or mandating gender diversity, including New York and California.
Furthermore, if we are unable to satisfy our obligations as a public company, we could be subject to delisting of our common stock, fines, sanctions and other regulatory action and potentially civil litigation.
For example, Nasdaq’s quantitative listing standards require, among other things, that listed companies maintain a minimum closing bid price of $1.00 per share. Given the increased volatility and market
reaction to the COVID-19 pandemic, we may be unable to maintain such a bid price and could face delisting proceedings.
ITEM 1B.

UNRESOLVED STAFF COMMENTS

We are a smaller reporting company as defined in Regulation S-K of the Securities Act, and are not required to provide the information under this item.
ITEM 2.

PROPERTIES

Our principal executive offices are located at 17 State Street, 7th Floor, New York, New York 10004, where we lease and occupy approximately 4,752 square feet of office space, with a lease term expiring
August 30, 2020. Our costs for this space are approximately $250,000 per year plus certain tax, utilities and other expenses.
We also maintain a two year lease for an office in Bedminster, New Jersey, where we lease and occupy approximately 1,962 square feet of office space. We estimate our total annual costs for this office at
approximately $42,000 per year.
71

110

Back to TABLE OF CONTENTS

Table of Contents

We believe that our existing facilities are adequate for our current and near-term growth of our administrative operations. We will rely on clinical research centers, hospitals, contract research organizations
and other parties for suitable space and facilities to conduct our clinical trials. We will explore, in the future, establishing a dedicated technical facility, when we believe the need for such a facility has arisen.
No assurance can be given that such a facility can be located without difficulty or at a cost favorable to us.
ITEM 3.

LEGAL PROCEEDINGS

We are not currently a party to any material legal proceedings and we are not aware of any pending or threatened legal proceeding against us that we believe could have a material adverse effect on us, our
business, operating results or financial condition.
ITEM 4.

MINE SAFETY DISCLOSURES

Not applicable.
ADDITIONAL ITEM. EXECUTIVE OFFICERS OF THE REGISTRANT
Our executive officers and their positions as of May 22, 2020 were:
Title and Business Experience

Steve Hoffman

Age

Mr. Hoffman has served as Chief Executive Officer of our wholly-owned subsidiary, Tyme, Inc. since its formation in July 2013, and a manager
of our wholly-owned subsidiary, Luminant Biosciences, LLC, since its formation in September 2011. In such roles and continuing with his
current position as Chief Executive Officer and Chief Science Officer of the Company, which commenced in March 2015, he supervises the
development of our product candidates.

57

Ben R. Taylor

Mr. Taylor has served as President and Chief Financial Officer since April 2017.

43

Dr. Giuseppe Del Priore

Dr. Del Priore has served as Chief Medical Officer since November 2015. Dr. Del Priore also served on our Advisory Board from April 2015 to
November 2015.

57

Dr. Jonathan Eckard

Dr. Eckard has served as Chief Scientific Affairs Officer since August 2017 and assumed the role of Chief Business Officer in March 2019.

46

Michele Korfin

Ms. Korfin has served as our Chief Commercial Officer since October 2018 and assumed the role of Chief Operating Officer in March 2019.

48

James Biehl

Mr. Biehl has served as our Chief Legal Officer and Secretary since September 2018 and served on our Board from 2017 until September 2018.

56

Barbara C. Galaini

Ms. Galaini has served as our Principal Accounting Officer since August 2018 and our Corporate Controller since April 2018.

62
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PART II
ITEM 5.

MARKET FOR REGISTRANT’S COMMON EQUITY, RELATED STOCKHOLDER MATTERS AND ISSUER PURCHASES OF EQUITY SECURITIES

Public market for our common stock
Our common stock has been traded on the Nasdaq Capital Market under the symbol “TYME” since July 27, 2017. Prior to July 27, 2017, our common stock was quoted on the over-the counter market, QB
Tier, under the symbol “TYME.” Our transfer agent is Continental Stock and Transfer and Trust Company.
The closing price of TYME stock as of May 18, 2020 was $1.70.
Holders; Shares Outstanding
We had a total of 123,312,252 shares of our common stock outstanding on May 18, 2020, held by approximately 180 stockholders of record. The actual number of stockholders is greater than this number of
record holders, and includes stockholders who are beneficial owners, but whose shares are held in “street name” by brokers and other nominees.
Dividend Policy
We have never paid any cash dividends on our common stock and do not anticipate paying any cash dividends on our common stock in the foreseeable future. We intend to retain future earnings to fund
ongoing operations and future capital requirements. Any future determination to pay cash dividends will be at the discretion of our Board and will be dependent upon financial condition, results of operations,
capital requirements and such other factors as our Board deems relevant. Further, in the event that we issue any shares of a class or series of our preferred stock, the designation of such class or series could
limit our ability to pay dividends on our common stock.
Securities Authorized for Issuance Under Equity Compensation Plan
Reference is made to the information in Item 12 of this report under the caption “Equity Compensation Plans in effect as of March 31, 2020,” which is incorporated herein by this reference.

Share Repurchases
During the twelve months ended March 31, 2020, we did not repurchase any shares of common stock.

ITEM 6. SELECTED FINANCIAL DATA
We are a smaller reporting company as defined in Regulation S-K of the Securities Exchange Act of 1934, as amended, and are not required to provide the information under this item.
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ITEM 7.

MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS

You should read the following discussion and analysis of our financial condition and results of operations together with our financial statements and related notes appearing in this Annual Report. Some of the
information contained in this discussion and analysis or set forth elsewhere in this Annual Report, including information with respect to our plans and strategy for our business and related financing, includes
forward-looking statements that involve risks and uncertainties. As a result of many factors, including those factors set forth in the “Risk Factors” section of this Annual Report, our actual results could differ
materially from the results described in or implied by the forward-looking statements contained in the following discussion and analysis. As used in this report, unless the context suggests otherwise, “we,”
“us,” “our,” “the Company,” “TYME” or “Tyme Technologies” refer to Tyme Technologies, Inc., together with its subsidiaries.
Overview
TYME is an emerging biotechnology company developing cancer metabolism-based therapies (CMBTsTM) that are intended to be effective across a broad range of solid tumors and hematologic cancers,
while also maintaining patients’ quality of life through relatively low toxicity profiles. Unlike targeted therapies that attempt to regulate specific pathways within cancer, TYME’s therapeutic approach is
designed to take advantage of a cancer cell’s innate metabolic requirements to cause cancer cell death. Our first-in-class CMBT compounds include SM-88 and TYME-18. These compounds are structurally
and mechanistically different, and we believe they offer the potential for better and safer medicines. Early clinical results demonstrated by SM-88 in multiple advanced cancers, including pancreatic, prostate,
sarcomas and breast, reinforce the potential of our emerging CMBT pipeline. Moreover, we believe our pipeline offers hope to patients for a new future in long-term management of advanced cancers.
Our lead clinical CMBT compound, SM-88, is an oral investigational modified proprietary tyrosine derivative that is hypothesized to interrupt the metabolic processes of cancer cells by breaking down the
cells’ key defenses and leading to cell death through oxidative stress and exposure to the body’s natural immune system. To date, clinical trial data have shown that SM-88 has achieved confirmed tumor
responses across 15 different cancers, both solid and liquid tumors, including pancreatic, lung, breast, prostate, sarcoma and lymphoma cancers with minimal serious Grade 3 or higher adverse events, which
we believe is rare for investigational compounds. Our lead compound SM-88 is now in a pivotal trial and a Phase II/III adaptive randomized trial with registration intent for patients with second- and third-line
pancreatic cancer. In fiscal year 2020, we launched our pivotal study for SM-88 in the third-line treatment of pancreatic cancer through an amendment to our ongoing TYME-88-Panc trial (Part 2); with the
first patient dosed in the third quarter of the fiscal year. We anticipate the trial to be fully enrolled by the end of calendar year 2020 or early calendar year 2021. We currently estimate the cost of the TYME88-Panc trial (Part 2) to be approximately $15 million, with such costs anticipated to extend through calendar year 2021. We have partnered with the Pancreatic Cancer Action Network (“PanCAN”) to study
SM-88 in an adaptive randomized Phase II/III trial with registration intent known as Precision PromiseSM. In Precision Promise, SM-88 is initially being studied as second-line monotherapy and the study of
SM-88 could expand to first-line combination therapy with standard of care. The remaining estimated cost for Precision Promise Stage 1 is approximately $7.5 million. Patients are also being enrolled in a
Phase II study evaluating SM-88 in high-risk sarcomas and we presented final SM-88 Phase II clinical data at the European Society for Medical Oncology’s ESMO 2019 conference showing encouraging
clinical benefit in patients with bio-marker recurrent prostate cancer. The Company is actively evaluating the expansion of our clinical program to hematological, breast, prostate and other cancers.
TYME-18 is a CMBT compound under development that is delivered intratumorally. Like SM-88, TYME-18 leverages the unique metabolism of cancer to create a treatment for inoperable tumors.
Preliminary observations of the local administration of TYME-18, an amphiphilic steroid acid, suggested its potential as an important regulator of energy metabolism that may impede the ability of tumors to
increase in size which could prove useful in difficult-to-treat cancers. In initial preclinical xenograft mouse studies, TYME-18 was able to completely resolve over 90 percent (11/12 mice) of established
colorectal tumors within 12 days versus an average of over 600 percent growth in the control animals. The Company plans to continue with the development of TYME-18 in solid tumors and to provide details
of an IND-enabling program this calendar year.
74

113

Back to TABLE OF CONTENTS

Table of Contents

COVID-19 Update
In March 2020, the World Health Organization categorized the novel coronavirus (COVID-19) as a pandemic and the President of the United States declared the COVID-19 outbreak a national emergency.
The COVID-19 pandemic, and actions taken by governments and others in response thereto, has negatively impacted the global economy, financial markets, and the industries in which we operate and has
disrupted day-to-day life. We are
closely monitoring the impact of COVID-19 on all aspects of our business, our clinical trials, and the safety of
patients. We have worked closely with our clinical trial sites during the pandemic. At this time, all trials for SM-88 are still actively enrolling patients and we believe we have sufficient clinical supply to
complete all of our trials. We are targeting full enrollment for the TYME-88-Panc pivotal trial by late-2020 to early 2021. We are committed to working with the clinical trial sites to assure appropriate access
for patients who are seeking clinical trial options for these advanced cancers for which the patients have limited or no other treatment options. However, the extent to which COVID-19 impacts our product
candidates and business, including our access to capital markets and financing sources, depends on numerous evolving factors that that are highly uncertain and cannot be accurately predicted, including those
identified under “Risk Factors” in this Annual Report on Form 10-K, many of which are beyond our control. Management continues to monitor the situation closely and intends to implement business
continuity and emergency response plans as needed.
Critical Accounting Policies and Recent Accounting Pronouncements
While our significant accounting policies are more fully described in Note 2 to the Consolidated Financial Statements appearing elsewhere in this Annual Report on Form 10-K, we believe the following
accounting policies are critical to the preparation of our financial statements. The financial information presented in this section is in conformity with accounting principles generally accepted in the United
States of America (“GAAP”).
Research and Development Expenses
Research and development costs are expensed as incurred and are primarily comprised of, but not limited to, external research and development expenses incurred under arrangements with third parties, such
as contract research organizations (“CROs”), contract manufacturing organizations (“CMOs”) and consultants that conduct clinical and preclinical studies, costs associated with preclinical and development
activities, costs associated with regulatory operations, depreciation expense for assets used in research and development activities and employee related expenses, including salaries and benefits for research
and development personnel. Costs for certain development activities, such as clinical studies, are accrued, over the service period specified in the contract and recognized based on an evaluation of the progress
to completion of specific tasks using data such as patient enrollment, clinical site activations or information provided to us by our vendors on their actual costs incurred. Payments for these activities are based
on the terms of the individual arrangements, which may differ from the patterns of costs incurred, and are reflected in the consolidated financial statements as prepaid or accrued expense.
Income Taxes
Our income tax expense, deferred tax assets and liabilities, and liabilities for unrecognized tax benefits reflect management’s best estimate of current and future taxes to be paid. We are subject to federal
income taxes in the United States, as well as in various U.S. state jurisdictions. Significant judgments and estimates are required in the determination of the income tax expense.
Deferred income taxes arise from temporary differences between the tax basis of assets and liabilities and their reported amounts in the financial statements, which will result in taxable or deductible amounts
in the future. Deferred tax assets and liabilities are measured using enacted tax rates expected to apply to taxable income in the years in which those temporary differences are expected to be recovered or
settled. The effect on deferred tax assets and liabilities of a change in tax rates is recognized in income in the period that includes the enactment date. The assumptions about future taxable income require the
use of significant judgment and are consistent with the plans and estimates we are using to manage the underlying businesses. In evaluating the objective evidence that historical results provide, we consider
three years of cumulative operating income (loss).
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A valuation allowance is provided when, after consideration of available positive and negative evidence, that it is not more likely than not that the benefit from deferred tax assets will be realizable. In
recognition of this risk, we have provided a full valuation allowance against the net deferred tax assets.
The calculation of our tax liabilities involves dealing with uncertainties in the application of complex tax laws and regulations in various jurisdictions. ASC 740 “Income Taxes” states that a tax benefit from
an uncertain tax position may be recognized when it is more likely than not that the position will be sustained upon examination, including resolutions of any related appeals or litigation processes, on the basis
of the technical merits.
As of March 31, 2020, the Company had gross U.S. federal net operating loss carryforwards of approximately $69.3 million, which may be available to offset future income tax liabilities and will begin to
expire at various dates starting in 2033. As of March 31, 2020, the Company had gross federal research and development tax credit carryforwards of $2.1 million available to reduce future tax liabilities which
will begin to expire at various dates starting in 2030. As of March 31, 2020, none of the Company’s state net operating losses have value due to the apportionment rule in the states where state income tax
returns are currently filed. We had unrecognized tax benefits of $318,000 and $127,000 at March 31, 2020 and 2019, respectively. Increases or decreases would not have an effect on the effective tax rate.
The Company files federal income tax returns in the United States, and various state jurisdictions. The federal and state income tax returns are generally subject to tax examinations for the period January 1,
2016 through March 31, 2019. To the extent the Company has tax attribute carryforwards, the tax years in which the attribute was generated may still be adjusted upon examination by the Internal Revenue
Service or state tax authorities to the extent utilized in a future period. In addition, we had no income tax related penalties or interest for periods presented in these consolidated financial statements. When and
if we were to recognize interest and penalties related to unrecognized tax benefits, they would be reported in tax expense.
Stock-Based Compensation
We follow the authoritative guidance for accounting for stock-based compensation in ASC 718, “Compensation-Stock Compensation.” The guidance requires that stock-based payment transactions be
recognized in the financial statements based on their fair value at the grant date and recognized as compensation expense over the vesting period as services are being provided.
The fair value of each stock option grant is estimated on the date of grant using the Black-Scholes option-pricing model. The use of the Black-Scholes option pricing model requires management to make
assumptions with respect to the expected term of the option, the expected volatility of the common stock consistent with the expected term of the option, risk-free interest rates, the value of the common stock
and expected dividend yield of the common stock. For awards subject to time-based vesting conditions, we recognize stock-based compensation expense equal to the grant date fair value of stock options on a
straight-line basis over the requisite service period, which is generally the vesting term. The Company accounts for forfeitures as they occur, rather than estimating forfeitures as of an award’s grant date.
The Company adopted ASU 2018-07 and, as such, the fair value of options granted to non-employees is estimated at the date of grant only, and the expected term is determined using the simplified method for
options granted to non-employees and consultants.
Derivative Warrant Liability
Certain freestanding common stock warrants that are related to the issuance of common stock are classified as liabilities and recorded at fair value due to characteristics that require liability accounting,
primarily the obligation to issue registered shares of common stock upon notification of exercise and certain price protection provisions. Warrants of this type are subject to re-measurement at each balance
sheet date and any change in fair value is recognized as a component of other income (expense) in the consolidated statement of operations.
As noted in Note 9, Stockholders’ Equity, the Company classifies a warrant to purchase shares of its Common Stock as a liability on its consolidated balance sheet if the warrant is a free-standing financial
instrument that contains
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certain price protection features that cause the warrants to be treated as derivatives. Each warrant of this type is initially recorded at fair value on date of grant using the Monte Carlo simulation model and is
subsequently re-measured to fair value at each subsequent balance sheet date. Changes in fair value of the warrant are recognized as a component of other income (expense) in the consolidated statement of
operations. The Company will continue to adjust the liability for changes in fair value until the earlier of the exercise or expiration of the warrant. The Company utilizes Level 3 fair value criteria to measure
the fair value of the warrants.
Refer to Note 2 to our Consolidated Financial Statements for a discussion of Recent Accounting Pronouncements.
Results of Operations
Year ended March 31, 2020 Compared to Year Ended March 31, 2019
Net loss for the year ended March 31, 2020 was $22,001,000 compared to $32,983,000 for the year ended March 31, 2019. The decrease in the net loss compared to the prior year is due to decreased operating
costs and expenses and income from change in fair value of warrant liability in 2020, as highlighted below.
Cash used in operating activities for the year ended March 31, 2020 was $19,560,000 compared to $20,116,000 for the year ended March 31, 2019. See “Cash Flows” section below for further details.
Revenue
During the years ended March 31, 2020 and March 31, 2019, we did not realize any revenues from operations. We do not anticipate recognizing any revenues until such time as one of our products has been
approved for marketing by appropriate regulatory authorities or we enter into collaboration or licensing arrangements, none of which is anticipated to occur in the near future.
Operating Expenses
For the year ended March 31, 2020, operating costs and expenses totaled $25,760,000, compared to $31,777,000 for the year ended March 31, 2019, representing a decrease of $6,017,000, of which
$2,471,000 relates to severance expense recorded in the year ended March 31, 2019. Operating costs and expenses by function were comprised of the following:
•

Research and development expenses were $12,956,000 for the year ended March 31, 2020, compared to $14,719,000 for the year ended March 31, 2019, representing a decrease
of $1,763,000. Substantially all research and development expenditures have been incurred in respect of our lead drug candidate SM-88 and its technology platform. Research
and development activities primarily consist of the following:
•

Study and consulting expenses were $7,713,000 for the year ended March 31, 2020, compared to $9,554,000 for the year ended March 31, 2019,
representing a decrease of $1,841,000 between the comparable periods. The decrease is mainly attributable to the timing of activity related to Part 1 of our
Tyme-88-Panc Phase II trial and our recently completed Phase II prostate clinical trial that was completed in fiscal year 2020. Study costs are anticipated to
vary between future accounting periods as we continue to develop our drug candidates and seek governmental approval of such drug candidates.

•

Salary and salary related expenses for research and development personnel was $2,697,000 for the year ended March 31, 2020, compared to $2,307,000 for
the year ended March 31, 2019, representing an increase of $390,000 between comparable periods, primarily due to costs associated with an increased
employee base.

•

Included in research and development expense for the year ended March 31, 2020 is $2,537,000 of stock based compensation related to stock options
granted to research and development personnel compared to $2,844,000 for the year ended March 31, 2019, representing a decrease of $307,000 between the
comparable periods, primarily due to reduction in expense for grants that fully amortized partially offset by the amortization of expense related to options
granted to employees during fiscal year 2020.
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•

•

General and administrative expenses were $12,804,000 for the year ended March 31, 2020, compared to $14,587,000 for the year ended March 31, 2019, representing a decrease
of $1,783,000. The general and administrative expenses include:
•

Stock based compensation related to stock options granted was $3,549,000 for the year ended March 31, 2020, compared to $5,719,000 for the year ended
March 31, 2019, representing a decrease of $2,170,000, primarily attributable to grants that fully amortized, partially offset by amortization of grants granted
to employees, board members and consultants during fiscal year 2020.

•

Legal, professional services, accounting and auditing expenses for the year ended March 31, 2020, was $3,205,000, compared to $3,834,000 for the year
ended March 31, 2019, representing a decrease of $629,000, primarily related to decreases in legal and accounting fees, partially offset by increases in
investor relations and communications activity in fiscal year 2020.

•

Salary and salary related expenses for non-research and development personnel was $3,741,000 for the year ended March 31, 2020, compared to $3,245,000
for the year ended March 31, 2019, representing an increase of $496,000 between the comparable periods due to costs associated with an increased employee
base.

•

Other general and administrative expenses for the year ended March 31, 2020 was $2,309,000, compared to $1,789,000 for the year ended March 31, 2019,
representing an increase of $520,000 between the comparable periods due to higher costs in fiscal year 2020 related to warrant issuances, insurance and other
administrative costs.

There was no severance expense for the year ended March 31, 2020. For the year ended March 31, 2019, severance expense was $2,471,000. On March 15, 2019, we entered
into a Release Agreement related to the separation of employment of our former Chief Operating Officer. The Release Agreement provides for salary continuance for five years,
reimbursement of health benefits for three years and a modification to his outstanding stock options to extend the post-termination exercise period for his vested options from
three months to five years. The severance expense was recorded at its present value and included $0.4 million relating to stock option modification.

Other Income/Expenses
For the year ended March 31, 2020, the Company had $3,645,000 of income related to the change in fair value of warrant liability. The warrant liability was established in connection with the issuance
of warrants from the underwritten registered offering that closed on April 2, 2019.
For the year ended March 31, 2020, the Company incurred $114,000 of interest expense as compared to $7,000 in the year ended March 31, 2019 related to the severance and insurance note payables.
Interest income for the year ended March 31, 2020 was $229,000 as compared to $90,000 in the year ended March 31, 2019, which represents interest income earned on bank deposits.

Warrant Modification
There was no warrant modification expense for the year ended March 31, 2020. Warrant modification expense for the year ended March 31, 2019 was $1,289,000, representing the incremental value of the
maturity extension of the 3,483,521 outstanding March and April 2017 Private Placement (see Note 9 to the Consolidated Financial Statements) warrants as compared to the original warrants, both valued on
the modification dates which is reflected in warrant modification expense in the consolidated statement of operations.
Income Tax
Our effective income tax rate for the years ended March 31, 2020 and 2019 was zero percent.
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Adjusted Net Loss and Adjusted Net Loss per Share
Adjusted net loss for the year ended March 31, 2020, was $19,560,000 or $0.17 per share compared to $22,743,000 or $0.23 per share for the year ended March 31, 2019 after adjusting for change in fair value
of warrant liability, warrant modification expense, severance stock based compensation and amortization of employees, directors and consultants stock options. Adjusted net loss and adjusted net loss per share
are non-GAAP measures. See “Use of Non-GAAP Measures” below for a reconciliation to the comparable GAAP measures.
Use of Non-GAAP Measures
Adjusted net loss and adjusted net loss per share as presented in this report are non-GAAP measures. The adjustments relate to the change in fair value of warrant liability, warrant modification expenses,
severance stock based compensation and amortization of employees, directors and consultants stock options. These financial measures are presented on a basis other than in accordance with U.S. generally
accepted accounting principles ("Non-GAAP Measures"). In the reconciliation tables that follow, we present adjusted net loss and adjusted net loss per share, reconciled to their comparable GAAP measures,
net loss and net loss per share. These items are adjusted because they are not operational or because they are significant noncash charges and management believes these adjustments are meaningful to
understanding the Company's performance during the periods presented. These Non-GAAP Measures should be considered a supplement to, not a substitute for, or superior to, the corresponding financial
measures calculated in accordance with GAAP. Our definitions of adjusted net loss and adjusted loss per share may not be comparable to similar measures reported by other companies.
Reconciliation of Net Loss to Adjusted Net Loss

Net loss (GAAP)
Adjustments:
Change in fair value of warrant liability
Warrant modification expense
Severance stock based compensation
Amortization of employees, directors and consultants stock options
Adjusted net loss (non-GAAP)

$

$

For the Year Ended March 31,
2020
2019
(22,001,000)
$
(32,983,000)
(3,645,000)
—
—
6,086,000
(19,560,000)

$

—
1,289,000
388,000
8,563,000
(22,743,000)

Reconciliation of Net Loss Per Share to Adjusted Basic and Diluted Net Loss Per Share

Net loss per share (GAAP)
Adjustments:
Change in fair value of warrant liability
Warrant modification expense
Severance stock based compensation
Amortization of employees, directors and consultants stock options
Adjusted basic and diluted net loss per share (non-GAAP)

$

$

For the Year Ended March 31,
2020
2019
(0.19)
$
(0.03)
—
—
0.05
(0.17)

$

(0.32)
—
0.01
*
0.08
(0.23)

* The effect of the change was negligible to the adjusted basic and diluted net loss per share.

The Non-GAAP Measures for the year ended March 31, 2020 and 2019 provide management with additional insight into the Company’s results of operations from period to period by excluding certain nonoperational and non-cash charges, and are calculated using the following adjustments to net loss:
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a)

The warrants issued as part of an equity offering on April 2, 2019 are measured at fair value using a Monte Carlo model which takes into account, as of the valuation date, factors including the
current exercise price, the remaining contractual term of the warrant, the current price of the underlying stock, its expected volatility, the risk-free interest rate for the term of the warrant and
the estimates of the probability of fundamental transactions occurring. The warrant liability is revalued at each reporting period or upon exercise. Changes in fair value are recognized in the
consolidated statements of operations and are excluded from adjusted net loss and adjusted net loss per share.

b)

The Company uses the Black-Scholes option pricing model to determine fair value of stock options granted. For employees and non-employees, the compensation expense is amortized over the
requisite service period which approximates the vesting period. The expense is excluded from adjusted net loss and adjusted net loss per share.

c)

The Company uses the Black-Scholes option pricing model to determine the expense associated with the modification of warrants and stock based compensation grants.

Adjusted basic net loss per share is computed by dividing adjusted net loss by the weighted average number of shares of Company common stock outstanding for the period, and adjusted diluted loss per share
is computed by also including common stock equivalents outstanding for the period. During the periods presented, the calculation excludes any potential dilutive common shares and any equivalents as they
would have been anti-dilutive as the Company incurred losses for the periods then ended.
Liquidity and Capital Resources
Liquidity and Capital Requirements Outlook
We anticipate requiring additional capital to further fund the development of our product candidates, as well as to engage in potential partnerships or collaborations. The most significant funding needs are in
connection with (i) conducting Part 2 of TYME-88-Panc, our pivotal trial, and participating in Precision Promise, an adaptive randomized Phase II/III trial with registration intent, which examine our lead
compound SM-88 for patients with second- and third-line pancreatic cancer, (ii) participating in an investigator-initiated clinical trial of SM-88 in sarcoma, and (iii) conducting additional or related studies and
investigations, including small-scale pre-clinical studies related to the mechanism of action of our lead clinical program SM-88 and other potential drug candidates. The greater scale of these trials is expected
to lead to increased costs, including providing SM-88 for patient use. If we determine to move beyond the pre-clinical stage for any of our pre-clinical trials or if we pursue studies in other cancer types, our
liquidity requirements will be increased. As discussed elsewhere in this Annual Report on Form 10-K, we are actively evaluating the expansion of our clinical program to hematological, breast, prostate and
other cancers.
Primarily as a result of its active clinical trials, as well as other business developments, the Company currently anticipates that its quarterly cash usage, or “cash burn rate”, will increase in fiscal 2021
compared to fiscal 2020 and is expected to approximate $7.0 million to $8.0 million per quarter.
As of March 31, 2020, the Company had cash on hand of approximately $26.7 million and a working capital of approximately $22.5 million.
Management has concluded that substantial doubt does not exist regarding the Company’s ability to satisfy its obligations as they come due during the twelve-month period following the issuance of these
financial statements. This conclusion is based on the Company’s assessment of qualitative and quantitative conditions and events, considered in aggregate as of the date of issuance of these financial
statements that are known and reasonably knowable. Among other relevant conditions and events, including the ongoing COVID-19 pandemic and related government and economic reactions, the Company
has considered its operational plans, liquidity sources, obligations due or expected, funds necessary to maintain the Company’s operations, and potential adverse conditions or events as of the issuance date of
these financial statements.
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The Company has historically funded its operations primarily through equity offerings of its common stock. We regularly evaluate opportunities to raise capital and obtain necessary, as well as opportunistic
financing. To meet our short and long-term liquidity needs, we currently expect to use existing cash balances and a variety of other means, including potential issuances of debt or equity securities in public or
private financings, option exercises, and partnerships and/or collaborations. The demand for the equity and debt of biopharmaceutical companies like ours is dependent upon many factors, including the
general state of the financial markets. During times of extreme market volatility, capital may not be available on favorable terms, if at all. Our inability to obtain such additional capital could materially and
adversely affect our business operations.
While we will continue to seek capital through a number of means, there can be no assurance that additional financing will be available on acceptable terms, if at all, and our negotiating position in capital
generating efforts may worsen as existing resources are used.
Additional equity financing, which we expect to raise, may be dilutive to our stockholders; debt financing, if available, may involve significant cash payment obligations and covenants that restrict our ability
to operate as a business; and our stock price may not reach levels necessary to induce option exercises. If we are unable to raise the funds necessary to meet our long-term liquidity needs, we may have to delay
or discontinue the development of certain or all of our drug candidates or raise funds on terms that we currently consider unfavorable.
From time to time, we may also restructure our outstanding securities or seek to repurchase or redeem them if we
believe doing so would provide us with additional flexibility to raise capital or is otherwise in the best interests of the Company.
Historical Financings
On January 7, 2020, the Company and Eagle Pharmaceuticals, Inc. (“Eagle”) entered into a Securities Purchase Agreement (the “Eagle SPA”), pursuant to which the Company issued and sold to Eagle
10,000,000 shares of common stock, at a price of $2.00 per share. The Eagle SPA provides that Eagle will, subject to certain conditions, make an additional payment of $20 million upon the occurrence of a
milestone event, which is defined as the earlier of (i) achievement of the primary endpoint of overall survival in the TYME-88-Panc pivotal trial; (ii) achievement of the primary endpoint of overall survival in
the PanCAN Precision PromiseSM SM-88 registration arm; or (iii) U.S. Food and Drug Administration (“FDA”) approval of SM-88 in any cancer indication. This payment would be split into a $10 million
milestone cash payment and a $10 million investment in TYME at a 15% premium to the then prevailing market price. Eagle’s shares will be restricted from sale until the earlier of three months following the
milestone event or the three-year anniversary of the agreement.
On October 18, 2019, the Company entered into an Open Market Sale AgreementSM (the “Sale Agreement”) with Jefferies LLC (“Jefferies”), pursuant to which the Company may, from time to time, sell
shares of Common Stock, having an aggregate offering price of up to $30,000,000 through Jefferies, as the Company’s sales agent (the “Jefferies ATM”). The shares will be offered and sold by the Company
pursuant to its previously filed and currently effective Registration Statement on Form S-3, as amended (Reg. No. 333-211489). Any sales of Common Stock pursuant to the Sales Agreement will be made by
methods deemed to be an “at-the-market offering” as defined in Rule 415 promulgated under the Securities Act. Jefferies will use commercially reasonable efforts to sell the shares from time to time, based on
the instructions of the Company. The Company will pay Jefferies a commission rate of three percent (3%) of the gross proceeds from the sales of shares of Common Stock sold pursuant to the Sale Agreement.
Under the Sale Agreement, the Company is not required to use the full available amount authorized and it may, by giving notice as specified in the Sale Agreement, terminate the Sale Agreement at any time.
During the year ended March 31, 2020, the Company raised approximately $1.7 million in gross proceeds via the sale of 1,361,315 shares of common stock under the Jefferies ATM. The Company incurred
$0.2 million of related costs which offset such proceeds. As of March 31, 2020, there remained approximately $28.3 million of availability in the Jefferies ATM.
Prior to the Jefferies ATM, the Company had a similar facility with Canaccord Genuity Inc. (“Canaccord”) that was closed shortly prior the opening of the Jefferies ATM. On November 2, 2017, the Company
had entered into an equity distribution agreement with Canaccord to commence an at-the-market offering that had an aggregate potential offering price up to $30,000,000 (the “Canaccord ATM”).The
Company did not sell any shares through the
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Canaccord ATM during the year ended March 31, 2020. During the fiscal year ending March 31, 2019, the Company raised approximately $5,844,000 in gross proceeds from the facility. On October 2, 2019,
the Company sent notice terminating the Canaccord ATM effective October 12, 2019, having raised a total of $12.1 million through the facility between November 2, 2017 and October 2, 2019.
On April 2, 2019, the Company closed on an underwritten registered offering of 8,000,000 shares of its common stock, par value $0.0001 per share (“Common Stock”), and warrants to purchase up to
8,000,000 shares of its common stock with an exercise price of $2.00 per share (the “Existing Warrants”) at a combined purchase price of $1.50 per share of common stock and accompanying warrant. The net
proceeds to the Company, after deducting underwriting discounts and commissions and estimated offering expenses payable by the Company, were approximately $11 million. The proceeds of the offering are
being used for continued and new clinical trials, continued development of compounds, and other general corporate purposes. However, as further described under
the subheading “Exchange Agreements” below, on May 20, 2020, the Company exchanged the Existing
Warrants with their respective holders for shares of the Company’s Common Stock or new warrants in reliance
upon the exemption from registration provided by Section 3(a)(9) of the Securities Act of 1933, as amended. After
such exchanges, the Existing Warrants no longer remained outstanding.
Cash Flows
Net cash used in or provided by operating, investing and financing activities from continuing operations were as follows:
2020

Net cash used in operating activities
Net cash used in investing activities
Net cash provided by financing activities

$
$
$

(19,560,000)
—
31,958,000

2019

$
$
$

(20,116,000)
(16,000)
5,458,000

Operating Activities
Our cash used in operating activities in the year ended March 31, 2020 totaled $19.6 million which is the sum of (i) our net loss of $22.0 million, adjusted for non-cash expenses totaling $2.4 million (which
includes equity-based compensation, change in fair value of warrant liability and depreciation and amortization), and (ii) changes in operating assets and liabilities which netted to a negligible amount.
Our cash used in operating activities in the year ended March 31, 2019 totaled $20.1 million which is the sum of (i) our net loss of $33.0 million, adjusted for non-cash expenses totaling $10.3 million (which
includes equity-based compensation, warrant modification expense, severance stock option modification, and depreciation and amortization), and (ii) changes in operating assets and liabilities of $2.6 million.
Investing Activities
There were no investing activities in the year ended March 31, 2020. During the year ended March 31, 2019 investing activities included $16 thousand for the purchase of property and equipment.
Financing Activities
During the year ended March 31, 2020, our finance activities mainly consisted of the following:
•

In April 2019, the Company raised $11.3 million after underwriting discounts and before offering expenses through an underwritten registered offering of 8,000,000 shares of our Common
Stock, and 8,000,000 common stock purchase warrants. Each Existing Warrant entitles its holder to purchase one share of Common Stock (each, a “Warrant Share”) at an exercise price of
$2.00 per Warrant Share. The Warrants expire five years from the date of issuance and vest immediately. The warrants are recorded as a derivative liability on the statement of balance sheet
and will be subject to remeasurement.

•

The Company raised approximately $1.7 million in gross proceeds via sale of 1,361,315 shares of Common Stock through the Jefferies ATM. The Company incurred $0.2 million of related
costs which offset the
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proceeds. At March 31, 2020 there remained approximately $28.3 million of availability to sell shares through the Jefferies ATM.
•

In January 2020, the Company raised $20 million before offering expenses through the Eagle SPA, pursuant to which the Company issued and sold to Eagle 10,000,000 shares of common
stock, at a price of $2.00 per share.

•

The Company made payments of $597,000 on the insurance note payable related to premiums for its Director and Officer liability insurance coverage.

During the year ended March 31, 2019, our financing activities consisted of the following:
•

The Company raised approximately $5.7 million in net proceeds after sales commissions and expenses of the offering through the Canaccord ATM via the sale of 2,383,884 shares of our
common stock.

•

The Company made payments of $480,000 on the insurance note payable related to premiums for its Director and Officer liability insurance coverage.

Subsequent Events
Exchange Agreements
On May 20, 2020, the Company entered into exchange agreements with holders (the “Holders”) of the Existing Warrants. The Existing Warrants were offered and issued pursuant to the Company’s
Registration Statement on Form S-3 (Registration No. 333-211489), which was declared effective by the Securities and Exchange Commission on August 16, 2017, a base prospectus dated August 16, 2017
and a prospectus supplement dated March 28, 2019.
Pursuant to exchange agreements (the “Share Exchange Agreements”) with Holders of Existing Warrants to purchase 5,833,333 shares of Common Stock in the aggregate, the Company issued an aggregate of
2,406,250 shares of Common stock (the “Exchange Shares”) in exchange for such Existing Warrants. Concurrently therewith, each such Holder executed and delivered to the Company a leak-out agreement
(a “Share Leak-Out Agreement”) that contains trading restrictions with respect to the Exchange Shares, which (i) for the first 90 days, prohibit any sales of Exchange Shares, (ii) for the subsequent 90 days,
limit sales of Exchange Shares on any day to 2.5% of that day’s trading volume of Common Stock, and (iii) prohibit new short positions or short sales on Common Stock for the combined 180 day period.
The Company also entered into an exchange agreement (the “Warrant Exchange Agreement”) with another Holder of Existing Warrants to purchase 2,166,667 shares of Common Stock in the aggregate.
Pursuant to the Warrant Exchange Agreement, the Company issued such Holder a new warrant (the “New Warrant”) to purchase the same number of shares of Common Stock. The New Warrant has the same
expiration date, April 2, 2024, as the Existing Warrants, but has an exercise price of $1.80 and does not include the price protection, anti-dilution provisions or other restrictions on Company action from the
Existing Warrants. Concurrently therewith, such Holder executed and delivered to the Company a leak-out agreement that contains trading restrictions on sales of Common Stock issued upon exercise of the
New Warrant that are substantially similar to the restrictions on Exchange Shares in the Share Leak-Out Agreement, provided that the leak-out restrictions will only apply to the first 893,750 shares of
Common Stock issued pursuant to the New Warrant.
Seasonality
The Company does not believe that its operations are seasonal in nature.
Contractual Obligations and Commitments
At our current stage of development and at a stage where we have yet to secure material and recurring amounts of financial funding, we do not have any significant contractual obligations with the exception of
certain purchase commitments discussed below.
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Contract Service Providers
On April 1, 2020, the Company amended the Clinical Research Funding and Drug Supply Agreement dated October 9, 2018, with PanCAN, to enroll individuals diagnosed with pancreatic cancer in a platform
style clinical research study. Stage 1 of the study was initiated in the fourth quarter of fiscal year 2020. After taking into consideration amounts already paid, the remaining estimated cost to the Company,
which primarily consists of patient treatment costs, for Stage 1 is approximately $7.5 million, subject to enrollment adjustments, and is expected to be incurred over the next two and a half years.
Purchase Commitments
The Company has entered into contracts with manufacturers to supply certain components used in SM-88 in order to achieve favorable pricing on supplied products. These contracts have non-cancellable
elements related to the scheduled deliveries of these products in future periods. Payments are made by us to the manufacturer when the products are delivered and of acceptable quality. The contracts are
structured to match clinical supply needs for our ongoing trials and we expect the timing of associated payments to predominately occur during fiscal year 2021. Total outstanding future obligations associated
with the contracts were $1.6 million at March 31, 2020.
Leases
The Company leases office space in New York and office space and furniture in New Jersey. The New York rent obligation has been prepaid through August 30, 2020, the end of the lease. The New Jersey
leases expire in February 2021. The Company’s future minimum lease payments for the New Jersey leases are approximately $56,000 due in fiscal 2021.
Off-Balance Sheet Arrangements
We do not have during the periods presented, and we do not currently have, any off-balance sheet arrangements, as defined by applicable SEC regulations.
ITEM 7A. QUALITATIVE AND QUANTITATIVE DISCLOSURES ABOUT MARKET RISK
We are a smaller reporting company as defined in Regulation S-K of the Securities Exchange Act of 1934, as amended, and are not required to provide the information under this item.

ITEM 8.

FINANCIAL STATEMENTS AND SUPPLEMENTARY DATA
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM
Board of Directors and Stockholders
Tyme Technologies, Inc.
Opinion on the financial statements
We have audited the accompanying consolidated balance sheets of Tyme Technologies, Inc. (a Delaware corporation) and subsidiaries (the “Company”) as of March 31, 2020 and 2019, the related
consolidated statements of operations, stockholders’ equity, and cash flows for each of the two years in the period ended March 31, 2020, and the related notes (collectively referred to as the “financial
statements”). In our opinion, the financial statements present fairly, in all material respects, the financial position of the Company as of March 31, 2020 and 2019, and the results of its operations and its cash
flows for each of the two years in the period ended March 31, 2020, in conformity with accounting principles generally accepted in the United States of America.
Basis for opinion
These financial statements are the responsibility of the Company’s management. Our responsibility is to express an opinion on the Company’s financial statements based on our audits. We are a public
accounting firm registered with the Public Company Accounting Oversight Board (United States) (“PCAOB”) and are required to be independent with respect to the Company in accordance with the U.S.
federal securities laws and the applicable rules and regulations of the Securities and Exchange Commission and the PCAOB.
We conducted our audits in accordance with the standards of the PCAOB. Those standards require that we plan and perform the audit to obtain reasonable assurance about whether the financial statements are
free of material misstatement, whether due to error or fraud. The Company is not required to have, nor were we engaged to perform, an audit of its internal control over financial reporting. As part of our audits
we are required to obtain an understanding of internal control over financial reporting but not for the purpose of expressing an opinion on the effectiveness of the Company’s internal control over financial
reporting. Accordingly, we express no such opinion.
Our audits included performing procedures to assess the risks of material misstatement of the financial statements, whether due to error or fraud, and performing procedures that respond to those risks. Such
procedures included examining, on a test basis, evidence regarding the amounts and disclosures in the financial statements. Our audits also included evaluating the accounting principles used and significant
estimates made by management, as well as evaluating the overall presentation of the financial statements. We believe that our audits provide a reasonable basis for our opinion.
/s/ GRANT THORNTON LLP

We have served as the Company’s auditor since 2015.

New York, New York
May 22, 2020
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Tyme Technologies, Inc. and Subsidiaries
Consolidated Balance Sheets
March 31,
2020

Assets
Current assets
Cash and cash equivalents
Prepaid rent
Prepaid clinical costs
Prepaid expenses and other current assets
Total current assets
Property and equipment, net
Prepaid rent, net of current portion
Prepaid clinical costs, net of current portion
Operating lease right-of-use asset
Total assets

$

$

Liabilities and Stockholders’ Equity
Current liabilities
Accounts payable and other current liabilities (including $73,000 and
$325,000 of related party accounts payable, respectively)
Severance payable
Accrued bonuses
Insurance note payable
Operating lease liability
Total current liabilities
Long-term liabilities
Severance payable
Warrant liability
Total liabilities
Commitments and contingencies (See Note 10)
Stockholders’ equity
Preferred stock, $0.0001 par value, 10,000,000 shares authorized, 0 shares
issued and outstanding
Common stock, $0.0001 par value, 300,000,000 shares authorized,
123,312,252 issued and outstanding at March 31, 2020, and
300,000,000 authorized, 103,946,048 issued and outstanding at
March 31, 2019
Additional paid in capital
Accumulated deficit
Total stockholders’ equity
Total liabilities and stockholders’ equity

$

$

March 31,
2019

26,700,416
396,962
981,949
28,079,327
5,181
1,266,025
150,301
29,500,834

$

2,827,302
380,722
1,800,979
518,124
54,661
5,581,788

$

$

14,302,328
242,755
592,134
1,001,898
16,139,115
10,363
101,148
1,266,025
—
17,516,651

3,692,308
428,240
1,495,248
597,339
—
6,213,135

1,254,910
3,639,000
10,475,698

1,635,634
—
7,848,769

—

—

12,333
126,828,055
(107,815,252)
19,025,136
29,500,834

$

10,397
95,472,181
(85,814,696)
9,667,882
17,516,651

The Notes to the Consolidated Financial Statements are an integral part of these statements.
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Tyme Technologies, Inc. and Subsidiaries
Consolidated Statements of Operations
Years Ended
March 31,
2020

Operating expenses:
Research and development
General and administrative (including $447,000 and
$977,000 of related party legal expenses, respectively)
Severance expense
Total operating expenses
Loss from operations
Other income (expense):
Warrant modification expense
Change in fair value of warrant liability
Interest income
Interest expense
Total other income (expenses)
Loss before income taxes
Net loss

$

Basic and diluted loss per common share
Basic and diluted weighted average shares outstanding

2019

12,955,879

$

14,719,481

12,804,493
—
25,760,372
(25,760,372)

14,586,165
2,470,906
31,776,552
(31,776,552)

$

—
3,644,601
229,458
(114,243)
3,759,816
(22,000,556)
(22,000,556)

$

(1,289,125)
—
89,977
(7,415)
(1,206,563)
(32,983,115)
(32,983,115)

$

(0.19)

$

114,533,102

(0.32)
102,354,050

The Notes to the Consolidated Financial Statements are an integral part of these statements.
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Tyme Technologies, Inc. and Subsidiaries
Consolidated Statements of Stockholders’ Equity
For the Years Ended March 31, 2020 and 2019
Common Stock
Shares

Balance, March 31, 2018
Issuance of common stock from at-the-market
financing facility, net of associated expenses
of $175,306
Exercise of options
Cashless exercise of warrants
Warrant modification
Severance stock based compensation
Stock based compensation
Net loss
Balance, March 31, 2019
Issuance of common stock from underwritten registered
offering, net of associated expenses of $111,227 and
warrants of $7,283,601
Cashless exercise of warrants
Issuance of common stock from at-the-market financing
facility, net of associated expenses of $221,103
Issuance of common stock from securities purchase
agreement, net of associated expenses of $142,281
Stock based compensation
Net loss
Balance, March 31, 2020

101,226,479

Additional
Paid-in
capital

Amount

$

10,125

2,383,884
100,000
235,685
—
—
—
—
103,946,048

238
10
24
—
—
—
—
10,397

8,000,000
4,889

800
—

$

79,293,423

$

5,668,006
269,990
(24)
1,289,125
388,282
8,563,379
—
95,472,181

—

136

1,529,110

1,000
—
—
12,333

19,856,719
6,085,673
—
126,828,055

$

—
—
—
—
—
—
(32,983,115 )
(85,814,696 )
—
—

1,361,315

$

(52,831,581 )

3,884,372
—

10,000,000
—
—
123,312,252

$

Total
Stockholders'
Equity

Accumulated
Deficit

$

—
—
(22,000,556 )
(107,815,252 )

26,471,967
5,668,244
270,000
—
1,289,125
388,282
8,563,379
(32,983,115 )
9,667,882
3,885,172
—
1,529,246

$

19,857,719
6,085,673
(22,000,556 )
19,025,136

The Notes to the Consolidated Financial Statements are an integral part of these statements
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Tyme Technologies, Inc. and Subsidiaries
Consolidated Statement of Cash Flows
Years Ended,
March 31
2020

Cash flows from operating activities:
Net loss
Adjustments to reconcile net loss to net cash used in operating
activities:
Depreciation
Amortization of employees, directors and consultants stock options
Warrant modification expense
Severance stock based compensation
Change in fair value of warrant liability
Change in operating assets and liabilities:
Prepaid rent
Prepaid clinical costs
Prepaid expenses and other assets
Operating lease right-of-use asset
Accounts payable and other current liabilities
Severance payable
Accrued bonuses
Operating lease liability
Net cash used in operating activities
Cash flows from investing activities:
Purchase of property & equipment
Net cash used in investing activities
Cash flows from financing activities:
Insurance note payments
Proceeds from registered offerings, net of issuance costs
Proceeds from exercise of stock options
Net cash provided by financing activities
Net increase (decrease) in cash
Cash and cash equivalents — beginning of year
Cash and cash equivalents — end of year

$

2019

(22,000,556)

$

5,182
6,085,673
—
—
(3,644,601)

8,420
8,563,379
1,289,125
388,282
—

—
195,172
538,073
297,596
(865,006)
(428,242)
305,731
(49,333)
(19,560,311)

(337,453)
(442,734)
433,334
—
654,229
2,063,874
246,558
—
(20,116,101)

—
—

$

Supplemental Cash Flow Information:
Cash paid for interest and income taxes are as follows:
Interest

(32,983,115)

(597,339)
32,555,738
—
31,958,399
12,398,088
14,302,328
26,700,416

(15,544)
(15,544)

$

(480,093)
5,668,244
270,000
5,458,151
(14,673,494)
28,975,822
14,302,328

$

114,243

$

7,415

$

—

$

—

Noncash investing and financing activities:
Financing of insurance premiums

$

518,124

$

597,339

Deferred expenses related to post year end financing

$

—

$

220,988

Cashless exercise of 78,431 warrants for 4,889 shares in 2020 and 1,086,271 warrants for 235,685 shares of common stock in 2019

$

—

$

—

Income taxes

The Notes to the Consolidated Financial Statements are an integral part of these statements.
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Tyme Technologies, Inc. and Subsidiaries
Notes to Consolidated Financial Statements
Note 1. Nature of Business
Tyme Technologies, Inc. is a Delaware corporation headquartered in New York, NY, with wholly owned subsidiaries, Tyme Inc. and Luminant Biosciences, LLC (“Luminant”) (collectively, “TYME” or the
“Company”). Prior to 2014, Luminant conducted the initial research and development of the Company’s therapeutic platform. Since January 1, 2014, the majority of the Company’s research, development and
other business activities have been conducted by Tyme Inc., which was incorporated in Delaware in 2013.
TYME is an emerging biotechnology company developing cancer metabolism-based therapies (CMBTsTM) that are intended to be effective across a broad range of solid tumors and hematologic cancers,
while maintaining patients’ quality of life with relatively low toxicity profiles. Unlike targeted therapies that attempt to regulate specific pathways within cancer, TYME’s therapeutic approach is designed to
take advantage of a cancer cell’s innate metabolic requirements to cause cancer cell death.
The Company’s lead clinical CMBT compound, SM-88, is an oral investigational modified proprietary tyrosine derivative that is hypothesized to interrupt the metabolic processes of cancer cells by breaking
down the cells’ key defenses and leading to cell death through oxidative stress and exposure to the body’s natural immune system. Clinical trial data have shown that SM-88 has achieved confirmed tumor
responses across 15 different cancers, both solid and liquid tumors, including pancreatic, lung, breast, prostate, sarcoma and lymphoma cancers with minimal serious Grade 3 or higher adverse events, which
the Company believes is rare for investigational compounds. The Company’s lead compound SM-88 is now in a pivotal trial and an adaptive randomized Phase II/III trial with registration intent for patients
with second- and third-line pancreatic cancer. In fiscal year 2020, we launched our pivotal study for SM-88 in the third-line treatment of pancreatic cancer through an amendment to our ongoing TYME-88Panc trial (“Part 2”); with the first patient dosed in the third quarter of the fiscal year. We anticipate the trial to be fully enrolled by the end of calendar year 2020 or early calendar year 2021. We have also
partnered with PanCAN to study SM-88 in an adaptive randomized Phase II/III trial with registration intent known as Precision Promise. Patients are being enrolled in a Phase II study evaluating SM-88 in
high-risk sarcomas as well. The Company is actively evaluating the expansion of our clinical program to hematological, breast, prostate and other cancers.
TYME-18 is a CMBT compound under development that is delivered intratumorally. Like SM-88, TYME-18 leverages the unique metabolism of cancer to create a treatment for inoperable tumors.
Preliminary observations of the local administration of TYME-18, an amphiphilic steroid acid, suggested its potential as an important regulator of energy metabolism that may impede the ability of tumors to
increase in size which could prove useful in difficult-to-treat cancers. In initial preclinical xenograft mouse studies, TYME-18 was able to completely resolve over 90 percent (11/12 mice) of established
colorectal tumors within 12 days versus an average of over 600 percent growth in the control animals. The Company plans to continue with the development of TYME-18 in solid tumors and to provide details
of an IND-enabling program this calendar year.
The accompanying consolidated financial statements include the results of operations of Tyme Technologies, Inc. and its wholly-owned subsidiaries.
Liquidity
The consolidated financial statements have been prepared on a going-concern basis, which contemplates the realization of assets and the satisfaction of liabilities in the normal course of business. The
Company has historically funded its operations primarily through equity offerings.
In April 2019, the Company raised net proceeds of $11.3 million after underwriting discounts and before expenses through an underwritten registered offering.
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On October 18, 2019, TYME entered into an Open Market Sale AgreementSM (the “Sale Agreement”) with Jefferies LLC (“Jefferies”) as sales agent, pursuant to which the Company may, from time to time,
sell shares of Common Stock through Jefferies having an aggregate offering price of up to $30.0 million (the “Jefferies ATM”). In the year ended March 31, 2020, the Company raised approximately $1.7
million in aggregate gross proceeds before commissions and expenses through the Sale Agreement and paid commissions and expenses of $0.2 million. At March 31, 2020, there remained approximately
$28.3 million of availability to sell shares through the Jefferies ATM.
On January 7, 2020, the Company entered into a Securities Purchase Agreement with Eagle Pharmaceuticals, (“Eagle”), pursuant to which the Company raised $20,000,000 through the issuance and sale to
Eagle of 10,000,000 shares of Common Stock, at a price of $2.00 per share. The proceeds of the aforementioned offerings are being used by the Company for continued clinical studies, drug
commercialization and development activities and other general corporate and operating expenses.
For the year ended March 31, 2020, the Company had negative cash flow from operations of $19.6 million and net loss of $22.0 million, which included $2.4 million of net non-cash charges, primarily noncash equity compensation expense partially offset by income from change in fair value of warrant liability. As of March 31, 2020, the Company had working capital of approximately $22.5 million.
Management has concluded that substantial doubt does not exist regarding the Company’s ability to satisfy its obligations as they come due during the twelve-month period following the issuance of these
financial statements. This conclusion is based on the Company’s assessment of qualitative and quantitative conditions and events, considered in aggregate as of the date of issuance of these financial
statements that are known and reasonably knowable. Among other relevant conditions and events, the Company has considered its operational plans, liquidity sources, obligations due or expected, funds
necessary to maintain the Company’s operations, and potential adverse conditions or events as of the issuance date of these financial statements.
Note 2. Basis of Presentation and Summary of Significant Accounting Policies
Basis of Presentation
The accompanying financial statements have been prepared in conformity with accounting principles generally accepted in the United States of America (“GAAP”). Any reference in these notes to applicable
guidance is meant to refer to GAAP as found in the Accounting Standards Codification (“ASC”) and Accounting Standards Update (“ASU”) of the Financial Accounting Standards Board (“FASB”).
Significant Accounting Policies
Principles of Consolidation
The Company’s consolidated financial statements include the accounts of Tyme Technologies, Inc. and its subsidiaries, Tyme, Inc. and Luminant. All intercompany transactions and balances have been
eliminated in consolidation.
Reclassifications
Certain prior year amounts have been reclassified to conform to the current year presentation. These reclassifications have no effect on the previously reported net loss or cash flows.

91

130

Back to TABLE OF CONTENTS

Table of Contents
Risks and Uncertainties
The Company is subject to those risks associated with any specialty pharmaceutical company that has substantial expenditures for research and development. There can be no assurance that the Company’s
research and development projects will be successful, that products developed will obtain necessary regulatory approval or that any approved product will be commercially viable. In addition, the Company
operates in an environment of rapid technological change and is largely dependent on the services of its employees and consultants, as well as third party contractors.
Current Economic Conditions
In March 2020, the World Health Organization categorized the novel coronavirus (COVID-19) as a pandemic and the President of the United States declared the COVID-19 outbreak a national emergency.
The COVID-19 pandemic, and actions taken by governments and others in response thereto, has negatively impacted the global economy, financial markets, and the industries in which the Company operates
and has disrupted day-to-day life. The Company believes that the current economic conditions may continue to have a negative impact for the foreseeable future, and the extent to which it may impact
liquidity and financial conditions is uncertain and may be significant.
Use of Estimates
The preparation of the consolidated financial statements in conformity with GAAP requires management to make estimates and assumptions that affect the reported amounts of assets and liabilities and
disclosure of contingent assets and liabilities at the date of the consolidated financial statements and reported amounts of expenses during the reporting period. Significant items subject to such estimation
include the calculation of the stock-based compensation and warrant valuation. Actual results could differ from such estimates.
Cash and Cash Equivalents
The Company considers all highly-liquid investments that have maturities of three months or less when acquired to be cash equivalents. At March 31, 2020 and 2019, the Company did not have any cash
equivalents. The Company’s cash and cash equivalents consisted of $26.7 million at March 31, 2020 and $14.3 million at March 31, 2019.
Concentration of Credit Risk
Financial instruments that potentially expose the Company to concentration of credit risk consist primarily of cash. Cash is deposited with major banks and, at times, such balances with any one financial
institution may be in excess of FDIC insurance limits. The Company exceeded the FDIC limit of $250,000 by $26.4 million at March 31, 2020 and $14.0 million at March 31, 2019. Although the Company
has exceeded the federally insured limit, it has not incurred losses related to these deposits. Management monitors the Company’s accounts with these institutions to minimize credit risk.
Fair Value of Financial Instruments
The Company records certain financial assets and liabilities at fair value in accordance with the provisions of ASC Topic 820, Fair Value Measurements and Disclosures. Fair value is defined as the price that
would be received to sell an asset or paid to transfer a liability in the principal or most advantageous market for the asset or liability in an orderly transaction between market participants on the measurement
date.
Fair value should be based on the assumptions that market participants would use when pricing an asset or liability and is based on a fair value hierarchy that prioritizes the information used to develop those
assumptions. The fair value hierarchy gives the highest priority to quoted prices in active markets (observable inputs) and the lowest priority to the Company’s assumptions (unobservable inputs). Fair value
measurements should be disclosed separately by level within the fair value hierarchy. For assets and liabilities recorded at fair value, it is the Company’s policy to maximize the use of observable inputs and
minimize the use of unobservable inputs when developing fair value measurements, in accordance with established fair value hierarchy.
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Fair value measurements for assets and liabilities where there exists limited or no observable market data are based primarily upon estimates, and often are calculated based on the economic and competitive
environment, the characteristics of the asset or liability and other factors. Therefore, the results cannot be determined with precision and may not be realized in an actual sale or immediate settlement of the
asset or liability. Additionally, there may be inherent weaknesses in any calculation technique, and changes in the underlying assumptions used, including discount rates and estimates of future cash flows,
could significantly affect the results of current or future values.
Additionally, from time to time, the Company may be required to record at fair value other assets on a nonrecurring basis, such as assets held for sale and certain other assets. These nonrecurring fair value
adjustments typically involve application of lower-of-cost-or-market accounting or write-downs of individual assets.
Fair value guidance establishes a three-tier fair value hierarchy, which prioritizes the inputs used in measuring fair value. These tiers include:
•

Level 1 — Quoted prices in active markets for identical assets or liabilities.

•

Level 2 — Inputs other than Level 1 that are observable, either directly or indirectly, such as quoted prices for similar assets or liabilities; quoted prices in markets that are not
active; or other inputs that are observable or can be corroborated by observable market data for substantially the full term of the assets or liabilities.

•

Level 3 — Unobservable inputs that are supported by little or no market activity and that are significant to the fair value of the assets or liabilities.

Level 3 valuations are for instruments that are not traded in active markets or are subject to transfer restrictions and may be adjusted to reflect illiquidity and/or non-transferability, with such adjustment
generally based on available market evidence. In the absence of such evidence, management’s best estimate is used.
An adjustment to the pricing method used within either Level 1 or Level 2 inputs could generate a fair value measurement that effectively falls in a lower level in the hierarchy.
The carrying amounts of the Company’s financial instruments, including cash, accounts payable and other current liabilities approximates fair value given their short-term nature. The fair value of the
severance payable approximates the carrying value, which represents the present value of future severance payments. The fair value of warrant liability is discussed in Note 7.
Prepaid and Other Current Assets
Prepaid expenses represent expenditures made in advance of when the economic benefit of the cost will be realized, and which will be expensed in future periods with the passage of time. Prepaid and other
current assets includes $0.8 million and $0.6 million of prepaid insurance as of March 31, 2020 and 2019, respectively.
Property and Equipment, Net
Property and equipment are recorded at cost and are depreciated on a straight-line basis over their estimated useful lives. The Company estimates a life of five to seven years for equipment and furniture and
fixtures. Upon sale or retirement, the cost and related accumulated depreciation are removed from the accounts and the resulting gain or loss is reflected in results of operations. Repairs and maintenance costs
are expensed as incurred.
Impairment of Long-Lived Assets
The Company assesses the recoverability of its long-lived assets, which include fixed assets and operating lease right of use assets, whenever significant events or changes in circumstances indicate
impairment may have occurred. If indicators of impairment exist, projected future undiscounted cash flows associated with the asset are compared to its carrying amount to determine whether the asset’s value
is recoverable. Any resulting impairment is recorded as a reduction in the carrying value of the related asset in excess of fair value and a charge to operating results. For the years ended March 31, 2020 and
2019, the Company determined that there were no triggering events requiring an impairment analysis.
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Research and Development
Research and development costs are expensed as incurred and are primarily comprised of, but not limited to, external research and development expenses incurred under arrangements with third parties, such
as contract research organizations (“CROs”), contract manufacturing organizations (“CMOs”) and consultants that conduct clinical and preclinical studies, costs associated with preclinical and development
activities, costs associated with regulatory operations, depreciation expense for assets used in research and development activities and employee related expenses, including salaries and benefits for research
and development personnel. Costs for certain development activities, such as clinical studies, are accrued, over the service period specified in the contract and recognized based on an evaluation of the progress
to completion of specific tasks using data such as patient enrollment, clinical site activations or information provided to us by our vendors on their actual costs incurred. Payments for these activities are based
on the terms of the individual arrangements, which may differ from the patterns of costs incurred, and are reflected in the consolidated financial statements as prepaid or accrued expense.
Income Taxes
Income tax expense, deferred tax assets and liabilities, and liabilities for unrecognized tax benefits reflect management’s best estimate of current and future taxes to be paid. The Company is subject to income
taxes in the United States, for federal and various state jurisdictions. Significant judgments and estimates are required in the determination of the income tax expense.
Deferred income taxes arise from temporary differences between the tax basis of assets and liabilities and their reported amounts in the financial statements, which will result in taxable or deductible amounts
in the future. Deferred tax assets and liabilities are measured using enacted tax rates expected to apply to taxable income in the years in which those temporary differences are expected to be recovered or
settled. The effect on deferred tax assets and liabilities of a change in tax rates is recognized in income in the period that includes the enactment date.
A valuation allowance is provided when, after consideration of available positive and negative evidence that it is not more likely than not that the benefit from deferred tax assets will be realizable. In
recognition of this risk, we have provided a full valuation allowance against the net deferred tax assets. The assumptions about future taxable income require the use of significant judgment and are consistent
with the plans and estimates we are using to manage the underlying businesses. In evaluating the objective evidence that historical results provide, we consider three years of cumulative operating income
(loss).
The calculation of tax liabilities involves dealing with uncertainties in the application of complex tax laws and regulations in various jurisdictions. ASC 740 “Income Taxes” states that a tax benefit from an
uncertain tax position may be recognized when it is more likely than not that the position will be sustained upon examination, including resolutions of any related appeals or litigation processes, on the basis of
the technical merits. When and if the Company were to recognize interest and penalties related to unrecognized tax benefits, they would be reported in tax expense.
Segment Information
Operating segments are defined as components of an enterprise about which separate discrete information is available for evaluation by the chief operating decision maker, or decision-making group, in
deciding how to allocate resources and in assessing performance. The Company views its operations and manages its business in one segment.
Derivative Warrant Liability
Certain freestanding common stock warrants that are related to the issuance of common stock are classified as liabilities and recorded at fair value due to characteristics that require liability accounting,
primarily the obligation to issue registered shares of common stock upon notification of exercise and certain price protection provisions. Warrants of this type are subject to re-measurement at each balance
sheet date and any change in fair value is recognized as a component of other income (expense) in the consolidated statement of operations.
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As noted in Note 9, Stockholders’ Equity, the Company classifies a warrant to purchase shares of its Common Stock as a liability on its consolidated balance sheet if the warrant is a free-standing financial
instrument that contains certain price protection features that cause the warrants to be treated as derivatives. Each warrant of this type is initially recorded at fair value on date of grant using the Monte Carlo
simulation model and is subsequently re-measured to fair value at each subsequent balance sheet date. Changes in fair value of the warrant are recognized as a component of other income (expense) in the
consolidated statement of operations. The Company will continue to adjust the liability for changes in fair value until the earlier of the exercise or expiration of the warrant. The Company utilizes Level 3 fair
value criteria to measure the fair value of the warrants.
Basic and Diluted Loss Per Share
The Company calculates net loss per share in accordance with Earning per Share (Topic 260). Basic net loss per share is computed by dividing net loss attributable to the Company by the weighted average
number of shares of Company common stock outstanding for the period, and diluted earnings per share is computed by including common stock equivalents outstanding for the period. During the periods
presented, the calculation excludes any potential dilutive common shares and any equivalents as they would have been anti-dilutive as the Company incurred losses for the periods then ended.
Stock-based Compensation
The Company follows the authoritative guidance for accounting for stock-based compensation in ASC 718, Compensation-Stock Compensation. The guidance requires that stock-based payment transactions
be recognized in the financial statements based on their fair value at the grant date and recognized as compensation expense over the vesting period as services are being provided. (See Note 13, Equity
Incentive Plan.)
The fair value of each stock option grant is estimated on the date of grant using the Black-Scholes option-pricing model. The use of the Black-Scholes option pricing model requires management to make
assumptions with respect to the expected term of the option, the expected volatility of the common stock consistent with the expected term of the option, risk-free interest rates, the value of the common stock
and expected dividend yield of the common stock. For awards subject to time-based vesting conditions, the Company recognizes stock-based compensation expense equal to the grant date fair value of stock
options on a straight-line basis over the requisite service period, which is generally the vesting term. The Company accounts for forfeitures as they occur. The Company adopted ASU 2018-07 and, as such, the
fair value options granted to non-employees is estimated at the date of grant only.
Recently Adopted Accounting Pronouncements
Leases
The Company adopted ASU 2016‑02, Leases (Topic 842) on April 1, 2019. For its long-term operating leases, the Company recognized an operating lease right-of-use asset and an operating lease liability on
its consolidated balance sheets. The Company elected the optional practical expedients to forgo applying guidance in Topic 842 to short-term leases (leases 12 or fewer months at commencement and no
purchase option). The package of expedients allows an entity to forgo reassessing (1) whether a contract contains a lease, (2) classification of leases, and (3) whether capitalized costs associated with a lease
meet the definition of “initial direct costs” in Topic 842. The Company elected to use the optional transition method and therefore prior period amounts continue to be reported in accordance with the historic
accounting under the previous lease guidance, ASC 840, Leases (Topic 840).
The lease liability is determined as the present value of future lease payments using an estimated rate of interest that the Company would pay to borrow equivalent funds on a collateralized basis at the lease
commencement date. The right-of-use asset is based on the liability adjusted for any prepaid or deferred rent. The Company determines the lease term at the commencement date by considering whether
renewal options and termination options are reasonably assured of exercise.
Fixed rent expense for the Company's operating leases is recognized on a straight-line basis over the term of a lease and is included in operating expenses on the consolidated statements of operations. Variable
lease payments including lease operating expenses are recorded as incurred.
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Upon adoption, the Company recognized an operating right-of-use asset and operating lease liability in its consolidated balance sheet of approximately $0.4 million and $0.1 million, respectively. The
Company also classified prepaid rent of $0.3 million as an operating right-of-use asset upon adoption. There were no adjustments to the Company’s opening accumulated deficit upon adoption.
The impact of the adoption of Topic 842 on the consolidated balance sheets as of April 1, 2019 was as follows:
April 1, 2019
Prior to Adoption
of ASC Topic 842

Prepaid rent
Deferred rent
Operating right-of-use assets
Operating lease liability

$
$
$
$

April 1, 2019
ASC Topic 842
Adjustment

343,903
—
—
—

$
$
$
$

As Adjusted

(343,903)
—
447,897
103,994

$
$
$
$

—
—
447,897
103,994

Derivatives and Hedging
In July 2017, the FASB issued ASU No. 2017-11, Earnings Per Share (Topic 260); Distinguishing Liabilities from Equity (Topic 480); Derivatives and Hedging (Topic 815): (Part I) Accounting for Certain
Financial Instruments with Down Round Features. These amendments simplify the accounting for certain financial instruments with down round features. The amendments require companies to disregard the
down round feature when assessing whether the instrument is indexed to its own stock, for purposes of determining liability or equity classification. This ASU is effective for the Company beginning with the
quarter ending June 30, 2020. The Company has adopted this ASU effective April 1, 2019 and there was no impact on the consolidated financial statements.
Recent Accounting Pronouncements Not Yet Adopted
In August 2018, the FASB issued ASU 2018-13, Fair Value Measurement (Topic 820): Disclosure Framework-Changes to the Disclosure Requirements for Fair Value Measurement (“ASU 2018-13”),
which modifies the disclosure requirements on fair value in Topic 820. Under this ASU, certain disclosure requirements for fair value measurements are eliminated, amended or added. The guidance is
effective for the Company fiscal year and interim periods within those fiscal years, beginning after December 15. 2019. The Company does not expect the adoption of ASU 2018-13 to have a material
impact on its consolidated financial statements and disclosures.
In November 2018, the FASB issued ASU 2018-18, Collaborative Arrangements (Topic 808) (“ASU 2018-18’) which amends Topic 808 to clarify when transactions between participants in a
collaborative arrangement under Topic 808 are within the scope of the new revenue standard, ASU 2014-09, Revenue from Contracts with Customers (Topic 606). Because Topic 808 does not provide
comprehensive recognition or measurement guidance for collaborative arrangements, the accounting for those arrangements is often based on an analogy to other accounting literature or on an entity’s
accounting policy election. The amendment added the unit-of account guidance in Topic 808 to align with the guidance in Topic 606 and clarifies that when the collaborative arrangement participants is a
customer in the context of a unit of account, the transaction should be accounted as revenue under Topic 606. The amendment also precludes presenting transactions with revenue under Topic 606 if the
collaborative arrangement participant is not a customer. The amendment is effective for fiscal years beginning after December 15, 2019, and interim periods within those fiscal years. The Company is
assessing the impact on its consolidated financial statements and disclosures.
In December 2019, the FASB issued ASU 2019-12, Income Taxes (Topic 740): Simplifying the Accounting for Income Taxes (“ASU 2019-12”), as part as part of its overall simplification initiative to reduce
costs and complexity of applying accounting standards while maintaining or improving the usefulness of the information provided to users of financial statements. Amendments include removal of certain
exceptions to the general principles of ASC 740, Income Taxes and simplification in several other areas such as accounting for a franchise tax (or similar tax) that is partially based on income. ASU 2019-12 is
effective for public business entities for annual reporting periods beginning after December 15, 2020, and interim periods within those reporting periods. The Company is assessing the impact on its
consolidated financial statements and disclosures.
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In June 2016, the FASB issued ASU 2016-13, Financial Instruments-Credit Losses (Topic 326): Measurement of Credit Losses on Financial Instruments (“ASU 2016-13”), which requires that a financial
asset (or a group of financial assets) measured at amortized cost be presented at the net amount expected to be collected. Currently, U.S. GAAP delays recognition of the full amount of credit losses until the
loss is probable of occurring. Under this ASU, the income statement will reflect an entity’s current estimate of all expected credit losses. The measurement of expected credit losses will be based upon
historical experience, current conditions, and reasonable and supportable forecasts that affect the collectability of the reported amount. Credit losses relating to available-for-sale debt securities will be
recorded through an allowance for credit losses rather than as a direct write-down of the security.
In November 2018, the FASB issued ASU 2018-19, Codification Improvements to Topic 326, Financial Instruments—Credit Losses (“ASU 2018-19”), which clarifies that receivables from operating leases
are not within the scope of Subtopic 326-20. Instead impairment of receivables arising from operating leases should be accounted for in accordance with Topic 842, Leases.
In May 2019, the FASB issued ASU 2019-05, Financial Instruments-Credit Losses (Topic 326): Targeted Transition Relief (“ASU 2019-05”), which provides transition relief for entities adopting ASU 201613. ASU 2019-05 amends ASU 2016-13 to allow companies to irrevocably elect, upon adoption of ASU 2016-13, the fair value option on financial instruments that (1) were previously recorded at amortized
cost and (2) are within the scope of ASC 326-20 if the instruments are eligible for the fair value option under ASC 825-10. The fair value option election does not apply to held-to-maturity debt securities.
Entities are required to make this election on an instrument by-instrument basis.
In November 2019, the FASB issued ASU 2019-11, Codification Improvements to Topic 326, Financial Instruments-Credit Losses, which amends and clarifies aspects of the guidance in ASC 326.
The guidance in ASU 2016-13, ASU 2018-19, ASU 2019-05 and ASU 2019-11 as amended in November 2019 by ASU 2019-10, Financial Instruments-Credit Losses (Topic 326), Derivatives and Hedging
(Topic 815, and Leases (Topic 842): Effective dates, is effective for fiscal years beginning after December 15, 2022, including interim periods within those fiscal years. The Company is assessing the impact
on its consolidated financial statements and disclosures.
Note 3. Net Loss Per Common Share.
The following table sets forth the computation of basic and diluted net loss per common share for the periods indicated:
Year Ended
March 31,
2020

Basic and diluted net loss per common share calculation
Net loss
Weighted average common shares outstanding — basic and diluted
Net loss per share of common stock — basic and diluted

$
$

(22,000,556)
114,533,102
(0.19)

2019

$
$

(32,983,115)
102,354,050
(0.32)

The Company calculates net loss per share in accordance with Earnings per Share (“EPS”) (Topic 260). Basic net loss per share is computed by dividing net loss attributable to the Company by the weighted
average number of shares of Company Common Stock outstanding for the period, and diluted earnings per share is computed by including common stock equivalents outstanding for the period. During the
periods presented, the calculation excludes any potential dilutive common shares and any equivalents as they would have been anti-dilutive.
Warrants issued in April 2019, discussed further in Note 7, participate on a one-for-one basis with common stock in the distribution of dividends, if and when declared by the Board of Directors (the “Board”)
on the Company’s Common Stock. For purposes of computing EPS, these warrants are considered to participate with common stock in the earnings of the Company and, therefore, the Company calculates
basic and diluted EPS using the two-class method. Under the two-class method, net income for the period is allocated between common stockholders and participating securities according to dividends
declared and participation rights in undistributed earnings. No income
97

136

Back to TABLE OF CONTENTS

Table of Contents
was allocated to the warrants for the year ended March 31, 2020 as results of operations was a loss for the period. In May 2020, these warrants were all exchanged for Common Stock or new warrants without
such participation rights and are no longer outstanding (See Note 15).
The following outstanding securities at March 31, 2020 and 2019 have been excluded from the computation of diluted weighted average shares outstanding, as they would have been anti-dilutive:
Year Ended
March 31,
2020

2019

Stock options
Warrants
Total

11,815,982
8,937,651
20,753,633

8,953,527
4,499,603
13,453,130

Note 4. Property and Equipment, Net.
Property and equipment, net consisted of the following:
March 31, 2020

Machinery and equipment
Less: accumulated depreciation

$
$

37,007
31,826
5,181

March 31, 2019

$
$

37,007
26,644
10,363

Depreciation expense was $5,182 and $8,420 for the years ended March 31, 2020 and 2019, respectively.
Note 5. Accounts Payable and Other Current Liabilities.
Accounts payable (including accounts payable to a related party – see Note 12) and other current liabilities consisted of the following:
March 31, 2020

Legal
Consultant and professional services
Accounting and auditing
Research and development
Board of Directors and Scientific Advisory Board Compensation
Other

$

$

199,671
109,504
118,837
1,863,355
484,750
51,185
2,827,302

March 31, 2019

$

$

602,129
170,257
331,119
1,907,787
489,393
191,623
3,692,308

Note 6. Severance Payable.
On March 15, 2019 the Company entered into a Release Agreement related to the separation of employment of their Chief Operating Officer. The Agreement provides for salary continuance for five years,
reimbursement of health benefits for three years and a modification to his outstanding stock options to extend the post-termination exercise period for his vested options from three months to five years. The
Company recorded severance expense at its present value of $2.5 million, (using a discount rate of 6%) for the year ended March 31, 2019, including $0.4 million relating to the stock option modification. The
severance liability payable as of March 31, 2020 and March 31, 2019 was $1.6 million and $2.1 million, respectively.
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Note 7. Fair Value Measurements.
The carrying amounts reported in the Company’s consolidated financial statements for cash, accounts payable, and other current liabilities approximate their respective fair values because of the short-term
nature of these accounts. The fair value of the severance payable approximates the carrying value, which represents the present value of future severance payments. The fair value of the warrant liability is
discussed below.
The Company had no material re-measurements of fair value with respect to financial assets and liabilities, during the periods presented, other than those assets and liabilities that are measured at fair value on
a recurring basis.
The Company has segregated all financial assets and liabilities that are measured at fair value on a recurring basis into the most appropriate level within the fair value hierarchy based on the inputs used to
determine the fair value at the measurement date in the table below. Other than the warrants issued in connection with the issuance of Common Stock from the underwritten registered offering that closed on
April 2, 2019 (the “April 2019 Warrants”), the Company had no assets or liabilities classified as Level 3 as of March 31, 2020 or March 31, 2019. Transfers are calculated on values as of the transfer date.
There were no transfers between Levels 1, 2 and 3 during the years ended March 31, 2020 and March 31, 2019.
The fair value of the April 2019 Warrants is considered a Level 3 valuation and was determined using a Monte Carlo simulation model. This model incorporated several assumptions at each valuation date
including: the price of the Company’s Common Stock on the date of valuation, its expected volatility, the remaining contractual term of the warrant, the risk free interest rate over the term and estimates of the
probability of fundamental transactions occurring (See Note 9 for further discussion of the issuance of Common Stock from an underwritten registered offering).
The Company’s financial instruments measured at fair value on a recurring basis are as follows:

Description

March 31, 2020
Warrant liability

Quoted
prices in
active
markets
(Level 1)

Total

$

March 31, 2019
Warrant liability

Significant
other
observable
inputs
(Level 2)

Significant
unobservable
inputs
(Level 3)

3,639,000

—

—

—

—

—

$

3,639,000
—

The following table summarizes activity for liabilities measured at fair value using Level 3 significant unobservable inputs:

March 31, 2020

Beginning balance, March 31, 2019
Fair value of liability-classified warrants issued with common stock
Change in fair value of warrant liability
Ending balance

$

$

—
7,283,601
(3,644,601)
3,639,000

Note 8. Debt.
Insurance Note Payable
During the years ended March 31, 2020 and 2019, the Company entered into a short-term financing arrangement with its insurance carrier related to payment of premium for its Director and Officer liability
insurance coverage totaling $0.5 million and $0.6 million for the policy years ending on March 18, 2021 and 2020, respectively. As of March 31, 2020 and March 31, 2019, there remained a balance of $0.5
million and $0.6 million, respectively, recorded to Insurance note payable on the accompanying consolidated balance sheets.
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Note 9. Stockholders’ Equity.
Preferred Stock
The Company is authorized to issue up to 10,000,000 shares of preferred stock, each with a par value of $0.0001. Shares of Company preferred stock may be issued from time to time in one or more series
and/or classes, each of which will have such distinctive designation or title as shall be determined by the Company’s Board prior to the issuance of any shares of such series or class. The Company preferred
stock will have such voting powers, full or limited or no voting powers and such preferences and relative, participating, optional or other special rights and such qualifications, limitations or restrictions
thereof, as shall be stated in such resolution or resolutions providing for the issue of such series or class of Company preferred stock as may be adopted from time to time by the Company’s Board prior to the
issuance of any shares thereof.
No shares of Company preferred stock are currently issued or outstanding. In connection with the Securities Purchase Agreement, dated January 7, 2020, between the Company and Eagle (the “Eagle SPA”),
the Company designated and reserved 10,000 shares as Series A Preferred Stock. The Series A Preferred Stock shares rank senior to the Company’s common stock and have no voting rights. The shares, if
issued, would be convertible into common stock and will have a conversion ratio equal to the quotient of $1,000 divided by an amount equal to 1.15 times the average of the volume weighted average price of
the Company’s Common Stock for the seven trading days immediately following announcement of the Milestone Event (as defined in the SPA).
Common Stock
Voting
Each holder of Company common stock is entitled to one vote for each share thereof held by such holder at all meetings of stockholders (and written action in lieu of meetings). The number of authorized
shares of Company common stock may be increased or decreased (but not below the number of shares thereof then outstanding) by the affirmative vote of the holders of majority of the combined number of
issued and outstanding shares of the Company.
Dividends
Dividends may be declared and paid on the Company common stock from funds lawfully available therefore, as and when determined by the Board.
Liquidation
In the event of the liquidation, dissolution, or winding-up of the Company, holders of Company common stock will be entitled to receive all assets of the Company available for distribution to its stockholders.
March 2017 PPO
On March 10, 2017, the Company raised $9.2 million in gross proceeds through a private placement (“March 2017 Private Placement”) of 3,588,620 shares of our common stock and 3,588,620 common stock
purchase warrants (each, a “Warrant”). Each Warrant entitled its holder to purchase one share of common stock (each, a “Warrant Share”) at an exercise price of $3.00 per Warrant Share, subject to
adjustment. The warrants were set to expire two years from the date of issuance and vested immediately. On March 15, 2019, the Board extended the expiration date of the 3,245,288 outstanding warrants
through September 30, 2019. On September 30, 2019, the outstanding warrants expired without being exercised.
April 2017 PPO
In April 2017, the Company raised $2.7 million in gross proceeds through a private placement (“April 2017 Private Placement”) of 1,069,603 shares of common stock and 1,069,603 common stock purchase
warrants (each, a “Warrant”). Each Warrant entitled its holder to purchase one share of common stock (each, a “Warrant Share”) at an exercise price of $3.00 per Warrant Share. The warrants were set to
expire two years from the date of issuance and vested immediately. On March 15, 2019, the Board extended the expiration date of the 238,233 outstanding warrants through September 30, 2019. On September
30, 2019, the outstanding warrants expired without being exercised.
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The Company considers the extensions to be a modification of the March 2017 Private Placement and April 2017 Private Placement warrants. The Company recognized a warrant modification expense of $1.3
million for the year ended March 31, 2019, which represents the incremental value of the modified warrant as compared to the original warrant, both valued on the modification dates which is reflected in
warrant modification expense in the consolidated statement of operations. The warrants were valued using the Black-Scholes option-pricing model on the date of the modification using the following
assumptions: (a) fair value of common stock $2.31, (b) expected volatility of 87% and 84%, (c) dividend yield of 0%, (d) risk-free interest rate of 2.46% and 2.52%, (e) expected life of 1 and 6.5 months.
April 2019 - Registered Offering
In April 2019, the Company completed an underwritten registered offering of 8,000,000 shares of its common stock, par value $0.0001 per share (the “Common Stock”), at a price of $1.50 per share. The total
net proceeds of the offering were $11.3 million after deducting underwriter’s discounts and before expenses related to the offering.
As part of the offering, the investors received warrants to purchase up to 8,000,000 shares of the Company’s Common Stock at an exercise price of $2.00 per share (the “Warrants”).
The Warrants participate with Common Stock on a one-for-one basis for distribution dividends or other assets of the Company.
The exercise price of the Warrants is subject to adjustment upon the occurrence of specific events, including stock dividends, stock splits, combinations and reclassifications of the Company’s Common Stock.
Subject to certain exceptions, if the Company issues or sells Common Stock or other securities convertible into Common Stock during the term of the Warrants at a per share price less than the exercise price
of the Warrants, or if the Company subsequently reduces the exercise price of equity-linked instruments that were outstanding on April 2, 2019, then the exercise price of the Warrants will be reduced to such
lower sale or exercise price.
The Company determined that the Warrants should be recorded as a derivative liability on the consolidated balance sheet due to the Warrants’ contractual provisions requiring issuance of registered common
shares upon exercise and certain price protection rights. At the issuance date, the Warrants were recorded at the fair value of $7.3 million as determined using the Monte Carlo pricing simulation. The Warrants
were re-measured at March 31, 2020 and the change in fair value for the year ended March 31, 2020 of approximately $3.6 million, was recorded as a component of other income (expense) within the
consolidated statement of operations. As further described under Note 15, “Subsequent Events,” on May 20, 2020, the Company exchanged these Warrants with their respective holders for shares of the
Company’s Common Stock or new warrants in reliance upon the exemption from registration provided by Section 3(a)(9) of the Securities Act of 1933, as amended. After such exchanges, the Warrants no
longer remained outstanding.
The following table details key inputs and assumptions used in the Monte Carlo simulation models used to estimate the fair value of the warrant liability as of March 31, 2020 and April 2, 2019, respectively:

March 31, 2020

Stock price
Volatility
Remaining term (years)
Expected dividend yield
Risk-free rate

$

April 2, 2019

1.10
60%
4.01
—
0.33%

$

1.85
48%
5.00
—
2.28%
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The following summarizes the common stock warrant activity for the years ended March 31, 2020 and March 31, 2019:
Warrant Shares of
Common Stock

Outstanding at March 31, 2018
Granted
Exercised
Cancelled
Outstanding at March 31, 2019
Granted
Exercised
Expired
Outstanding at March 31, 2020

5,585,874
—
(1,086,271)
—
4,499,603
8,000,000
(78,431)
(3,483,521)
8,937,651

Weighted Average
Exercise Price

$

3.34
—
3.00
—
3.42
2.00
3.00
3.00
2.31

$

$

During the year ended March 31, 2020 78,431 warrants were exercised on a cashless basis resulting in the issuance of 4,889 shares. During the year ended March 31, 2019, 1,086,271 warrants were exercised
on a cashless basis resulting in the issuance of 235,685 shares.
At March 31, 2020, 8,907,884 common stock purchase warrants relating to securities purchase agreements were outstanding and exercisable.
Issued

December 2015
February 2016
July 2016
April 2019

Warrants
Outstanding

Classification

Equity
Equity
Equity
Liability

446,500
461,384
29,767
8,000,000

Exercise
Price

$
$
$
$

Expiration

5.00
5.00
5.00
2.00

December 2025
February 2026
June 2026
April 2024

At-the-Market Financing Facility
On October 18, 2019, the Company entered into the Sale Agreement with Jefferies, pursuant to which the Company may, from time to time, sell shares of Common Stock, having an aggregate offering price of
up to $30,000,000 through Jefferies, as the Company’s sales agent. The shares will be offered and sold by the Company pursuant to its previously filed and currently effective Registration Statement on Form
S-3, as amended (Reg. No. 333-211489). Any sales of Common Stock pursuant to the Sales Agreement will be made by methods deemed to be an “at-the-market offering” as defined in Rule 415 promulgated
under the Securities Act. Jefferies will use commercially reasonable efforts to sell the shares from time to time, based on the instructions of the Company. The Company will pay Jefferies a commission rate of
three percent (3%) of the gross proceeds from the sales of shares of Common Stock sold pursuant to the Sale Agreement. Under the Sale Agreement, the Company is not required to use the full available
amount authorized and it may, by giving notice as specified in the Sale Agreement, terminate the Sale Agreement at any time.
On October 18, 2019, the Company commenced the Jefferies ATM and during the year ended March 31, 2020, the Company raised approximately $1.7 million in gross proceeds via sale of 1,361,315 shares of
Common Stock. The Company incurred $0.2 million of related costs which offset the proceeds. At March 31, 2020, there remained approximately $28.3 million of availability to sell shares through the
Jefferies ATM.
On November 2, 2017, the Company had entered into an equity distribution agreement with Canaccord Genuity Inc. (“Canaccord”) to commence an at-the-market offering that had an aggregate potential
offering price up to $30,000,000 (the “Canaccord ATM”). The Company did not sell any shares through the Canaccord ATM during the year ended March 31, 2020. During the fiscal year ending March 31,
2019, the Company raised approximately $5,844,000 in gross proceeds from the facility. On October 2, 2019, the Company sent notice terminating the equity distribution agreement effective October 12,
2019, having raised a total of $12.1 million through the facility between November 2, 2017 and October 2, 2019.
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Securities Purchase Agreement
On January 7, 2020, the Company and Eagle entered into the Eagle SPA, pursuant to which the Company issued and sold to Eagle 10,000,000 shares of common stock, at a price of $2.00 per share. The Eagle
SPA provides that Eagle will, subject to certain conditions, make an additional payment of $20 million upon the occurrence of a milestone event, which is defined as the earlier of (i) achievement of the
primary endpoint of overall survival in the TYME-88-Panc pivotal trial; (ii) achievement of the primary endpoint of overall survival in the PanCAN Precision Promise SM-88 registration arm; or (iii) FDA
approval of SM-88 in any cancer indication. This payment would be split into a $10 million milestone cash payment and a $10 million investment in TYME at a 15% premium to the then prevailing market
price. Eagle’s shares will be restricted from sale until the earlier of three months following the milestone event or the three-year anniversary of the agreement.
Note 10. Commitments and Contingencies.
Contract Service Providers
In the course of the Company’s normal business operations, it enters into agreements and arrangements with contract service providers to assist in the performance of its research and development and clinical
research activities.
On April 1, 2020, the Company amended the Clinical Research Funding and Drug Supply Agreement, dated October 9, 2018, with PanCAN, to enroll individuals diagnosed with pancreatic cancer in a
platform style clinical research study. Stage 1 of the study was initiated in the fourth quarter of fiscal year 2020. After taking into consideration amounts already paid, the remaining estimated cost to the
Company, which primarily consists of patient treatment costs, for Stage 1 is approximately $7.5 million, subject to enrollment adjustments, and is expected to be incurred over the next two and a half years.
Purchase Commitments
The Company has entered into contracts with manufacturers to supply certain components used in SM-88 in order to achieve favorable pricing on supplied products. These contracts have non-cancellable
elements related to the scheduled deliveries of these products in future periods. Payments are made by us to the manufacturer when the products are delivered and of acceptable quality. The contracts are
structured to match clinical supply needs for our ongoing trials and we expect the timing of associated payments to predominately occur during fiscal year 2020. Total outstanding future obligations associated
with the contracts were $1.6 million at March 31, 2020.
Legal Proceedings
The Company is not currently a party to any material legal proceedings and we are not aware of any pending or threatened legal proceeding against us that we believe could have a material adverse effect on
us, our business, operating results or financial condition. From time to time, the Company may be involved in litigation, claims or other contingencies arising in the ordinary course of business. The Company
would accrue a liability when a loss is considered probable and the amount can be reasonably estimated. When a material loss contingency is reasonably possible but not probable, the Company would not
record a liability, but instead would disclose the nature and the amount of the claim, and an estimate of the loss or range of loss, if such estimate can be made. Legal fees are expensed as incurred.

Note 11. Leases.
The Company leases office space in New York and office space and furniture in New Jersey. The New York rent obligation has been prepaid through August 30, 2020, the end of the lease. The New Jersey
leases expire in February 2021.
Total Company rent expense, including short term rentals, was approximately $313,000 and $243,000 for years ended March 31, 2020 and 2019, respectively.
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Operating lease right-of-use (“ROU”) assets and liabilities on the consolidated balance sheet represents the present value of the remaining lease payments over the remaining lease terms. ROU assets also
include any initial direct costs incurred and any lease payments made at or before the lease commencement date, less lease incentives received. Payments for additional monthly fees to cover the Company's
share of certain facility expenses are not included in operating lease ROU assets and liabilities. The Company uses its estimated incremental borrowing rate of 6.0% to calculate the present value of its lease
payments, as the implicit rates in the leases are not readily determinable.
As of March 31, 2020, the future minimum lease payments under non-cancellable operating lease agreements for which the Company has recognized operating lease ROU assets and lease liabilities were as
follows:
March 31, 2020
Fiscal year 2021
Total remaining lease payments
Less: present value adjustment
Total operating lease liabilities
Less: current portion
Operating lease liabilities, net of current portion

$

$

56,000
56,000
(1,000)
55,000
(55,000)
-

Note 12. Related Party Transactions.
Legal
Faegre Drinker Biddle & Reath (“Faegre Drinker”), formerly Drinker Biddle & Reath LLP (“DBR”), has provided legal services to the Company. A partner of DBR was a member of the Board and had
received, and was entitled to receive in the future, cash compensation payable to non-employee directors and equity compensation payable to non-employee directors generally under the 2016 Director
Plan. See Note 13, Equity Incentive Plan. On September 10, 2018, the Company entered into an employment agreement with the partner and he was appointed as the Company’s Chief Legal Officer and
Secretary. He ceased to be a non-employee director on September 10, 2018 and he resigned as a member of the Board effective September 30, 2018. On September 1, 2018, the partner resigned from the
partnership of DBR and he assumed a consulting role as “Of Counsel” with the firm. During the years ended March 31, 2020 and 2019, approximately $0.9 million and $1.0 million (of which $0.5 million and
$0.2 million was capitalized into equity), respectively, have been incurred as legal expenses associated with Faegre Drinker, and the Company had approximately $73,000 and $325,000 in accounts payable
and accrued expenses payable to Faegre Drinker at March 31, 2020 and March 31, 2019, respectively.
Note 13. Equity Incentive Plan.
On March 5, 2015, the Company’s Board adopted and the Company’s stockholders approved, the Company’s 2015 Equity Incentive Plan (the “2015 Plan”). Awards under the 2015 Plan may include, but need
not be limited to, one or more of the following: options, stock appreciation rights, restricted stock, performance grants, stock bonuses, and any other type of award deemed by the administrator to be consistent
with the purposes of the 2015 Plan. The exercise price of all options awarded under the 2015 Plan must be no less than 100% of the fair market value of the Company common stock as determined on the date
of the grant and have a term of no greater than ten years from the date of grant. In February 2018, the 2015 Plan was amended making available 12.5% of shares of common stock issued and outstanding. As of
March 31, 2020, there were 4,896,006 shares available for grant under the 2015 Plan.
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On August 23, 2018 the stockholders approved the Amended and Restated 2016 Stock Option Plan for Non-Employee Directors (the “2016 Director Plan”), which: (i) increased the total number of shares of
Common Stock authorized and reserved for issuance under the 2016 Director Plan by 2,000,000 shares to 2,750,000 shares: (ii) made “Initial Grants” upon a director’s initial appointment to the Board
consisting of an immediate stock option grant of 100,000 shares at fair market value; and (iii) made “Annual Grants” for members who continue in service as members of the Board subsequent to each annual
meeting of stockholders occurring subsequent to an Initial Grant, an annual stock option grant of 50,000 shares at fair market value. The Initial Grants and Annual Grants have a ten year term, subject to
applicable termination or forfeiture provisions, and vest in equal quarterly increments over a one-year period from the date of grant. As of March 31, 2020, there were 1,279,167 shares available for grant
under the 2016 Director Plan.
Stock Options
As of March 31, 2020, and 2019, there was approximately $4.2 million and $7.3 million, respectively, of total unrecognized compensation related to non-vested stock options. The cost is expected to be
recognized over the remaining weighted average remaining amortization period of 1.5 years. During the years ended March 31, 2020 and 2019, the Company had stock compensation expense of $6.1 million
and $9.0 million, respectively. For the year ended March 31, 2020, stock compensation expense is recognized as $3.6 million in general and administrative expense, $2.5 million in research and development
expense. For the year ended March 31, 2019, stock compensation expense recognized was $5.7 million in general and administrative expense and $2.9 million in research and development expense and $0.4
million in severance expense.
The Company uses the Black-Scholes option pricing model to determine the fair value of stock options granted. In accordance with ASC 718, the compensation expense for employees and non-employees is
amortized on a straight-line basis over the requisite service period, which approximates the vesting period. The Company accounts for forfeitures as they occur, rather than estimating forfeitures as of an
award’s grant date.
The expected volatility of options granted has been determined using the method described under ASC 718 using the expected volatility of similar companies. The expected term of options granted to
employees and directors in the current fiscal period has been based on the term by using the simplified “plain-vanilla” method as allowed under SAB No. 110. The expected term of options granted to nonemployees and consultants is based on the grant’s full contractual life.
The Company considered other methods to estimate expected term other than the simplified method. However, as noted above, there is no historical exercise data to provide a reasonable basis upon which to
estimate expected term due to the limited period of time its equity shares have been publicly traded and no other refined estimate of expected life that is appropriate.
The assumptions utilized to estimate the fair value of stock options granted are presented in the following table:

Year Ended
March 31,

Risk free interest rate
Expected volatility
Expected term
Dividend yield

2020

2019

0.304% - 2.38%
71.65% - 78.95%
2.5 - 6 years
0.0%

2.24% - 3.10%
71.86% - 76.31%
3 - 6.5 years
0.0%
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The following is a summary of the activity of the Company’s stock options under the 2015 Plan and 2016 Director Plan as of March 31, 2020:
Weighted
Average
Exercise Price

Number of
Options

Outstanding at March 31, 2019
Granted
Exercised
Cancelled/Forfeited
Expired
Outstanding at March 31, 2020
Options exercisable at March 31, 2020

8,953,527
3,167,280
(42,500)
(262,325)
11,815,982

$

4.13
1.47
1.67
4.10
3.43

8,224,475

$

4.05

Weighted-average grant date fair value of options granted during the years ended March 31, 2020 and 2019 was $0.96 and $1.76, respectively.

Range of
Exercise
Price

$0.98 - $8.75

Stock Options Outstanding
Weighted
Weighted
Average
Average
Exercise
Remaining
Price
Life (Years)

Number
Outstanding
at March 31,
2020

11,815,982

$

3.43

7.53

Aggregate
Intrinsic
Value

$

8,400

Stock Options Vested
Weighted
Weighted
Average
Average
Exercise
Remaining
Price
Life (Years)

Number
Vested at
March 31,
2020

8,224,475

$

4.05

7.15

Aggregate
Intrinsic
Value

$

400

The intrinsic value calculated as the excess of the market value of as March 31, 2020 over the exercise price of the options, is $8,400. The market value as of March 31, 2020 was $1.10 as reported by the
NASDAQ Capital Market. The total intrinsic value of options exercised during the year ended March 31, 2020 was zero.

Options
Non-vested options at March 31, 2019
Granted
Vested
Forfeited
Non-vested options at March 31, 2020

3,465,202
3,167,280
(2,998,475)
(42,500)
3,591,507

Weighted Average Grant Date Fair
Value Per Share
$
2.29
0.96
2.01
0.96
$
1.36

The fair value of options vested during the years ended March 31, 2020 and 2019 was $6,035,672 and $8,298,730, respectively.
Note 14. Income Taxes.
The Company provides for income taxes under ASC 740. Under ASC 740, the liability method is used in accounting for income taxes. Under this method, deferred tax assets and liabilities are determined
based on differences between financial reporting and tax bases of assets and liabilities and are measured using the enacted tax rates and laws that will be in effect when the differences are expected to reverse.
The Company has not recorded a current or deferred income tax expense or benefit since its inception.
The Company’s loss before income taxes was $22.0 million and $33.0 million for the years ended March 31, 2020 and 2019, respectively, and was generated entirely in the United States. Deferred taxes are
recognized for temporary differences between the basis of assets and liabilities for financial statement and income tax purposes. The significant components of the Company’s deferred tax assets are comprised
of the following:
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March 31,
2020

Net operating loss carryforward
Research and development credit carryforward
Stock options - NQSOs
Accruals and other temporary differences
Gross deferred tax assets
Deferred tax valuation allowance
Net deferred taxes

$

$

2019

14,562,024
1,804,233
5,877,971
825,696
23,069,924
(23,069,924)
—

$

$

10,663,981
718,748
4,518,506
864,789
16,766,024
(16,766,024)
—

Based on the Company’s history of operating losses since inception and consideration of available positive and negative evidence, the Company has concluded that it is not more likely than not that the benefit
of its deferred tax assets will be realized. Accordingly, the Company continues to maintain a full valuation allowance against its net deferred tax assets as of March 31, 2020. The valuation allowance increased
by $6.3 million for the year ended March 31, 2020 primarily due to the increase in the net operating loss carryforward and stock based compensation.
A reconciliation of income tax benefit computed at the statutory federal income tax rate to income taxes as reflected in the financial statements is as follows:
Year Ended
March 31,
2020

U.S. statutory income tax rate
Permanent differences
R&D credit carryforwards
Valuation allowance
Effective tax rate

2019

21.0%
3.3
4.4
(28.7)
—%

21.0%
(0.8)
1.3
(21.5)
—%

As of March 31, 2020, the Company had gross U.S. federal net operating loss carryforwards of approximately $69.3 million, which may be available to offset future income tax liabilities and will begin to
expire at various dates starting in 2033. As of March 31, 2020, none of the Company’s state net operating losses have value due to the apportionment rule in the states where state income tax returns are
currently filed. As permitted under the Protecting Americans Against Tax Hikes Act, which allows the Research and Development tax credit to be applied to Form 941 quarterly payroll tax returns, the
Company reduced payroll taxes by $170 thousand and $33 thousand for the years ended March 31, 2020 and March 31, 2019, respectively. As of March 31, 2020, the Company had gross federal research and
development tax credit carryforwards of $2.1 million, available to reduce future tax liabilities which will begin to expire at various dates starting in 2030.
Under the provisions of the Internal Revenue Code, the net operating loss (“NOL”) carryforwards are subject to review and possible adjustment by the Internal Revenue Service and state tax authorities. NOL
and tax credit carryforwards may become subject to an annual limitation in the event of a 50% cumulative change in the ownership interest of significant stockholders over a three-year period in excess of
50%, as defined under Sections 382 and 383 of the Internal Revenue Code, as well as similar state tax provisions. This could limit the amount of NOLs that the Company can utilize annually to offset future
taxable income or tax liabilities. The amount of the annual limitation, if any, will be determined based on the value of the Company immediately prior to the ownership change. Subsequent ownership changes
may further affect the limitation in future years. The Company has completed several financing transactions since its inception which may have resulted in a change in control as defined by Sections 382 and
383 of the Internal Revenue Code, or could result in a change in control in the future.
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A reconciliation of the beginning and ending amount of unrecognized tax benefits is as follows:
Year Ended
March 31,
2020

Gross unrecognized tax benefits at beginning of year
Increases (decreases) for tax positions in prior period
Increase for tax positions in current period
Gross unrecognized tax benefits at end of year

$

$

2019

126,838
70,293
121,263
318,394

$

$

469,167
(396,749)
54,420
126,838

As of March 31, 2020, the Company had $318,394 of unrecognized tax benefits, which were offset with the net operating loss and valuation allowance on the consolidated balance sheets. None of the gross
unrecognized tax benefits would affect the effective tax rate at March 31, 2020, if recognized. In addition, the Company did not record any penalties or interest related to uncertain tax positions for the periods
presented in these consolidated financial statements. The Company does not have any positions for which it is reasonably possible that there will be significant increase or decrease in the amounts of
unrecognized tax benefits within twelve months of the reporting date.
The Company files income tax returns in the United States, and various state jurisdictions. The federal and state income tax returns are generally subject to tax examinations for the period January 1, 2016
through March 31, 2019. To the extent the Company has tax attribute carryforwards, the tax years in which the attribute was generated may still be adjusted upon examination by the Internal Revenue Service
or state tax authorities to the extent utilized in a future period.
The Company has completed the accounting for the tax impact of the Tax Cuts and Jobs Act (“the Act”) as of March 31, 2019 and has recorded no provisional amounts.
Note 15. Subsequent Events.
The Company evaluates events or transactions that occur after the balance sheet date but prior to the issuance of consolidated financial statements to provide additional evidence relative to certain estimates or
to identify matters that require additional disclosure.
Exchange Agreements
On May 20, 2020, the Company entered into exchange agreements with holders (the “Holders”) of warrants to purchase shares of the Company’s Common Stock, which warrants were issued on April 2, 2019
(the “Existing Warrants”). The Existing Warrants were offered and issued pursuant to the Company’s Registration Statement on Form S-3 (Registration No. 333-211489), which was declared effective by the
Securities and Exchange Commission on August 16, 2017, a base prospectus dated August 16, 2017 and a prospectus supplement dated March 28, 2019.
Pursuant to exchange agreements (the “Share Exchange Agreements”) with Holders of Existing Warrants to purchase 5,833,333 shares of Common Stock in the aggregate, the Company issued an aggregate of
2,406,250 shares of Common stock (the “Exchange Shares”) in exchange for such Existing Warrants. Concurrently therewith, each such Holder executed and delivered to the Company a leak-out agreement
(a “Share Leak-Out Agreement”) that contains trading restrictions with respect to the Exchange Shares, which (i) for the first 90 days, prohibit any sales of Exchange Shares, (ii) for the subsequent 90 days,
limit sales of Exchange Shares on any day to 2.5% of that day’s trading volume of Common Stock, and (iii) prohibit new short positions or short sales on Common Stock for the combined 180 day period.
The Company also entered into an exchange agreement (the “Warrant Exchange Agreement”) with another Holder of Existing Warrants to purchase 2,166,667 shares of Common Stock in the aggregate.
Pursuant to the Warrant Exchange Agreement, the Company issued such Holder a new warrant (the “New Warrant”) to purchase the same number of shares of Common Stock. The New Warrant has the same
expiration date, April 2, 2024, as the Existing Warrants, but has an exercise price of $1.80 and does not include the price protection, anti-dilution provisions or
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other restrictions on Company action from the Existing Warrants. Concurrently therewith, such Holder executed and delivered to the Company a leak-out agreement that contains trading restrictions on sales
of Common Stock issued upon exercise of the New Warrant that are substantially similar to the restrictions on Exchange Shares in the Share Leak-Out Agreement, provided that the leak-out restrictions will
only apply to the first 893,750 shares of Common Stock issued pursuant to the New Warrant.
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ITEM 9.

CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON ACCOUNTING AND FINANCIAL DISCLOSURE

There were no disagreements with Grant Thornton LLP.
ITEM 9A.

CONTROLS AND PROCEDURES

Evaluation of Disclosure Controls and Procedures
The term “disclosure controls and procedures,” as defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934, as amended (the “Exchange Act”), means controls and other procedures
of the Company that are designed to ensure that information required to be disclosed by the Company in the reports that the Company files or submits under the Exchange Act is recorded, processed,
summarized and reported within the time periods specified in the SEC’s rules and forms. Disclosure controls and procedures include, without limitation, controls and procedures designed to ensure that
information required to be disclosed by the Company in the reports that the Company files or submits under the Exchange Act is accumulated and communicated to the Company’s management, including our
principal executive and principal financial officer, to allow timely decisions regarding required disclosure. Management recognizes that any controls and procedures, no matter how well designed and operated,
can provide only reasonable assurance of achieving their objectives, and management necessarily applies its judgment in evaluating the cost-benefit relationship of possible controls and procedures.
Our management, with the participation of our Chief Executive Officer and Chief Financial Officer, has evaluated the effectiveness of our disclosure controls and procedures (as defined in Rules 13a-15(e) and
15d-15(e)) under the Exchange Act, as of the end of the period covered by this Annual Report on Form 10-K. Based on such evaluation, our Chief Executive Officer and Chief Financial Officer have
concluded that as of March 31, 2020, our disclosure controls and procedures were effective.
Management’s Report on Internal Control Over Financial Reporting
Our management is responsible for establishing and maintaining adequate internal control over financial reporting as such term is defined under Rule 13a-15(f) under the Exchange Act.
Our internal control over financial reporting is a process designed to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external
purposes in accordance with generally accepted accounting principles and includes those policies and procedures that:
•

pertain to the maintenance of records that, in reasonable detail, accurately and fairly reflect the transactions and dispositions of the assets of the Company;

•

provide reasonable assurance that transactions are recorded as necessary to permit preparation of financial statements in accordance with generally accepted accounting principles, and that
receipts and expenditures of the Company are being made only in accordance with authorizations of management and the board of directors of the Company; and

•

provide reasonable assurance regarding prevention or timely detection of unauthorized acquisition, use or disposition of the Company’s assets that could have a material effect on the financial
statements.

Because of its inherent limitations, internal control over financial reporting may not prevent or detect misstatements. Also, projections of any evaluation of effectiveness to future periods are subject to the risk
that controls may become inadequate because of changes in conditions or because of declines in the degree of compliance with policies or procedures.
Management assessed the effectiveness of our internal control over financial reporting as of March 31, 2020. In making this assessment, management used the criteria set forth by the Committee of Sponsoring
Organizations of the Treadway Commission (“COSO”) in Internal Control—Integrated Framework issued in 2013. Based on the evaluation of our internal control over financial reporting as of March 31,
2020, our Chief Executive Officer and Chief Financial Officer concluded that as of such date, our internal control over financial reporting was effective.
110

149

Back to TABLE OF CONTENTS

Table of Contents
This Annual Report on Form 10-K does not include an attestation report of the Company’s registered public accounting firm regarding internal control over financial reporting. Management’s report was not
subject to attestation by the Company’s registered public accounting firm pursuant to the rules of the SEC that permit the Company to provide only management’s report in this Annual Report on Form 10-K.
Changes in Internal Control Over Financial Reporting
There have been no changes in the Company’s internal control over financial reporting that occurred during the quarter ended March 31, 2020 that have materially affected, or are reasonably likely to
materially affect, the Company’s internal control over financial reporting.
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ITEM 9B.

OTHER INFORMATION

None.
PART III
ITEM 10.

DIRECTORS, EXECUTIVE OFFICERS, AND CORPORATE GOVERNANCE

Directors

Set forth below are the names of and certain information as of May 18, 2020 regarding our Board of Directors:
Position(s) with the
Company/Principal Occupation

Name

Age

Steve Hoffman

57

Director, Chief Executive Officer and Chief Science Officer of the
Company

March 5, 2015*

Dr. Gerald Sokol

77

Director/Chief of Radiation Oncology, University of South Florida’s
Tampa General Hospital

March 10, 2015

Timothy C. Tyson

68

Director/Former Chairman and Chief Executive Officer, Avara
Pharmaceutical Services

March 10, 2015

Paul Sturman

59

Director/Chief Executive Officer, Nature’s Bounty Co.

March 2, 2017

David Carberry

67

Director/Former Chief Financial Officer of Excellis Health Solutions,
LLC (Retired)

March 30, 2017

Donald W. DeGolyer

59

Director/Chief Executive Officer, Vertice Pharma LLC

Douglas A. Michels

63

Director/Former President and CEO OraSure Technologies

*

Date Elected to Our Board of Directors

May 24, 2018
October 1, 2018

Mr. Hoffman served as director of Tyme, Inc. (or Tyme, our subsidiary) since its formation on July 26, 2013 and served as director of the Company since the completion of a merger on March 5,
2015 whereby we acquired our current clinical-stage pharmaceutical business.

Executive Officers

See Part I, Additional Item of this Form 10-K under the heading “Executive Officers of the Registrant.”

Other Information
Other information required by this Item 10 is incorporated by reference to, and will be contained in, our definitive proxy statement, which will be filed within 120 days after March 31, 2020.
ITEM 11.

EXECUTIVE COMPENSATION

The information required by this Item 11 is incorporated by reference to, and will be contained in, our definitive proxy statement, which will be filed within 120 days after March 31, 2020.
ITEM 12.

SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT AND RELATED STOCKHOLDER MATTERS

The information required by this Item 12 is incorporated by reference to, and will be contained in, our definitive proxy statement, which will be filed within 120 days after March 31, 2020.
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The following table provides certain information with respect to all of our equity compensation plans in effect as of March 31, 2020:
Number of
Securities to
be Issued Upon
Exercise of
Outstanding
Options, Warrants
and Rights

Plan Category

Equity compensation plans approved by
stockholders prior to March 31, 2020
Equity compensation plans not approved
by stockholders prior to March 31, 2020
Total Equity
(1)

(2)

(3)
ITEM 13.

Number of
Securities
Remaining
Available for
Issuance
Under Equity
Compensation
Plans (3)

Weighted
Average
Exercise Price

11,815,982 (1) $

3.43

6,175,173

29,767 (2) $
11,845,749
$

5.00
3.43

—
6,175,173

Includes 11,815,982 shares of our common stock issuable under option awards made prior to March 31, 2020 under our 2015 Equity Incentive Plan and our 2016 Director Plan, each approved by
stockholders; these option awards carry a weighted average exercise price of $3.43 per share. For a description of the terms of the 2015 Equity Incentive Plan and 2016 Director Plan, please see
Note 13 to the consolidated financial statements presented elsewhere herein.
Includes 29,767 shares of our common stock issuable upon the exercise of certain warrants to purchase common stock as of March 31, 2020 at a weighted average exercise price $5.00 per share; the
warrants described in this sentence are limited to warrants issued in return for goods or services provided and do not include warrants issued in connection with capital raising transactions,
consistent with applicable SEC disclosure obligations.
Includes 6,175,173 shares of our common stock issuable under awards eligible to be made (and not outstanding) as of March 31, 2020 under our 2015 Equity Incentive Plan and 2016 Director Plan.
CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS, AND DIRECTOR INDEPENDENCE

The information required by this Item 13 is incorporated by reference to, and will be contained in, our definitive proxy statement, which will be filed within 120 days after March 31, 2020.
ITEM 14.

PRINCIPAL ACCOUNTANT FEES AND SERVICES

The information required by this Item 13 is incorporated by reference to, and will be contained in, our definitive proxy statement, which will be filed within 120 days after March 31, 2020.
113

152

Back to TABLE OF CONTENTS

Table of Contents
PART IV
ITEM 15.
(a)

EXHIBITS AND FINANCIAL STATEMENT SCHEDULES
DOCUMENTS FILED AS PART OF THIS REPORT

The following is a list of our financial statements filed in this Annual Report on Form 10-K under Item 8 of Part II hereof:
1.

FINANCIAL STATEMENTS AND SUPPLEMENTAL DATA

Report of Independent Registered Public Accounting Firm

85

Consolidated Balance Sheets as of March 31, 2020 and March 31, 2019

86

Consolidated Statements of Operations for the years ended March 31, 2020 and 2019

87

Consolidated Statements of Stockholders’ Equity for the years ended March 31, 2020 and 2019

88

Consolidated Statements of Cash Flows for the years ended March 31, 2020 and 2019

89

Notes to Consolidated Financial Statements as of March 31, 2020 and 2019

90
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(b)

EXHIBITS

See Exhibit Index.
ITEM 16.

FORM 10-K SUMMARY

Omitted at the company’s option.
Exhibit
Number

Description

3.1

Amended and Restated Certificate of Incorporation of Tyme Technologies, Inc. (Incorporated by reference to Exhibit 3.1 to our Current Report on Form 8-K, filed with the SEC on
September 19, 2014.)

3.2

Certificate of Amendment to the Amended and Restated Certificate of Incorporation of Tyme Technologies, Inc., effective April 2, 2018 (Incorporated by reference to Exhibit 3.1 to our
Current Report on Form 8-K, filed with the SEC on April 2, 2018.)

3.3

Certificate of Designation of Series A Convertible Preferred Stock, dated January 7, 2020. (Incorporated by reference to Exhibit 3.1 to our Current Report on Form 8-K, filed with the
SEC on
January 8, 2020.)

3.4

Amended and Restated By-Laws of Tyme Technologies, Inc., effective April 2, 2018. (Incorporated by reference to Exhibit 3.2 to our Current Report on Form 8-K, filed with the SEC on
April 2, 2018.)

4.1

Form of Warrant Certificate, dated as of February 2, 2016. (Incorporated by reference to Exhibit A to the Form of Securities Purchase Agreement, dated as of February 2, 2016, filed as
Exhibit 10.1 to our Current Report on Form 8-K, filed with the SEC on February 8, 2016.)

4.2

Form of Warrant Certificate, dated as of December 18, 2015, between Tyme Technologies, Inc. and the purchaser parties thereto. (Incorporated by reference to Exhibit A to the Form of
Securities Purchase Agreement, dated as of December 18, 2015, filed as Exhibit 99.1 to our Current Report on Form 8-K, filed with the SEC on December 30, 2015.)

4.3

Form of Warrant. (Incorporated by reference to Exhibit 10.1 to our Current Report on Form 8-K, filed with the SEC on March 22, 2017.)

4.4

Form of Notice to Warrant Holders. (Incorporated by referenced to Exhibit 10.1 to our Current Report on Form 8-K, filed with the SEC on March 18, 2019.)

4.5

Form of Warrant. (Incorporated by referenced to Exhibit 4.1 to our Current Report on Form 8-K, filed with the SEC on April 2, 2019.)

4.6

Registration Rights Agreement, dated January 7, 2020, between the Company and Eagle. (Incorporated by reference to Exhibit 4.1 to our Current Report on Form 8-K, filed with the SEC
on January 8, 2020.)

4.7

Form of New Warrant, dated May 20, 2020. (Incorporated by reference to Exhibit 4.1 to our Current Report on Form 8-K, filed with the SEC on May 20, 2020.)

4.8

Description of Common Stock, dated as of June 12, 2019. (Incorporated by reference to Exhibit 4.6 to our Annual Report on Form 10-K, filed with the SEC on June 12, 2019.)

10.1

License Agreement, dated as of July 9, 2014, between Steven Hoffman and Tyme Inc. (Incorporated by reference to Exhibit 10.11 to our Current Report on Form 8-K, filed with the SEC
on March 11, 2015.)

10.2

Equity Distribution Agreement, dated as of November 2, 2017, by and between Tyme Technologies, Inc. and Canaccord Genuity, Inc. (Incorporated by reference to Exhibit 10.1 to our
Current Report on Form 8-K, filed with the SEC on November 6, 2017.)

10.3

Open Market Sale Agreement, dated as of October 18, 2019, by and between Tyme Technologies, Inc. and Jefferies LLC. (Incorporated by reference to Exhibit 1.1 to our Current Report
on Form 8-K, filed with the SEC on October 18, 2019.)
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10.4†

2015 Equity Incentive Plan of Tyme Technologies, Inc. (Incorporated by reference to Exhibit 10.8 to our Current Report on Form 8-K, filed with the SEC on March 11, 2015.)

10.5†

Amendment No. 1 to the Tyme Technologies, Inc. 2015 Incentive Plan, effective May 6, 2016. (Incorporated by reference to Exhibit 10.2 to our Quarterly Report on Form 10-Q, filed
with the SEC on August 9, 2016.)

10.6†

Amendment No. 2 to the Tyme Technologies, Inc. 2015 Incentive Plan, effective February 5, 2018. (Incorporated by reference to Exhibit 99.1 to our Current Report on Form 8-K, filed
with the SEC on April 2, 2018.)

10.7†

Form of Nonqualified Stock Option Agreement under the Tyme Technologies, Inc. 2015 Equity Incentive Plan. (Incorporated by reference to Exhibit 99.3 to our Current Report on Form
8-K, filed with the SEC on April 2, 2018.)

10.8†

Form of Amendment to Nonqualified Stock Option Agreement under the Tyme Technologies, Inc. 2015 Equity Incentive Plan. (Incorporated by reference to Exhibit 10.6 to our
Quarterly Report on Form 10-Q, filed with the SEC on July 31, 2018.)

10.9†

Form of Stock Option Agreement under the Tyme Technologies, Inc. 2015 Equity Incentive Plan. (Incorporated by reference to Exhibit 10.7 to our Quarterly Report on Form 10-Q, filed
with the SEC on July 31, 2018.)

10.10†

Amended and Restated 2016 Stock Option Plan for Non-Employee Directors, effective May 24, 2018. (Incorporated by reference to Exhibit 99.1 to our Current Report on Form 8-K,
filed with the SEC on May 29, 2018.)

10.11†

Form of Contingent Nonqualified Stock Option Agreement under the Tyme Technologies, Inc. 2016 Stock Option Plan for Non-Employee Directors. (Incorporated by reference to
Exhibit 99.2 to our Current Report on Form 8-K, filed with the SEC on May 29, 2018.)

10.12†

Form of Nonqualified Stock Option Agreement under the Tyme Technologies, Inc. 2016 Stock Option Plan for Non-Employee Directors. (Incorporated by reference to Exhibit 10.11 to
our Annual Report on Form 10-K, filed with the SEC on June 12, 2019.)

10.13†

Employment Agreement, dated as of March 5, 2015, between Tyme Technologies, Inc. and Steven Hoffman. (Incorporated by reference to Exhibit 10.12 to our Current Report on Form
8-K, filed with the SEC on March 11, 2015.)

10.14†

Employment Agreement, dated as of March 5, 2015, between Tyme Technologies, Inc. and Michael Demurjian. (Incorporated by reference to Exhibit 10.13 to our Current Report on
Form 8-K, filed with the SEC on March 11, 2015.)

10.15†

Release Agreement, dated as of March 15, 2019, between Tyme Technologies, Inc. and Michael Demurjian. (Incorporated by reference to Exhibit 10.14 to our Annual Report on Form
10-K, filed with the SEC on June 12, 2019.)

10.16†

Amended Letter Agreement, dated as of July 30, 2018, by and between Ben R. Taylor and Tyme Technologies, Inc. (Incorporated by reference to Exhibit 10.2 to our Quarterly Report on
Form 10-Q filed with the SEC on July 31, 2018.)

10.17†

Amended and Restated Nonqualified Stock Option Agreement, dated as of July 30, 2018, between Tyme Technologies, Inc. and Ben R. Taylor. (Incorporated by reference to Exhibit 10.3
to our Quarterly Report on Form 10-Q filed with the SEC on July 31, 2018.)

10.18†*

Employment Agreement, dated as of October 9, 2018, by and between Michele Korfin and Tyme Technologies, Inc.
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10.19†

Securities Purchase Agreement, dated January 7, 2020, between the Company and Eagle Pharmaceuticals, Inc. (Incorporated by reference to Exhibit 10.1 to our Current Report on Form
8-K, filed with the SEC on January 8, 2020.)***

10.20†*

Co-Promotion Agreement with Eagle Pharmaceuticals, Inc., dated January 7, 2020.****

10.21

Form of Share Exchange Agreement, dated May 20, 2020. (Incorporated by reference to Exhibit 10.1 to our Current Report on Form 8-K, filed with the SEC on May 20, 2020.)

10.22

Form of Warrant Exchange Agreement, dated May 20, 2020. (Incorporated by reference to Exhibit 10.2 to our Current Report on Form 8-K, filed with the SEC on May 20, 2020.)

10.23

Form of Share Leak-Out Agreement, dated May 20, 2020. (Incorporated by reference to Exhibit 10.3 to our Current Report on Form 8-K, filed with the SEC on May 20, 2020.)

10.24

Form of Warrant Leak-Out Agreement, dated May 20, 2020. (Incorporated by reference to Exhibit 10.4 to our Current Report on Form 8-K, filed with the SEC on May 20, 2020.)

21.1*

List of Subsidiaries.

23.1*

Consent of Independent Registered Public Accounting Firm.

24.1*

Power of Attorney (Included in Signature Page of Form 10-K).

31.1*

Rule 13(a)-14(a)/15(d)-14(a) Certification of Principal Executive Officer.

31.2*

Rule 13(a)-14(a)/15(d)-14(a) Certifications of Principal Financial Officer.

32.1**

Rule 1350 Certifications.

101.INS*

XBRL Instance Document.

101.SCH*

XBRL Schema Document.

101.CAL*

XBRL Calculation Linkbase Document.

101.DEF*

XBRL Definition Linkbase Document.

101.LAB*

XBRL Label Linkbase Document.

101.PRE*

XBRL Presentation Linkbase Document.

†
*
**
***

Management contract or compensatory plan or arrangement
Filed herewith
Furnished herewith
Certain exhibits have been omitted and the Company agrees to furnish supplementally to the SEC a copy of
any omitted exhibits upon request.
**** Certain confidential information contained in the document, marked by brackets, has been omitted because
it is both (i) not material and (ii) would be competitively harmful to the Company if publicly disclosed.
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SIGNATURES
Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the undersigned thereunto duly authorized.
Dated: May 22, 2020
TYME TECHNOLOGIES, INC.
By:

/s/ Steve Hoffman
Steve Hoffman
Chief Executive Officer
(Principal Executive Officer)

KNOW ALL PERSONS BY THESE PRESENTS, that each person whose signature appears below constitutes and appoints each of Steve Hoffman or Ben R. Taylor as his true and lawful attorneys-in-fact,
each with the power of substitution, for him in any and all capacities, to sign any amendments to this Report on Form 10-K and to file same, with exhibits thereto and other documents in connection therewith,
with the Securities and Exchange Commission, hereby ratifying and confirming all that each of said attorneys-in-fact, or his substitutes, may do or cause to be done by virtue hereof.
Pursuant to the requirements of the Securities Exchange Act of 1934, this Report has been signed below by the following persons on behalf of the Registrant and in the capacities and on the dates indicated.
Signature

/s/ Steve Hoffman
Steve Hoffman

Title

Date

Chief Executive Officer and Director
(Principal Executive Officer)

May 22, 2020

Corporate Controller
(Principal Accounting Officer)

May 22, 2020

/s/ Ben R. Taylor
Ben R. Taylor

Chief Financial Officer and President
(Principal Financial Officer)

May 22, 2020

/s/ Gerald Sokol
Gerald Sokol

Director

May 22, 2020

/s/ Paul L. Sturman
Paul L. Sturman

Director

May 22, 2020

/s/ David Carberry
David Carberry

Director

May 22, 2020

/s/ Timothy C. Tyson
Timothy C. Tyson

Director

May 22, 2020

/s/ Douglas A. Michels
Douglas A. Michels

Director

May 22, 2020

/s/ Donald W. DeGolyer
Donald W. DeGolyer

Director

May 22, 2020

/s/ Barbara C. Galaini
Barbara C. Galaini
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EXHIBIT 10.18

TYME TECHNOLOGIES, INC.
17 State Street – 7th Floor New York, New York
10004
October 9, 2018
Ms. Michele Korfin
202 Meadow View Lane Glen Garner. NJ 08826
Dear Michele:
This letter sets forth our agreement with respect to your employment (hereinafter “letter agreement”) with Tyme Technologies, Inc., a Delaware
corporation (the “Company”).
1.
Employment. Your employment with the Company will be upon the terms and conditions set forth in this letter agreement beginning on the first business day
immediately following the date that you sign this letter agreement (the “Effective Date”) and ending as provided in Section 4 (the “Employment Period”).
2.
Position and Duties. During the Employment Period, you will serve as Chief Commercial Officer of the Company and will have the usual and customary
duties, responsibilities and authorities of a person in such positions and such other duties assigned to you by the Chief Executive Officer of the Company (the “CEO”) and/or the President of the
Company (“President”) which are consistent with your position. You will report directly to the CEO. You will devote your full working time, efforts and attention to, and diligently and
conscientiously perform the duties of, such positions. In addition to performing such duties for the Company, you may be required to perform similar duties for the Company’s existing subsidiaries
or affiliates, and/or any subsidiaries and/or affiliates which may be formed or acquired from time to time in the future, including without limitation Tyme Inc., a Delaware corporation, and
Luminant Biosciences, LLC (collectively, all such subsidiaries and/or affiliates shall be referred to as the “Company Affiliates”). Except for travel for business purposes, you will be employed
and your primary offices will be located at the Company offices located at 17 State Street – 7th Floor – New York, New York 10004 (the “Company Office”) or the office expected to be
located near Bridgewater, New Jersey (the “New Jersey Office”). You will divide your working time between the Company Office and the New Jersey Office as the Company reasonably
determines is necessary for the performance of your duties hereunder.
3.
(a)

Compensation.
During the Employment Period, your base salary will be $390,000 per annum (your “Base Salary”). Your Base Salary will be payable in
regular installments in accordance with the Company’s general payroll practices and subject to withholding and other payroll taxes. Your Base Salary may be
reviewed annually (beginning on or about the first anniversary date of this letter agreement) by the Board and may be increased by the Board in its sole discretion
(for the avoidance of doubt, such increased amount shall be considered your “Base
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Salary” for all purposes of this letter agreement). Unless agreed by you in writing, your Base Salary may not be decreased by the Board or otherwise.
(b)

You will also be entitled, conditioned upon your continued employment with the Company or one of the Company Affiliates through and
including the applicable date of payment, to receive one or more special bonuses (each, a “Performance Bonus”), in such amount(s), for such period(s) and based
on such criteria as determined from time to time, and if ever, by the Board in the Board’s sole discretion.

(c)

In connection with your entering into this letter agreement, we shall grant to you, on October 9, 2018 (the “Grant Date”), under the
Company’s 2015 Equity Incentive Plan (the “2015 Plan”), an option (the “Option”) to purchase up to 500,000 shares (each, an “Option Share”) of the common
stock, par value $0.0001 per share (the “Common Stock”), of the Company, at a per Option Share purchase (exercise) price equal to the Fair Market Value (as
defined in the 2015 Plan) of the Common Stock on the Grant Date. The Option shall have a term of ten years and, except as provided in Section 5(a)(v) below, shall
vest as follows: 50,000 shares on the date hereof and 450,000 shares in twelve equal quarterly installments of 37,500 shares beginning on January 1, 2019 (each, a
“Vesting Date”), provided that you are employed by the Company on the relevant Vesting Date, and otherwise subject to the provisions of the 2015 Plan. For the
avoidance of doubt, except as provided in Section 5(a)(v) below, in the event you terminate employment with the Company prior to full vesting of the Option, the
unvested portion of the Option will expire and terminate in full as of such termination and you will not have any right to exercise the unvested portion of the Option.
The number of Option Shares and purchase price shall be adjusted in the event of any stock splits, mergers, consolidations or similar transactions. The Option shall
be evidenced by a Stock Option Agreement in the form attached as Exhibit A to this letter agreement (the “Stock Option”). In the event of any conflict between
the provisions of this paragraph 3(c) and the provisions of the 2015 Plan and Stock Option, the provisions of the 2015 Plan and Stock Option shall govern.

(d)

During the Employment Period, you will be entitled to participate in all employee benefit programs, including without limitation
health/medical insurance, for which senior executive employees of the Company are generally eligible, subject to applicable plans and policies as may be
amended from time to time, in the sole discretion of the Board. During the Employment Period, you will be entitled to four weeks paid vacation during each calendar
year, with such vacation time pro-rated for any partial calendar years during the Employment Period; provided, however, that no carry-over of unused vacation time
shall be permitted and no compensation shall be paid for any such unused vacation time. For the avoidance of doubt, time devoted to satisfy minimum continuing
medical education shall be considered travel for work.

(e)

The Company shall reimburse you for all reasonable out-of-pocket business expenses incurred by you on behalf of the Company during
the Employment Period; provided that you properly account to the Company for all such expenses in accordance with the policies of the Company and the rules,
regulations and interpretations of the U.S. Internal Revenue Service relating to reimbursement of business expenses (“Expenses”).
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(f)

During the Employment Period, the Company will maintain Directors and Officers Liability Insurance coverage that includes coverage of
you, subject to the terms and conditions of such policy and with limits customary for similarly situated companies.

4.
Termination. The Employment Period will end on the date which is 12 months (i.e., one year) following the Effective Date, unless it is sooner terminated or is
extended as provided below. Unless the Employment Period has been terminated in accordance with the following sentence of this Section 4 or one party has given at least 60 days’ advance,
written notice (the “Renewal Notice”) that you or the Company seek to terminate the employment arrangement at the expiration of the then current Employment Period, commencing with the
one year anniversary of the Effective Date, and on each subsequent anniversary of the Effective Date, the Employment Period shall automatically be extended by an additional 12 months.
Notwithstanding the foregoing, the Employment Period (i) will terminate upon your death, (ii) may be terminated by the Company upon Notice of Termination (as defined in Section 5(e) below)
delivered to you as a result of your Disability (as defined in Section 5(g) below), (iii) may be terminated by the Company at any time for Cause (as defined in Section 5(f) below), (iv) may be
terminated by you for Good Reason (as defined in Section 5 (h) below) and (v) may be terminated by the Company without Cause. For the avoidance of doubt, if the Company gives you a
Nonrenewal Notice at any time after the Effective Date, the giving of such Nonrenewal Notice shall be deemed to be a termination of your employment by the Company without Cause for
purposes of Section 5(a) below.
5.
(a)

Severance.
If the Employment Period is terminated by the Company without Cause or by you for Good Reason, you will be entitled to receive (i)
your Base Salary as in effect at the time of such termination to the extent such amount has accrued through the Termination Date (as defined in Section 5(e) below)
and remains unpaid, (ii) any fully earned and declared but unpaid Performance Bonus as of the Termination Date, (iii) an amount equal to one year of your Base
Salary, less applicable withholdings, which shall be payable in the same amounts and at the same intervals as if the Employment Period had not ended, (iv) except as
set forth in the final sentence of this Section 5(a), immediate and full vesting of all your equity awards, (v) if you timely elect continued coverage pursuant to
COBRA, payment of your share of the premium cost at the same rate as for active employees of the Company for the 18-month period following the Termination
Date, and (vi) any unpaid Expenses as of the Termination Date; provided, however, if the Employment Period is terminated by the Company or by you with or
without Good Reason within 30 days after the Effective Date, you will not be entitled to the payments and benefits set forth in Section 5(a)(ii), (iii), (iv) and (v).
Except as set forth in Section 5(d), upon delivery of the payments and benefits described in this Section 5(a), the Company shall have no further obligation to you
under this letter agreement or otherwise with respect to your employment with the Company; provided, however, the Company’s obligation to make the payments
to you described in clauses (iii), (iv) and (v) of this Section 5(a) is conditioned upon your executing and delivering, no later than 45 days following the Termination
Date (and not revoking), a release relating to your employment by the Company in favor of the Company, the Company Affiliates and their respective stockholders,
officers, members, managers, directors, employees, subsidiaries and affiliates substantially in the form attached as Exhibit B; provided, further, that until the
period to revoke such release has expired, the Company shall retain any Base Salary installment payment
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that would otherwise be made pursuant to clause (iii) of this Section 5(a), with such payment being made on the next regularly scheduled payroll date after such
revocation period expires. In the event that the Company’s delivers written notice to you that the Board, in its good faith and reasonable judgment, has determined
that you have been negligent in the performance of your duties, provided that you have been given an opportunity of no less than 30 days after receipt of such notice
to cure any such instances of negligence, if the Company terminates your employment without Cause following the Board’s good faith, reasonable determination that
you have failed to cure, any unvested equity awards that you hold will be forfeited.
(b)

If the Employment Period is terminated by the Company for Cause or by you other than for Good Reason, the Company will pay you (i)
your Base Salary as in effect at the time of such termination to the extent such amount has accrued through the Termination Date and remains unpaid, (ii) any
fully earned and declared but unpaid Performance Bonus as of the Termination Date, and (iii) any unpaid Expenses as of the Termination Date. Except as set forth in
Section 5(d), upon delivery of the payments described in this Section 5(b), the Company will have no further obligation to you under this letter agreement with
respect to your employment with the Company.

(c)

If the Employment Period is terminated due to your Disability (as defined in Section 5(g) below) or death, the Company will pay you or
your estate, whichever is applicable,
(i) your Base Salary as in effect at the time of such termination to the extent such amount has accrued through the Termination Date and remains unpaid, (ii) any
fully earned and declared but unpaid Performance Bonus as of the Termination Date, and (iii) any unpaid Expenses as of the Termination Date. Except as set forth in
Section 5(d), upon delivery of the payments described in this Section 5(c), the Company will have no further obligation to you under this letter agreement or
otherwise with respect to your employment with the Company.
(d)

Except as otherwise required by law or as specifically provided herein, all of your rights to salary, severance, fringe benefits, bonuses and
any other amounts hereunder (if any) accruing after the termination of the Employment Period will cease upon the earlier of the Termination Date and your last day
of active service. In the event the Employment Period is terminated, your sole remedy, and the sole remedy of your successors, assigns, heirs, representatives and
estate, will be to receive the payments described in this letter agreement. Notwithstanding the foregoing, the following rights will survive any termination of the
Employment Period: (i) your rights to accrued and vested benefits under any benefit plan of the Company or any of the Company Affiliates, or as set forth in any
other agreement between you and the Company or any of the Company Affiliates, (ii) your right to continued participation in the Company’s health and welfare
plans, except as otherwise provided in Section 5(a)(v), at your own expense pursuant to COBRA, (iii) your right to indemnification in respect of your service as a
director or officer of the Company or any of the Company Affiliates, to the maximum extent provided under applicable law, the Company’s Certificate of
Incorporation and By-laws (each, as they may be amended from time-to-time), the Company’s Directors and Officers Liability Insurance coverage, and any other
agreement between you and the Company, (iv) your rights in respect of shares of Common Stock that you hold and (v) your rights in respect of any equity-based
awards that remain outstanding following the Employment Period (subject to the provisions of this Agreement and any equity plan or award agreement that
governs the terms of such equity-based awards).
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(e)

Any termination of the Employment Period by the Company (other than termination upon your death) or by you must be communicated
by written notice (in either case, a “Notice of Termination”) to you, if the Company is the terminating party, or to the Company, if you are the terminating party.
For purposes of this letter agreement, “Termination Date” means
(i) if the Employment Period is terminated due to your death, the date of your death and (ii) if the Employment Period is terminated due to your Disability, by the
Company (for Cause or without Cause) or by you (for Good Reason or without Good Reason), the date specified in the Notice of Termination (which may not be
earlier than the date of such Notice of Termination). Notwithstanding anything contained herein to the contrary, any termination of the Employment Period by you
must be communicated to the Company no less than 30 days prior to the intended Termination Date; provided, however, you may provide Notice of Termination to
the Company at any time within 30 days after the Effective Date and, unless otherwise specified, the Termination Date shall be the date of such Notice of
Termination.
(f)

For purposes of this letter agreement, “Cause” means any one of the following: (i) a material breach by you of this letter agreement, (ii) your
conviction of, guilty plea to, or confession of guilt of, a felony involving the Company, (iii) materially fraudulent, dishonest or illegal conduct by you in the
performance of services for or on behalf of the Company or any of the Company Affiliates, (iv) any repeated conduct by you in material violation of Company
policy, (v) any conduct by you that is materially detrimental to the reputation of the Company or any of the Company Affiliates, (vi) your misappropriation of funds
of the Company or any of the Company Affiliates, (vii) your gross negligence or wilful misconduct or wilful failure to comply with written directions of the CEO or
President which directions are within the scope of your duties hereunder, or (viii) your engaging in conduct involving an act of moral turpitude. A purported
termination of your employment for Cause shall not be effective unless (A) the Company provides written notice to you of the facts alleged by the Company to
constitute Cause and such notice is delivered to you no more than 90 days after the Company has actual knowledge of such facts and
(B) you have been given an opportunity of no less than ten days after receipt of such notice to cure the circumstances alleged to give rise to Cause and the Company,
has cooperated in good faith with your efforts to cure such condition or circumstance, but only to the extent that such circumstances are reasonably curable.
(g)

For purposes of this letter agreement “Disability” means any accident, sickness, incapacity or other physical or mental disability which
prevents you from performing substantially all of the duties you have been assigned by the Company or any Company Affiliates pursuant to this letter agreement for
either (i) 90 consecutive days or (ii) 180 days during any period of 365 consecutive days, in each case as determined in good faith by the Board. During the time
periods specified above, the Company will continue to provide you with the compensation stated in Section 3 above.

(h)

For purposes of this letter agreement, “Good Reason” means (i) a material diminution in your authority, title, duties or responsibilities, (ii)
the failure of the Company to make all payments due to you under this letter agreement or otherwise or (iii) the relocation of your primary office to a location more
than 25 miles from the Company Office. A purported termination of your employment for Good Reason shall not be effective unless (A) you provide written notice
to the Company of the facts alleged by you to constitute Good Reason and such notice is delivered to the Board no more than 90 days after the occurrence of such
event, (B) the
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Company has been given an opportunity of no less than 30 days after receipt of such notice to cure the circumstances alleged to give rise to Good Reason and you
have cooperated in good faith with the Company’s efforts to cure such condition or circumstance (which cooperation will not require you to waive or diminish any of
your rights hereunder), but only to the extent that such circumstances are reasonably curable, and (c) you elect to terminate the Employment Period within 30 days
following the end of the Company’s cure period due to the Company’s failure to cure.
6.
(a)

Change of Control.
In the event of a Change of Control (as defined in the 2015 Plan or a successor plan), all equity awards you hold shall, to the extent unvested,
fully vest as of immediately prior to such Change of Control.
(b)

Notwithstanding any other provision of this letter agreement:

(i)
Intheeventitisdeterminedbyanindependentnationallyrecognizedpublicaccountingfirmthatisreasonablyacceptabletoyou,whichis
engaged and paid for by the Company prior to the consummation of any transactionconstitutinga280GChangeofControl(whichforpurposesofthisSection6(b)shallmeanachangein
ownershiporcontrolasdeterminedinaccordancewiththeregulations promulgated under Section 280G of the Internal Revenue Code of 1986,asamended(the“Code”),whichaccountingfirm
shallinnoeventbetheaccountingfirmfortheentityseekingtoeffectuatethe280GChangeofControl(the“Accountant”),whichdeterminationshallbecertifiedbytheAccountantandset forth in a
certificate delivered to you not less than ten business days prior to the280GChangeofControlsettingforthinreasonabledetailthebasisoftheAccountant’scalculations(includinganyassumptions
thattheAccountantmadeinperformingthecalculations),thatpartoralloftheconsideration,compensationorbenefitstobepaidtoyouunderthisletteragreementconstitute“parachutepayments”under
Section280G(b)(2)oftheCode,then,iftheaggregatepresentvalue of such parachute payments, singularly or together with the aggregate presentvalueofanyconsideration,compensationor
benefitstobepaidtoyouunderanyotherplan,arrangementoragreementwhichconstitute“parachutepayments”(collectively, the “Parachute Amount”) exceeds the maximum amount that
wouldnotgiverisetoanyliabilityunderSection4999oftheCode,theamountsconstituting “parachute payments” which would otherwise be payable to you or foryourbenefitshallbereducedto
themaximumamountthatwouldnotgiverisetoanyliabilityunderSection4999oftheCode(the“ReducedAmount”);providedthat such amounts shall not be so reduced if the Accountant
determines that withoutsuchreductionyouwouldbeentitledtoreceiveandretain,onanetafter-taxbasis(including,withoutlimitation,anyexcisetaxespayableunderSection4999oftheCode),an
amountwhichisgreaterthantheamount,onanetafter-taxbasis,thatyou would be entitled to retain upon receipt of the Reduced Amount. In connectionwithmakingdeterminationsunderthis
Section6(b),theAccountantshalltake intoaccountanypositionstomitigateanyexcisetaxespayableunderSection4999oftheCode,suchasthevalueofanyreasonablecompensationforservicestobe
renderedbyyoubeforeorafterthe280GChangeof Control.
6
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(ii)
IfthedeterminationmadepursuanttoSection6(b)resultsinareductionofthepaymentsthatwouldotherwisebepaidtoyouexceptfor
theapplicationofSection6(b),theCompanyshallpromptlygiveyounoticeofsuchdetermination. Such reduction in payments shall be first applied to reduce any cashpaymentsthatyou would
otherwisebeentitledtoreceive(whetherpursuanttothisletteragreementorotherwise)andshallthereafterbeappliedtoreduceotherpaymentsandbenefits,ineachcase,inreverseorderbeginningwith
thepaymentsorbenefitsthataretobepaidthefurthestintimefromthedateofsuchdetermination,unless,totheextentpermittedbySection409A(asdefinedinSection13(h)),youelecttohavethe
reductioninpaymentsappliedinadifferentorder;providedthat,innoeventmaysuchpaymentsbereducedinamannerthatwouldresultinsubjectingyoutoadditionaltaxationunderSection409A.
Withintenbusinessdaysfollowingsuchdetermination,theCompanyshallpayordistribute to you or foryour benefit such amounts as are then due to you under thisletteragreementandshall
promptlypayordistributetoyouorforyourbenefitinthefuturesuchamountsasbecomeduetoyouunderthisletter agreement.
(iii)
AsaresultoftheuncertaintyintheapplicationofSections280Gand4999oftheCodeatthetimeofadeterminationhereunder,itis
possiblethatamountswillhavebeenpaidordistributedbytheCompanytoorforyourbenefitpursuanttothisletteragreementwhichshouldnothavebeensopaidor distributed(each,an
“Overpayment”)orthatadditionalamountswhichwillhavenotbeenpaidordistributedbytheCompanytoorforyourbenefitpursuanttothisletteragreementcouldhavebeensopaidordistributed
(each,an“Underpayment”),ineachcase,consistentwiththecalculationoftheReducedAmounthereunder.In theeventthattheAccountant,basedupontheassertionofadeficiencybytheInternal
Revenue Service against either the Company or you which the Accountantbelieveshasahighprobabilityofsuccess,determinesthatanOverpaymenthasbeenmade,anysuchOverpaymentpaid
ordistributedbytheCompanytoorforyourbenefitshallberepaidbyyoutotheCompanytogetherwithinterestattheapplicable federal rate provided for in Section 7872(f)(2)(A) of the Code;
provided,however, that no such repayment shall be required if and to the extent such deemedrepaymentwouldnoteitherreducetheamountonwhichyouaresubjecttotaxunderSections1and
4999oftheCodeorgeneratearefundofsuchtaxes.In theeventthattheAccountant,basedoncontrollingprecedentorsubstantialauthority,determinesthatanUnderpaymenthasoccurred,anysuch
UnderpaymentshallbepromptlypaidbytheCompanytoorforyourbenefittogetherwithinterestattheapplicablefederalrateprovidedforinSection7872(f)(2)(A)ofthe Code.
(iv)
IntheeventofanydisputewiththeInternalRevenueService(orother taxing authority) with respect to the application of this Section
6(b), you shallcontroltheissuesinvolvedinsuchdisputeandmakeallfinaldeterminationswithregardtosuchissues.Notwithstandinganythinghereintothecontrary,theCompanyshallpromptlypay,
upondemandbyyou,alllegalfees,courtcosts, feesofexpertsandothercostsandexpenseswhichyouincurnolaterthantenyearsfollowingyourdeathinanyactual,threatenedorcontemplatedcontest
ofyourinterpretationof,ordeterminationunder,theprovisionsofthisSection 6(b).
7
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7.

Confidential Information.

(a)

You will not disclose or use at any time any Confidential Information (as defined below in Section 7(c)), whether or not such information
is developed by you, except to the extent that such disclosure or use is required in the performance or exercise by you in good faith of (i) duties assigned to you
under this letter agreement or otherwise by the CEO or President, (ii) rights as an employee, officer, director or shareholder of the Company or any of the Company
Affiliates or (iii) rights under any agreement with the Company or any of the Company Affiliates.

(b)

You will deliver to the Company at the termination of the Employment Period, or at any time the Company may request, all memoranda,
notes, plans, designs, records, reports, computer files and software and other documents and data (and copies thereof) that are Confidential Information or Work
Product (as defined below) or information relating to the business of the Company or the Company Affiliates which you may then possess or have under your
control.

(c)

As used in this letter agreement, the term “Confidential Information” means information that is not generally known or available to the
public and that is used, developed or obtained by the Company or any of the Company Affiliates in connection with its or their businesses, including without
limitation (i) information, observations and data concerning its and their business and affairs, (ii) products or services, (iii) fees, costs and pricing structures,
(iv)
designs, (v) analyses, (vi) drawings, designs, photographs, artwork and reports, (vii) computer software, including operating systems, applications and
program listings, (viii) flow charts, manuals and documentation, (ix) data bases, (x) accounting and business methods, (xi) inventions, devices, new developments,
methods and processes, whether patentable or unpatentable and whether or not reduced to practice, (xii) other copyrightable works, (xiii) all production methods,
processes, technology and trade secrets, (xiv) product and product candidate formulae and any trade secrets with respect to such products and product candidates and
(xv) all similar and related information in whatever form.
(d)

Notwithstanding the provisions of this letter agreement to the contrary, you will have no liability to the Company for disclosure of
Confidential Information if the Confidential Information:
(i)
isinthepublicdomainorbecomespubliclyknownintheindustryin which the Company or any of the Company Affiliates
operates or is disclosed bytheCompanyoranyoftheCompanyAffiliatesotherthanastheresultofabreachofthisletteragreementoranyotheragreementbyyou; or
(ii)
is required to be disclosed by law, court order, or similar compulsionor in connection with any legal proceeding; provided,
however, that such disclosurewill be limited to the extent so required and, subject to the requirements of law, youwillgivetheCompanynoticeofyourintenttosodisclosesuchConfidential
InformationandwillcooperatewiththeCompanyinseekingconfidentialityprotections.
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(e)

Notwithstanding the foregoing, nothing in or about this letter agreement prohibits you from (i) filing and, as provided for under Section
21F of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), maintaining the confidentiality of a claim with the Securities and Exchange
Commission (the “SEC”); (ii) providing Confidential Information to the SEC, or providing the SEC with information that would otherwise violate this Section 7, to
the extent permitted by Section 21F of the Exchange Act; (iii) cooperating, participating or assisting in an SEC investigation or proceeding concerning the Company
without notifying the Company; or (iv) receiving a monetary award as set forth in Section 21F of the Exchange Act. Furthermore, you are advised that you shall not
be held criminally or civilly liable under any federal or state trade secret law for the disclosure of any Confidential Information that constitutes a trade secret to
which the Defend Trade Secrets Act (18 U.S.C. Section 1833(b)) applies that is made (A) in confidence to a federal, state or local government official, either directly
or indirectly, or to an attorney, in each case, solely for the purpose of reporting or investigating a suspected violation of law or (B) in a complaint or other document
filed in a lawsuit or proceeding, if such filings are made under seal.

8.
Inventions and Patents. You agree that all inventions, innovations, improvements, technical information, trade secrets, systems, software developments, ideas,
results, methods, designs, artwork, analyses, drawings, reports, copyrights, service marks, trademarks, trade names, logos and all similar or related information (whether patentable or
unpatentable) which relate to the Company’s or any of the Company Affiliates’ businesses, research and development or existing products (or products under development) or services and
which are conceived, developed or made by you (whether or not during usual business hours and whether or not alone or in conjunction with any other person) during your continued
employment with the Company, together with all intellectual property rights therein, including without limitation any patent applications, letters patent, trademark, trade name and service mark
applications or registrations, copyrights and reissues thereof that may be granted for or upon any of the foregoing (collectively referred to herein as “Work Product”), is the exclusive property of
the Company and/or the Company Affiliates. For the avoidance of doubt and without limiting the foregoing, (x) the Company or any of the Company Affiliates shall be the sole owner of all
right, title and interest in such Work Product, including without limitation all intellectual property rights relating to such Work Product, without you retaining any license or other residual right
whatsoever, and (y) any rights to any new or an existing Work Product are automatically conveyed, assigned and transferred to the Company pursuant to this letter agreement. You hereby waive
and renounce to all moral rights related, directly or indirectly, to any such existing or new Work Product. You will take reasonable steps to promptly disclose such Work Product to the CEO
and President and perform all actions reasonably requested by the CEO and President (whether during or after the Employment Period) to establish and confirm such ownership (including without
limitation the execution and delivery of assignments, consents, powers of attorney and other instruments) and to provide reasonable assistance to the Company and the Company Affiliates in
connection with the prosecution of any applications for patents, trademarks, trade names, service marks or reissues thereof or in the prosecution or defense of interferences relating to any Work
Product.
9.
(a)

Non-Competition; Non-Solicitation; Non-Disparagement.
You acknowledge that, in the course of your employment with the Company, you have and will continue to become familiar with the
Company’s and the Company

9

166

Back to TABLE OF CONTENTS
DocuSign Envelope ID: 4E0DE264-57B1-499F-AFA7-F6AD50F64C1A

Affiliates’ trade secrets and with other Confidential Information concerning the Company and the Company Affiliates and that your services will be of special,
unique and extraordinary value to the Company and the Company Affiliates. Therefore, you agree that, during the Restriction Period (as defined in Section 9(b)
below), and for a period of eighteen (18) months following such Restriction Period, you will not (x) anywhere the Company or any of the Company Affiliates
conducts business or (y) anywhere the Company or any of the Company Affiliates has spent time and resources in connection with expanding its business, directly or
indirectly, either on your own behalf or on behalf of any other person, firm or entity:
(i)
own,manage,operate,consultwith,providefinancingto,orjoin,controlorparticipateintheownership,management,operationor
controlof,anybusiness wherever located (whether in corporate, proprietorship or partnership formorotherwise),ifsuchbusinessisengagedinthebusinessofmanufacturing,marketing,sale,research
ordevelopmentofpharmaceuticalsforcancerutilizingamethodologyormechanismthatissimilartomethodologiesormechanismsusedbytheCompany(collectively,“SpecifiedTherapies”);
provided,however,thatthis Section 9(a)(i) shall not prohibit you from working, after the Restriction Periodforanentitythatengagesinthemanufacture,sale,marketingordistributionof
pharmaceuticalproductssolongasneitheryounorsuchemployerisinvolvedinthemanufacturing,marketing,saleorresearchordevelopmentoftherapeuticsorpharmaceuticalsforanyoftheSpecified
Therapies; or
(ii)
exceptaspermittedbySection7(e),sayanythingwhichisharmfultothereputationoftheCompanyoranyoftheCompanyAffiliatesor
whichcouldbereasonablyexpectedtoleadanypersontoceasetodealwiththeCompanyorany of the Company Affiliates on substantially equivalent terms to those previouslyofferedorat all.
(b)

For purposes of this letter agreement, “Restriction Period” means (i) the Employment Period and any other period during which you are
employed by the Company or any of its Affiliates, whether pursuant to this Agreement or otherwise, and (ii) a period of six months following your separation from
employment, regardless of the reason for your separation and whether caused by you or the Company.

(c)

Nothing in Section 9(a) will prohibit you from being a passive owner of not more than 2% of the outstanding stock of a publicly-traded
corporation, so long as you have no active participation in the business of such corporation.

(d)

During the Restriction Period and for a period of eighteen (18) months following the Restriction Period, you also will not:
(i)
induce or attempt to induce any customer, supplier or other businessrelationoftheCompanyoranyoftheCompanyAffiliatesto
ceasedoingbusinesswiththeCompanyoranyoftheCompanyAffiliates,orinanywayinterferewiththerelationshipbetweenanysuchcustomer,supplierorbusinessrelation,ontheonehand,andthe
CompanyoranyoftheCompanyAffiliates,ontheother hand;
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(ii)
engage,employ,solicitorcontactwithaviewtotheengagementoremployment of, any employee, officer or manager of, or fulltime consultant to, theCompanyoranyoftheCompanyAffiliatesoranypersonwhohasbeenanemployee,officerormanagerof,orconsultantto,theCompanyoranyoftheCompanyAffiliates,if
sheorshehasbeeninsucharoleatanytimewithintheimmediatelypriorthreemonths; or
(iii)

assist any individual or entity to engage in the conduct referenced inclauses(i)and(ii)immediately above.

(e)

The Company, on behalf of itself and all of the Company Affiliates, agrees that during the Restriction Period they and their executive
officers (or other persons acting on their behalf) will not say anything which is harmful to your reputation or which could be reasonably expected to lead any person
to cease to deal with you or engage you in any consulting or employment position.

(f)

Notwithstanding anything herein to the contrary, Section 9(a) shall not apply if this Agreement is terminated within 30 days after the
Effective Date by the Company without cause or by you with or without Good Reason.
10.

Enforcement.

(a)

Because the employment relationship between you and the Company is unique and because you have access to Confidential Information
and Work Product, you agree that money damages would be an inadequate remedy for any breach of Section 7, 8 or 9. Therefore, in the event of a breach or
threatened breach of Section 7, 8 or 9, the Company may, in addition to its other rights and remedies, apply to any court of competent jurisdiction for specific
performance and/or injunctive or other relief in order to enforce, or prevent any violations of, such provisions (without posting a bond or other security).

(b)

Sections 5, 6, 7, 8 and 9 will expressly survive termination of this letter agreement. The existence of any claim or cause of action by you
against the Company and/or any of the Company Affiliates shall not constitute a defense to the enforcement by the Company of the covenants contained in
Section 6(b), 7, 8 or 9, but such claim or cause of action shall be litigated separately.

11.
Notices. All notices, requests, demands, claims, and other communications hereunder will be in writing. Any notice, request, demand, claim or other
communication hereunder will be deemed duly given (a) upon delivery, if delivered personally to the recipient, against written receipt therefor, or (b) upon the first Business Day after the date
sent, if sent priority next Business Day delivery to the intended recipient by a reputable express courier service (charges prepaid) and addressed to the intended recipient as set forth below:
11
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If to the Company, to:
Ben Taylor, President Tyme Technologies,
Inc. 17 State Street - 7th Floor
New York, New York 10004
and with a copy (which shall not constitute notice) to: Attn: Jim Biehl, Esq.
Tyme Technologies, Inc. 17 State Street - 7th
Floor
New York, New York 10004
If to you, to the address appearing in the Company’s records.
Any party hereto may send any notice, request, demand, claim or other communication hereunder to the intended recipient at the address set forth above
using any other means, but no such notice, request, demand, claim or other communication will be deemed to have been duly given unless and until it actually is
received and acknowledged by the intended recipient. Any party hereto may change the address (or add new parties and their addresses) to which notices, requests,
demands, claims, and other communications hereunder are to be delivered by giving the other parties hereto notice in the manner set forth in this Section 11.
12.
Representations and Warranties. You hereby represent and warrant to the Company that (a) the execution, delivery and performance of this letter agreement
by you does not and will not conflict with, breach, violate or cause a default under any agreement, contract or instrument to which you are a party or any judgment, order or decree to which
you are subject, (b) you are not a party to or bound by any employment agreement, consulting agreement, non-compete agreement, confidentiality agreement or similar agreement with any other
person or entity that is inconsistent with the provisions of this letter agreement, (c) upon the execution and delivery of this letter agreement by the Company and you, this letter agreement will be a
valid and binding obligation of you and (d) you are able to perform the services described in this letter agreement. The Company hereby represents and warrants to you that (i) the execution,
delivery and performance of this letter agreement does not and will not conflict with, breach, violate or cause a default under any agreement, contract or instrument to which it is a party or any
judgment, order or decree to which it is subject and (ii) upon the execution and delivery of this letter agreement by the Company and you, such agreements will be valid and binding obligations
of the Company.
13.
Lock-Up Agreement. In connection with a registration with the United States Securities and Exchange Commission under the Securities Act of the public sale
of shares of Common Stock, you shall not to sell, make any short sale of, loan, grant any option for the purchase of, or otherwise dispose of any securities of the Company (other than those
included in the registration) without the prior written consent of the Company or such underwriters, as the case may be, for such period of time prior to the effective date of such registration and
continuing through and following the effective date of such registration (not to exceed 180 days) as the Company or the underwriters, as the case may be, shall specify. You agree that the
Company may
12
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instruct its transfer agent to place stop-transfer notations in its records to enforce the provisions of this Section. You shall execute a form of agreement reflecting the
foregoing restrictions as requested by the underwriters managing such offering.
14.

General Provisions.

(a)

Severability. It is the desire and intent of the parties hereto that the provisions of this letter agreement be enforced to the fullest extent
permissible under the laws and public policies applied in each jurisdiction in which enforcement is sought. Accordingly, if any particular provision of this letter
agreement will be adjudicated by a court of competent jurisdiction to be invalid, prohibited or unenforceable for any reason, such provision, as to such jurisdiction,
will be ineffective, without invalidating the remaining provisions of this letter agreement or affecting the validity or enforceability of this letter agreement or affecting
the validity or enforceability of such provision in any other jurisdiction. Notwithstanding the foregoing, if such provision could be more narrowly drawn so as not to
be invalid, prohibited or unenforceable in such jurisdiction, it will, as to such jurisdiction, be so narrowly drawn, without invalidating the remaining provisions of this
letter agreement or affecting the validity or enforceability of such provision in any other jurisdiction.

(b)

Complete Agreement. This letter agreement and any schedules or exhibits expressly constitute the entire agreement among the parties
hereto with respect to the subject matter hereof and supersedes and pre-empts any prior understandings, agreements or representations by or among the parties,
written or oral, which may have related to the subject matter hereof in any way.

(c)

Successors and Assigns. Except as otherwise provided herein, this letter agreement will be binding upon and inure to the benefit of you and
the Company and our respective successors, permitted assigns, personal representatives, heirs and estates, as the case may be; provided, however, that your rights
and obligations under this letter agreement will not be assigned without the prior written consent of the Company.

(d)

Governing Law. This letter agreement will be governed by and construed in accordance with the domestic laws of New York, without
giving effect to the choice of law provisions thereof. The parties agree that the exclusive venue for all disputes under this letter agreement shall be the federal and state
courts sitting in New York, New York.

(e)

Amendment and Waiver. The provisions of this letter agreement may be amended and waived only with the prior written consent of the
Company (with the approval of the Board) and you, and no course of conduct or failure or delay in enforcing the provisions of this letter agreement will affect the
validity, binding effect or enforceability of this letter agreement or any provision hereof.

(f)

Headings. The section headings contained in this letter agreement are inserted for convenience only and will not affect in any way the
meaning or interpretation of this letter agreement.

(g)

Counterparts. This letter agreement may be executed in counterparts, each of which will be deemed an original and all of which together
will constitute one and the same
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instrument. The signatures of any of the persons executing this letter agreement may be transmitted via facsimile or other electronic means and shall be sufficient
evidence of the execution of this letter agreement.
(h)

409A Provision. (i) For purposes of this letter agreement the term “termination of employment” and similar terms relating to your
termination of employment mean a “separation from service” as that term is defined under Section 409A of the Internal Revenue Code of 1986, as amended, and
the final regulations issued thereunder (“Section 409A”). The Company and you intend that this letter agreement comply in form and operation with the
requirements of Section 409A, and all provisions of this letter agreement shall be construed and interpreted in a manner consistent with the requirements for avoiding
taxes or penalties under Section 409A. To the extent permitted by applicable Department of Treasury/Internal Revenue Service guidance, or law or regulation, the
Company and you will take reasonable actions to reform this letter agreement or any actions taken pursuant to their operation of this letter agreement in order to
comply with Section 409A.
(ii)
ForpurposesofSection409A,eachofthepaymentsthatmaybemadehereunderisdesignatedasaseparatepayment.Totheextentthat
theCompanydeterminesthatanypaymentorbenefitpursuanttothisletteragreementconstitutesdeferredcompensation(withinthemeaningofSection409A),suchpaymentorbenefitshallbemadeat
suchtimesandinsuchformsastheCompanydeterminesarerequiredtocomplywithSection409A(including,withoutlimitation,inthecaseofa“specifiedemployee”withinthemeaningofSection
409A,thesix-monthdelayforamountspayableuponaseparationfromservice)andtheTreasuryRegulationsandanyapplicableguidance thereunder.
(iii)
ExceptasspecificallypermittedbySection409Aorasotherwisespecificallysetforthinthisletteragreement,thebenefitsand
reimbursementsprovided to you under this letter agreement and any Company plan or policy duringanycalendaryearshallnotaffectthebenefitsandreimbursementstobeprovidedtoyouunder
therelevantsectionofthisletteragreementoranyCompanyplanorpolicy in any other calendar year, and the right to such benefits and reimbursementscannotbeliquidatedorexchangedforany
otherbenefitandshallbeprovidedinaccordancewithTreas.Reg.Section1.409A-3(i)(1)(iv)oranysuccessorthereto.Further,inthecaseofreimbursementpayments,reimbursementpaymentsshallbe
madetoyouassoonaspracticablefollowingthedatethattheapplicableexpenseisincurredandproperdocumentationisprovidedtotheCompany,butinnoeventlaterthanthelastdayofthecalendar
yearfollowingthecalendaryearinwhichtheunderlyingexpenseis incurred.

(i) “Business Day” Defined. For purposes of this letter agreement, the capitalized term “Business Day” shall mean any calendar day other
than a Saturday, Sunday or other day on which banks in New York, New York are authorized or required to be closed.
[THE REMAINDER OF THIS PAGE HAS INTENTIONALLY BEEN LEFT BLANK]
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If this letter agreement correctly expresses our mutual understanding, please sign and date a copy of this letter agreement and return it to the Company.
Very truly yours,
Tyme Technologies, Inc.

5004308-94986By:
Name: Steve Hoffman
Title:
Executive Officer
The terms of this letter agreement are accepted and agreed to as of the date set
forth below by:
Michele Korfin
10/9/2018 | 11:48:12 EDT

Date
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EXHIBIT A
Tyme Technologies, Inc.
Nonqualified Stock Option Agreement
A-1
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EXHIBIT B
Form of Release RELEASE
20 .

This Release (“Release”) is delivered by Michele Korfin on this

day of

,

DEFINITIONS
A.
As used herein, unless otherwise specified, the term “Employer” shall mean Tyme Technologies, Inc., and all of its affiliates,
successors, predecessors, assigns, parents, subsidiaries, divisions (whether incorporated or unincorporated), and all of its and their past and present owners, directors,
officers, trustees, shareholders, managers, employees and agents (in their individual and representative capacities).
B.
As used herein, unless otherwise specified, the term “Employee” shall mean Michele Korfin and all of her heirs, family members,
executors, accountants, administrators, attorneys, agents, assigns, successors and representatives.
RECITALS
WHEREAS, Employee’s employment ended on

, 20 ; and

WHEREAS, it is a condition to Employee’s receipt of certain post-employment benefits (“Conditional Benefits”) under Sections 5(a)(iii), (iv) and (v)
of the letter agreement, dated October 9, 2018 (the “Employment Agreement”), between Employee and Employer that Employee execute this Release.
NOW THEREFORE, in consideration of the promises, representations and mutual covenants contained in this Release, and for other good and valuable
consideration, the sufficiency of which is hereby acknowledged, it is agreed as follows:
1.
Consideration. Employee acknowledges that the Conditional Benefits are in excess of any earned wages or benefits due and owing to Employee, and would
not be paid or provided unless Employee executed this Release. Employee acknowledges and agrees that the Conditional Benefits are adequate and independent consideration for Employee
executing this Release and releasing any and all claims against Employer.
2.
Release of All Claims. In consideration of the above, and the other promises set forth in this Release, Employee fully and forever waives, releases, acquits and
discharges Employer from and for all manner of claims, actions, suits, charges, grievances and/or causes of action, in law or in equity, existing by reason of and/or based upon any fact or set of
facts, known or unknown, existing from the beginning of time through the effective date of this Release relating to and/or arising out of the Employment Agreement, Employee’s employment
with Employer and/or the cessation of Employee’s employment with Employer (collectively, the “Released Claims”), including, but not limited to, all claims, actions, suits, charges, grievances
and/or causes
B-1
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of action for wages, compensation, liquidated damages, commissions, bonuses, benefits, sums of money, damages of every type, costs, attorney fees, judgments,
executions, wrongful discharge, breach of contract, breach of implied contract, breach of the covenant of good faith and fair dealing, tortious interference with
contract or business relationships, assault, battery, invasion of privacy, misappropriation of trade secrets, promissory estoppel, unjust enrichment, loss of consortium,
violation of the penal statutes, negligent or intentional infliction of emotional distress, negligence, defamation, retaliation and/or discrimination and/or harassment on
account of age, sex, sexual orientation, creed, religion, race, color, national origin, sensory disability, mental disability, physical disability, veteran or military status,
marital status, or any other classification recognized under all applicable discrimination laws, or any other claim or cause of action, which has or could have been
alleged under the common law, civil rights statutes, Title VII of the Civil Rights Act of 1964 (“Title VII”), the Age Discrimination in Employment Act (“ADEA”),
the Family and Medical Leave Act (“FMLA”), the Employee Retirement Income Security Act (“ERISA”), the Rehabilitation Act of 1973, the Older Workers
Benefits Protection Act (“OWBPA”), the Americans with Disabilities Act (“ADA”), The Consolidated Omnibus Budget Reconciliation Act (“COBRA”), the
Workers Adjustment Retraining Notification Act (“WARN”), the Equal Pay Act (“EPA”), the Uniformed Services Employment and Reemployment Rights Act
(“USERRA”), the National Labor Relations Act (“NLRA”), the New York State Human Rights Law, the New York City Human Rights Law, the New York Labor
Law, and any and all other federal, state, local statutes, ordinances, and laws, and every type of relief (legal, equitable and otherwise), available to Employee.
Employee covenants and agrees that she will not pursue or allege any claim, matter or cause of action in violation of, and/or released under, this Release. Nothing in
this Release shall be construed as releasing Employer from, and the Released Claims shall not include: (a) any obligation to pay those amounts due to Employee under
Section 5(a) of the Employment Agreement, subject to the terms and conditions thereof; (b) Employee’s rights to enforce the terms of the Employment Agreement
that survive the termination of the Employment Period (as defined in the Employment Agreement) or Employment Agreement; (c) Employee’s rights described in
Section 5(d) of the Employment Agreement; (d) Employee’s non-forfeitable rights to accrued benefits (within the meaning of Sections 203 and 204 of ERISA), (e)
Employee’s right to indemnification or exculpation under the Employment Agreement, Employer’s policies or law with respect to Employee’s service as a director
or officer of Employer (including without limitation any such rights under Employer’s Certificate of Incorporation, By-laws and Directors and Officers Liability
Insurance coverage); (f) any claims for wages that are due and owing to Employee; (g) any claims that by law cannot be waived by private agreement without
judicial or governmental supervision; or (h) Employee’s right to file a charge with or participate in any investigation or proceeding conducted by the U.S. Equal
Employment Opportunity Commission (“EEOC”) or similar government agency; provided that even though Employee can file a charge or participate in an
investigation or proceeding conducted by the EEOC or similar government agency, by executing this Release, Employee is waiving her ability to obtain relief of any
kind from Employer to the extent permitted by law.
3.
Covenant Not to Sue. Employee represents that she has not filed any action, charge, suit, or claim against Employer with any federal, state or local agency or
court relating to any Released Claim. Employee further agrees that should any claims, charges, complaints, suits or other actions be filed hereafter on her behalf by any federal, state or local agency
or by any other person or entity with respect to a Released Claim, she will immediately withdraw with prejudice, or cause to be withdrawn with prejudice, and/or dismiss with prejudice, or cause
to be dismissed with prejudice, any such claims, charges, complaints, suits or other actions filed against Employer.
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Employee further agrees that, to the fullest extent permitted by law, Employee shall receive no relief of any type (monetary, equitable, or otherwise) with respect to,
relating to and/or on account of any such claims, matters or actions. Employee agrees to opt-out of any class action or collective action filed against Employer to the
extent related to a Released Claim.
4.
Confidentiality. To the fullest extent permitted by law, Employee agrees to keep confidential all facts, opinions, and information which relate in any way to
Employee’s employment and/or cessation of employment with Employer, as well as the terms of this Release; provided however, Employee may discuss the terms of this Release with her
spouse, legal representative, and/or tax preparer, each of whom must also agree to maintain confidentiality and comply with this Section 4. Notwithstanding anything herein to the contrary, Section
7(e) of the Employment Agreement will apply to this Release.
5.
Return of Employer’s Property. Employee represents that she has returned to Employer any and all property, records, papers, documents and writings, in
whatever form, of Employer in Employee’s possession and/or control, and that she has not retained any copies thereof, in whatever form.
6.

Cooperation.

(a)

Tothefullestextentpermittedbylaw,Employeewillnotcooperatewith,orassistin,anyclaim,charge,lawsuit,orarbitrationagainstEmployerwithrespecttoaReleased
Claim,unlessrequiredtodosobyalawfullyissuedsubpoena,bycourtorderorasexpresslyprovidedbyregulationorstatute.IntheeventEmployeeisservedwithasubpoenaorisrequiredby court
orderor otherwise to testify in any type of proceeding involving Employer and related toaReleasedClaim,EmployeeshallimmediatelyadviseEmployerinwritingof same.

(b)

EmployeeagreestocooperatewithEmployerinanyinternalinvestigation,administrative,regulatory,orjudicialproceedingoranydisputewithathirdparty.Employee’s
cooperationmayincludebeingavailabletoEmployeruponreasonablenoticeforinterviewsandfactual investigations, appearing at Employer’s request to give testimony without requiring service
ofasubpoenaorotherlegalprocess,volunteeringtoEmployerpertinentinformation,and turningovertoEmployerallrelevantdocumentswhichareormaycomeintoEmployee’spossession.
EmployeeunderstandsthatintheeventEmployerasksforEmployee’scooperationinaccordancewith this provision, Employer will reimburse her for reasonable travel expenses (including
lodgingandmeals)uponsubmissionofreceiptsacceptableto Employer.

7.
ADEA Notice and Acknowledgement. Employee acknowledges that she has carefully read this Release and fully understands its contents. Prior to signing this
Release, Employee has been advised in writing hereby and has had an opportunity to consult with her attorney of choice concerning the terms and conditions of this Release with regard to any
claim or right Employee may have under the ADEA or otherwise. Employee has been offered at least 45 days to review and consider this Release. Employee may voluntarily and knowingly
waive this 45-day period, or any part thereof, if she signs this Release prior to the expiration of 45 days. After signing this Release, Employee shall have seven days from the signing date to
revoke this Release. This Release shall not be effective (including for purposes under the Employment Agreement) until after the seven-day revocation period has expired. Any revocation must be
made in writing
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and delivered to the Chief Executive Officer of Employer. Until all applicable periods set forth in this Section 7 have expired, Employer shall not be required to
make any payment to Employee which payment is, under Section 5(a)(iii) or (iv) of the Employment Agreement, contingent upon the signing and delivery to the
Company of this Release. By signing this Release, Employee agrees and understands that she is waiving and releasing any and all rights she may have to pursue the
Released Claims against Employer, from the beginning of time up to the effective date of this Release, including, without limitation, all ADEA claims.
8.
Governing Law. New York law shall govern this Release, without giving effect to any choice of law or conflict of law provision or rule (whether of the
State of New York or any other jurisdiction) that would cause the application of the laws of any jurisdiction other than the State of New York.
9.
10.

Successors and Assigns. This Release shall inure to the benefit of the successors and assigns of Employer.
Severability. If any portion of this Release is ruled unenforceable, all remaining portions of this Release shall remain valid.

11.
No Reliance; No Waiver. Employee represents that she is not relying on any representation, statement, or promise of Employer or any other party in giving
this Release. This Release may not be amended, modified, waived, or terminated except in a writing signed by Employee and an authorized representative of Employer.
12.
Headings. The paragraph and section headings in this Release are inserted merely for the convenience of reference only and shall not be used to construe,
affect or modify the terms of any paragraph or provision of this Release.
EMPLOYEE WITHOUT ANY DURESS OR COERCION FREELY, KNOWINGLY AND VOLUNTARILY ENTERS INTO, AND GIVES THIS RELEASE.
EMPLOYEE UNDERSTANDS AND AGREES WITH ALL OF THE PROVISIONS AND THE TERMS STATED IN THIS RELEASE AND HAS BEEN
AFFORDED SUFFICIENT AND REASONABLE TIME TO CONSIDER WHETHER TO ENTER INTO THIS RELEASE. EMPLOYER ADVISES EMPLOYEE
TO CONSULT WITH AN ATTORNEY OF EMPLOYEE’S CHOOSING PRIOR TO EXECUTING THIS RELEASE WHICH CONTAINS A RELEASE AND
WAIVER.
Dated:
Michele Korfin
B-4
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CO-PROMOTION AGREEMENT
This Co-Promotion Agreement (this “Agreement”) is entered into and dated as of January 7, 2020 (the “Effective Date”) by and between Tyme Technologies, Inc., a Delaware corporation
(“TYME”), and Eagle Pharmaceuticals, Inc., a Delaware corporation (“Eagle”). TYME and Eagle are each referred to individually as a “Party” and together as the “Parties”.
RECITALS
WHEREAS, TYME is an emerging biotechnology company developing cancer metabolism-based therapies and owns or otherwise controls certain intellectual property rights, clinical data
and regulatory filings related to the compound SM-88 (racemetyrosine) (defined below), which is the subject of clinical development;
WHEREAS, Eagle is in the business of developing and commercializing drugs, primarily in the critical care and oncology areas, including through collaboration agreements;
WHEREAS, the Parties believe that it would be mutually beneficial to collaborate on promotional activities for the Product (defined below) and, accordingly, TYME desires that Eagle
conduct certain promotional activities, and Eagle desires to conduct such activities, for the Product in the Territory;
WHEREAS, simultaneously with the execution and delivery of this Agreement, the Parties have entered into that certain Securities Purchase Agreement, providing for, among other things,
the issuance and sale by TYME of shares of TYME common stock to Eagle in return for Eagle’s upfront payment of $20 million in cash and TYME’s right to receive additional milestone payments upon
the achievement of certain milestones as provided therein;
NOW, THEREFORE, in consideration of the following mutual promises and obligations, and for other good and valuable consideration the adequacy and sufficiency of which are hereby
acknowledged, the Parties agree as follows:
ARTICLE 1

DEFINITIONS

Unless otherwise defined in this Agreement, the following terms shall have the meanings provided hereunder:
1.1

“Act” shall mean the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 301 et seq., as it may be amended from time to time, and the regulations promulgated

thereunder.
1.2
“Adverse Event” shall mean any untoward medical occurrence in a patient or clinical investigation subject who is administered the Product, but which does not
necessarily have a causal relationship with the treatment for which the Product is used. An “Adverse Event” can include any unfavorable and unintended sign (including an abnormal laboratory finding),
symptom or disease temporally associated with the use of the Product, whether or not related to the Product. A pre- existing condition that worsened in severity after administration of the Product would be
considered an “Adverse Event”.
1.3
“Affiliate” shall mean, with respect to any Person, any other Person that directly or indirectly controls, is controlled by or is under common control with such Person.
A Person shall be deemed to control another Person if such Person possesses the power to direct or cause the direction of the management, business and policies of such Person, whether through the
ownership of fifty percent (50%) or more (or such lesser percentage which is the maximum allowed to be owned by a foreign corporation in a particular jurisdiction) of the voting securities of such Person,
by contract or otherwise.
1.4

“Agreement” shall have the meaning set forth in the preamble to this Agreement.

1.5

“Alliance Managers” shall have the meaning set forth in Section 4.1.5.

1.6
“Applicable Laws” shall mean all applicable statutes, ordinances, regulations, codes, rules, or orders of any kind whatsoever of any Governmental Authority in the
Territory pertaining to any of the activities and obligations contemplated by this Agreement, including, as applicable, the Act, the Generic Drug Enforcement Act of 1992 (21 U.S.C. § 335a et seq.), the
Anti-Kickback Statute (42 U.S.C. § 1320a-7b et seq.), the Health Insurance Portability and Accountability Act of 1996, the Federal False Claims Act (31 U.S.C. §§ 3729-3733) (and applicable state false
claims acts), the Physician Payments Sunshine
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Act, the Code, the Department of Health and Human Services Office of Inspector General Compliance Program Guidance for Pharmaceutical Manufacturers, released April 2003, the Antifraud and Abuse
Amendment to the Social Security Act, the American Medical Association guidelines on gifts to physicians, generally accepted standards of good clinical practices adopted by current FDA regulations, as
well as any state laws and regulations (i) impacting the promotion of pharmaceutical products,
(ii)
governing the provision of meals and other gifts to medical professionals, including pharmacists, or (iii) governing consumer protection and deceptive trade practices, including any state antikickback/fraud and abuse related laws, all as amended from time to time.
1.7
1.8

“Business Day” means each day of the week, excluding Saturday, Sunday or a day on which banking institutions in New York, New York, USA are closed.
“Buyout Amount” means $200 million.

1.9
“Claims” shall mean all charges, complaints, actions, suits, proceedings, hearings, investigations, claims, demands, judgments, orders, decrees, stipulations or
injunctions, in each case of a Third Party (including any Governmental Authority).
1.10
“Code” shall mean the Code on Interactions with Healthcare Professionals promulgated by the Pharmaceutical Research and Manufacturers of America
(PhRMA)/BIO, as it may be amended.
1.11
“Commercialize,” “Commercializing,” and “Commercialization” means activities directed to manufacturing, obtaining pricing and reimbursement approvals for,
marketing, promoting, distributing, importing, and/or selling the Product.
1.12
“Commercially Reasonable Efforts” means, with respect to a Party’s obligations under this Agreement, a measure of effort and resources consistent with the
exercise of prudent scientific and business judgment and the reasonable practices that would typically be exerted by a similarly situated pharmaceutical or biotechnology company of comparable size and
capabilities as such company for the Development or Commercialization of a pharmaceutical product with similar characteristics owned by such company at a similar stage of development or
commercialization as the Product, taking into account efficacy and safety considerations, and other relevant scientific, technical, and commercial factors, including product profile, the regulatory
environment, competitiveness of the marketplace and market potential, and price and reimbursement status.
1.13

“Compensation Report” shall have the meaning set forth in Section 4.2.2(b).

1.14

“Compliance Manager” shall have the meaning set forth in Section 4.3.10.

1.15

“Compliance Report” shall have the meaning set forth in Section 4.2.2(c).

1.16
“Confidential Information” shall mean all secret, confidential, non-public or proprietary Know-How, whether provided in written, oral, graphic, video, computer or
other form, provided by or on behalf of one Party to the other Party pursuant to this Agreement, including information relating to the disclosing Party’s existing or proposed research, development efforts,
promotional efforts, regulatory matters, patent applications or business and any other materials that have not been made available by the disclosing Party to the general public. All such information related
to this Agreement disclosed by or on behalf of a Party (or its Affiliate) to the other Party (or its Affiliate) pursuant to the Confidentiality Agreement shall be deemed to be such Party’s Confidential
Information disclosed hereunder. For purposes of clarity, (i) TYME’s Confidential Information shall include all Product Materials unless and until made available by TYME to the general public
(including through Eagle) and (ii) the terms of this Agreement shall be considered Confidential Information of both Parties.
1.17

“Confidentiality Agreement” shall have the meaning set forth in Section 8.1.1.

1.18
“Detail(s)” shall mean the Product presentation during a face-to-face sales call between a Target Professional and a Sales Representative, during which a
presentation of the Product’s attributes, benefits, prescribing information and safety information are orally presented, for use in the Field in the Territory. Neither e-details, nor presentations made at
conventions, exhibit booths, a sample drop, educational programs or speaker meetings, or similar gatherings, shall constitute a Detail.
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1.19

“Detail Report” shall have the meaning set forth in Section 4.2.2.

1.20
“Development” shall mean non-clinical, pre-clinical and clinical drug discovery, research, and/or development activities, including without limitation quality
assurance and quality control development, and any other activities reasonably related to or leading to the development and submission of information to a Regulatory Authority. When used as a verb,
“Develop” means to engage in Development.
1.21

“Dispute” shall have the meaning set forth in Section 12.6.

1.22

“Dollar” or “$” shall mean United States dollar.

1.23
“Eagle Activities” shall mean any and all promotional activities (including Detailing) conducted by Eagle with respect to the Product in the Territory, as set forth in
the Sales Plan or otherwise mutually agreed upon by the Parties in writing, in each case, in accordance with the terms of this Agreement.
1.24
1.25

“Eagle Property” shall have the meaning set forth in Section 7.1.1.
“Eagle Quarterly Minimum Details” for an applicable Fiscal Quarter shall mean the number established by the Operating Parameters Schedule as in effect from

time to time.
1.26

“Effective Date” shall have the meaning set forth in the preamble to this Agreement.

1.27

“Exclusive Detail” shall mean a Detail for which the Product is the sole product detailed on the call.

1.28

“Exhibit” shall mean an exhibit attached to this Agreement.

1.29

“FDA” shall mean the United States Food and Drug Administration or any successor agency performing comparable functions.

1.30

“Field” shall mean the treatment of any and all indications for which the Product is approved in humans in the Territory.

1.31

“Field Force Personnel” shall mean collectively, the Sales Representatives, and any other employees of Eagle engaged in the Eagle Activities.

1.32
“First Commercial Sale” shall mean the first commercial sale of the Product for monetary value by TYME, one or more of its Affiliates or one or more of its
licensees in an arm’s length transaction to a Third Party that is not a licensee, including without limitation any final sale to a distributor or wholesaler under any non-conditional sale arrangement, of the
Product in the Field in the Territory after Regulatory Approval of the Product has been granted in the Field in the Territory. For the avoidance of doubt, sales or transfers of the Product for clinical and
non-clinical research and trials (including studies reasonably necessary to comply with Applicable Law or requests by a Regulatory Authority), early access programs or for compassionate or similar use,
shall not be considered a First Commercial Sale.
1.33

“Fiscal Quarter” shall mean each successive period of three (3) calendar months commencing on January 1, April 1, July 1 and October 1.

1.34

“Fiscal Year” shall mean each successive period of (12) twelve months commencing on April 1 and ending on March 31st.

1.35

“GAAP” shall mean United States generally accepted accounting principles.

1.36
“Governmental Authority” shall mean any court, agency, authority, department, regulatory body or other instrumentality of any government or country or of any
national, federal, state, provincial, regional, county, city or other political subdivision of any such government or any supranational organization of which any such country is a member, which has
competent and binding authority to decide, mandate, regulate, enforce, or otherwise control the activities of the Parties contemplated by this Agreement.
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1.37

“Indemnified Party” shall have the meaning set forth in Section 10.3.

1.38

“Indemnifying Party” shall have the meaning set forth in Section 10.3.

1.39

“Intellectual Property” shall have the meaning set forth in Section 7.1.2.

1.40

“Inventions” shall have the meaning set forth in Section 7.1.2.

1.41
“Know-How” shall mean information, whether or not in written form, including biological, chemical, pharmacological, toxicological, medical or clinical, analytical,
quality, manufacturing, research, or sales and marketing information, including processes, methods, procedures, techniques, plans, programs and data.
1.42
“License” shall mean any agreement pursuant to which TYME grants to a Third Party (a “Licensee”) a license, sublicense, or other right to any TYME Patent Rights
or Regulatory Filings or Regulatory Approvals relating to the Product; provided, however, that a License shall not include (a) any agreement with any distributor or wholesaler that obtains solely the right
to distribute the Product after purchase from TYME and (i) serves as a logistics services provider or (ii) otherwise distributes the Product to pharmacies, group purchasing organizations or similar entities,
but in each case of (i) and (ii), without the right to co-market or co-promote the Product, or (b) any agreement pursuant to which TYME or any of its Affiliates grants a license or sublicense of any of its
intellectual property rights (i) solely to conduct research, (ii) solely to manufacture the Product, or (iii) otherwise to service providers solely on a non-exclusive basis in the ordinary course of Development
or Commercialization of the Product (e.g., material transfer agreements, distribution agreements, and consulting agreements).
1.43

“Licensee” has the meaning set forth in the definition of License.

1.44
“Losses” shall mean any and all amounts paid or payable to Third Parties with respect to a Claim (including any and all losses, damages, obligations, liabilities,
fines, fees, penalties, awards, judgments, interest), together with all documented out-of-pocket costs and expenses, including attorney’s fees, reasonably incurred.
1.45

“Minimum Sales Representatives Requirement” has the meaning set forth in the definition of Operating Parameters Schedule.

1.46

“Multidisciplinary Detail” shall mean a Detail call to a sales account with a multidisciplinary oncology practice, as determined by TYME.

1.47
“Net Sales” shall mean, for an applicable period, with respect to the Product, commencing with the First Commercial Sale, net sales as determined in accordance
with GAAP, which, for the avoidance of doubt, shall comprise the gross amounts received by TYME, its Affiliates and Licensees for arm’s length sales of the Product in the Field in the Territory to a
Third Party (excluding any sales among TYME, its Affiliates and any Licensee), less the following deductions solely to the extent incurred or allowed with respect to such sales, and solely to the extent
such deductions are in accordance with GAAP, and which are not already reflected as a deduction from the invoiced price: (a) discounts (to the extent not previously applied to such amounts received),
charge-back payments, and rebates; (b) credits or allowances for damaged goods, rejections, recalls or returns of the Product; (c) freight, insurance, postage, and shipping charges for delivery of the
Product, to the extent separately billed on the invoice as well as any bona fide service fee specifically incurred for the distribution of the Product; (d) taxes, customs, or duties levied on, absorbed, or
otherwise imposed on the sale of the Product, as adjusted for rebates and refunds, to the extent not paid by the Third Party and only to the extent such taxes, customs, or duties are not reimbursed to the
paying party, but excluding all income taxes; (e) allowances for doubtful or uncollectible amounts (provided that, such amounts shall be included in the computation of “Net Sales” to the extent
subsequently collected or earned) and (f) that portion of the annual fees due under Section 9008 of the United States Patient Protection and Affordable Care Act of 2010 (Pub. L. No. 11148) and any other fees imposed by Applicable Law. If the Product is sold by TYME, its Affiliates or Licensees through intermediaries such as agents, consignees or co-promoters who do not purchase and
take title to the Product, the promotion fee will be due only on sales to those Third Parties who actually purchase and take title to the Product through such intermediaries.
If the Product is transferred to Third Parties in connection with clinical and non-clinical research and trials (including studies reasonably necessary to comply with Applicable Law), Product samples,
charitable purposes, promotional purposes, early access programs, compassionate sales or use, or an indigent program or similar bona fide arrangements for which TYME or
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any of its Affiliates or Licensees for good faith business reasons receives consideration in respect thereof that is less than the average cost of goods for this Product, such consideration shall not be included
in Net Sales.
1.48

“NDA” means a New Drug Application filed with the FDA that is required for approval for the Product in the United States, or its foreign equivalent in the Territory.

1.49
“Operating Parameters Schedule” means the requirements set forth in Schedule 4.1 to this Agreement, as such may, subject to the provisions of Section 3.4.2, be
revised from time to time by TYME in consultation with the SOC. The Operating Parameters Schedule shall be updated no less than annually with the minimum required number of Sales Representatives
(the “Minimum Sales Representatives Requirement”) and the Eagle Quarterly Minimum Details.
1.50

“Party” shall have the meaning set forth in the preamble to this Agreement.

1.51
“Patent Rights” means (a) patents and patent applications, and any foreign counterparts thereof, (b) all divisionals, continuations, continuations-in-part of any of the
foregoing, and any foreign counterparts thereof, and (c) all patents issuing on any of the foregoing, and any foreign counterparts thereof, together with all registrations, reissues, re-examinations,
supplemental protection certificates, substitutions or extensions thereof, and any foreign counterparts thereof.
1.52
“Person” shall mean any individual, corporation, partnership, limited liability company, association, joint- stock company, trust, unincorporated organization or
other entity, or government or political subdivision thereof.
1.53
“Pivotal Clinical Study” shall mean a human clinical study of the Product in any country on a sufficient number of subjects that is designed to establish that the
Product is safe and efficacious for its intended use, and to determine warnings, precautions, and adverse reactions that are associated with the Product in the dosage range to be prescribed, which trial is
intended to support Regulatory Approval of the Product, as described in 21 C.F.R. § 312.21(c), or equivalent clinical study in a country other than the United States.
1.54
“Primary Multidisciplinary Detail” shall mean a Multidisciplinary Detail call where the Product (i) is the first product Detailed, (ii) is emphasized more than any
other product and (iii) is the primary focus of such Detail, primary focus meaning greater than 50% of the total call time during the Detail is spent on promoting the Product.
1.55

“Product” shall mean any product that contains SM-88 (racemetyrosine).

1.56
“Product Labeling” shall mean the labels and other written, printed or graphic matter upon (a) any container or wrapper utilized with the Product or (b) any written
material accompanying the Product, including Product package inserts, in each case as approved by the FDA.
1.57

“Product Materials” shall have the meaning set forth in Section 4.4.1(a).

1.58

“Product Training Materials” shall have the meaning set forth in Section 4.4.1(a).

1.59
“Professionals” shall mean health care practitioners, consisting of physicians, nurse practitioners, physician assistants, pharmacists and any other medical
professionals in the Territory with prescribing, formulary or dispensing authority (as authorized under Applicable Law) in the Territory for the Product.
1.60

“Promotional Materials” shall have the meaning set forth in Section 4.4.1(a).

1.61
“Promotional Program” shall mean an educational program regarding the Product conducted by a Third Party healthcare provider within TYME’s approved
speakers bureau for SM-88 (racemetyrosine), located in a healthcare provider office or an outside venue, all in accordance with TYME speakers bureau guidelines.
1.62

“Quarterly Average Sales Force Size” shall have the meaning set forth in Section 4.2.2.

1.63
“Regulatory Approval” shall mean any and all necessary approvals, licenses, registrations or authorizations from any Governmental Authority, in each case,
necessary to Commercialize the Product in the Territory.
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1.64
“Regulatory Authority” means any national or supranational Governmental Authority, including without limitation the FDA, that has responsibility for granting
any licenses or approvals or granting pricing and/or reimbursement approvals necessary for the development, marketing, and sale of the Product in any country.
1.65
“Regulatory Exclusivity” means any exclusive marketing rights or data exclusivity rights conferred by any Governmental Authority under Applicable Law with
respect to the Product in a country or jurisdiction in the Territory to prevent Third Parties from Commercializing the Product in such country or jurisdiction, other than a Patent Right, including without
limitation orphan drug exclusivity, pediatric exclusivity and rights conferred in the U.S. under the Hatch-Waxman Act or the FDA Modernization Act of 1997.
1.66
“Regulatory Filings” means any and all regulatory applications, filings, modifications, amendments, supplements, revisions, reports, submissions, authorizations,
and Regulatory Approvals, and associated correspondence required to Develop and Commercialize the Product in the Territory, including without limitation any reports or amendments necessary to
maintain Regulatory Approvals.
1.67

“Restricted Period” shall have the meaning set forth in Section 2.3.1.

1.68

“Schedule” shall mean a schedule attached to this Agreement.

1.69

“Sales Forecast” shall have the meaning set forth in Section 4.1.3.

1.70
“Sales Plan” shall mean the written sales plan relating to promotion and Detailing of the Product in the Field in the Territory by the Sales Representatives, which
shall include, without limitation, the Eagle Quarterly Minimum Details and other commercial activities geared towards achieving the Sales Forecast, that is prepared by the SOC and approved by TYME
as provided in Section 3.
1.71
“Sales Representative” shall mean an individual employed and compensated by Eagle as a full-time employee as part of its sales forces and who engages in
Detailing of the Product in the Territory, and who is also trained with respect to the Product in accordance with this Agreement (including the Product Labeling and the use of the Promotional Materials) to
deliver Details for the Product in the Field in the Territory.
1.72
“Senior Officer” shall mean, with respect to TYME, its Chief Executive Officer and Chief Operating Officer (or such officer’s designee), and with respect to Eagle,
its President and Chief Operating Officer (or such officer’s designee). From time to time, each Party may change its Senior Officer by giving written notice to the other Party.
1.73
“SM-88 (racemetyrosine)” means TYME’s SM-88 (racemetyrosine) novel oral therapy. SM-88 (D,L-alpha- metyrosine; racemetyrosine [USAN]) is a proprietary
modified dysfunctional tyrosine derivative.
1.74

“Specialty” means a sales account’s primary oncology specialty designation, as reasonably determined by

1.75

“SOC” shall have the meaning set forth in Section 3.1.

TYME.

1.76
“Target Launch Date” shall mean the date selected by TYME, in its sole discretion, and of which TYME has provided notice to Eagle in writing at least nine (9)
months in advance thereof, for the initial Commercialization of the Product in the Territory.
1.77
“Target Professionals” shall mean, with respect to the Product, one of the specifically identified community and/or hospital-based Professionals to be called upon
by a Sales Representative based upon the Sales Plan. “Target Professionals” shall exclude key thought leaders as identified on Schedule 1.77 to this Agreement, which Schedule shall be prepared and
provided by TYME prior to the Target Launch Date.
1.78

“Term” shall have the meaning set forth in Section 11.1.

1.79

“Territory” shall mean the United States of America and its territories and possessions.
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1.80

“Third Party(ies)” shall mean any person or entity other than TYME and Eagle and their respective Affiliates.

1.81
“TYME Trademarks and Copyrights” shall mean the logos, trade dress, slogans, domain names and housemarks of TYME or any of its Affiliates as may appear
on any Product Materials or Product Labeling, in each case, as may be updated from time to time by TYME.
ARTICLE 2

RIGHTS AND OBLIGATIONS

2.1
Engagement; Grant of Rights. During the Term, subject to the terms and conditions of this Agreement, TYME hereby grants to Eagle the non-exclusive right to
Detail and promote the Product in the Territory in the Field, and to conduct the Eagle Activities in accordance with the terms and conditions of this Agreement. Notwithstanding the foregoing, TYME
retains and reserves the right for TYME and its Affiliates to promote the Product in the Territory and to grant the non- exclusive right to Detail and/or promote the Product in the Territory to any other
Third Party in its sole discretion. Eagle shall have no other rights relating to the Product, except as specifically set forth in this Agreement. Eagle’s rights and obligations under this Section 2.1 are nontransferable, non-assignable, and non-delegable. Eagle shall not subcontract the Eagle Activities with any Third Party (including any contract sales force). For clarity, Eagle shall not have any other license
rights hereunder except as expressly set forth in this Section 2.1, nor any rights to sublicense any rights hereunder.
2.2
Retention of Rights. Except with respect to the limited rights granted to Eagle to conduct the Eagle Activities for the Product in the Territory in the Field pursuant to
Section 2.1, TYME retains all rights in and to the Product. TYME shall have the sole right, as between the Parties, to Develop and Commercialize the Product, including without limitation, determining
the marketing and regulatory strategies for seeking (if and when appropriate) Regulatory Approvals and Regulatory Exclusivity in the Territory for Product in the Field, filing for such Regulatory
Approvals and Regulatory Exclusivity for Product in the Territory, preparing, submitting, and maintaining any and all Regulatory Filings and Regulatory Approvals for Product in the Field in the
Territory, and seeking any necessary Regulatory Approvals of Regulatory Authorities for Product Labeling and Promotional Materials to be used in connection with Commercializing Product in the Field
in the Territory. TYME shall solely own and control any and all Regulatory Approvals and any and all other Regulatory Filings submitted in connection with seeking and maintaining Regulatory
Approvals for the Product in the Field in the Territory. As between the Parties, TYME shall be responsible for all costs and expenses incurred by TYME in connection with the foregoing activities.
Without limiting the generality of the foregoing (and without limiting TYME’s retained rights set forth in Section 2.1), TYME specifically retains the following rights (and Eagle and its Affiliates shall
have no rights to the following, except as set forth below in this Section 2.2):
2.2.1
responsibility for all decisions regarding regulatory submissions and for all communications that relate to any Regulatory Approvals or other
Regulatory Filings prior to and after any Regulatory Approval with respect to the Product in the Field in the Territory;
2.2.2

responsibility for the manufacture and distribution of the Product, and any future development of

the Product;
2.2.3
responsibility, except as expressly set forth herein, for interactions with any Governmental Authority, including but not limited to FDA, with
respect to the Product (provided that, Eagle shall retain the right to respond to communications or inquiries from Governmental Authorities in connection with the conduct of any Eagle Activities);
2.2.4
responsibility for creation and final approval of all Product Materials content (including submission of Promotional Materials to FDA’s
Office of Prescription Drug Promotion) with respect to the conduct of the Eagle Activities for the Product, except as expressly set forth herein;
2.2.5
2.2.6

selling and booking all sales of the Product;
responsibility for the Product’s overall commercial strategy, including marketing, payer strategy, pricing, regulatory and other government

affairs; and
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2.2.7
responsibility for handling all safety related activities related to the Product as set forth in ARTICLE 5 (including submitting all safety
reports and interacting with Governmental Authorities with respect thereto) and initiating and managing any Product recalls.
For clarity, except as provided in Sections 2.1 or 2.4, Eagle shall not acquire any license or other intellectual property interest, by implication or otherwise, in any technology, Know-How or other
Intellectual Property owned or controlled by TYME or any of its Affiliates, and TYME is not providing any such technology, Know-How or other Intellectual Property, or any assistance related thereto, to
Eagle for any use other than for the mutual benefit of the Parties as expressly contemplated hereby.
2.3

Non-Competition; Non-Solicitation.

2.3.1
Non-Competition. During the Term of this Agreement and through and including the first anniversary of the date of Termination of this
Agreement (the “Restricted Period”), neither Eagle nor its Affiliates shall, directly or indirectly, market, detail, offer for sale, sell, or promote any oncology product in the Territory that is targeting an
indication for which SM-88 (racemetyrosine) is approved other than the sales of the Product in accordance with the terms and conditions of this Agreement without TYME’s prior written consent, which
shall be given or withheld within its sole discretion.
2.3.2
Non-Solicitation. During Restricted Period, neither Eagle nor TYME (nor any of their respective Affiliates) shall directly or indirectly
solicit for hire or employ as an employee, consultant or otherwise, any employee, consultant or other professional personnel of the other Party who has had direct involvement with the SOC, Eagle
Activities under this Agreement or TYME’s Commercialization activities for the Product, without the other Party’s prior written consent, which shall not be unreasonably withheld; provided, however,
that this restriction shall not apply to: (a) conducting any general solicitation not specifically targeted at any such employee; or (b) hiring any employee who responds to such general advertising or who
approaches such Party or its Affiliates without any solicitation or inducement to leave the employ of such other Party or its Affiliates.
2.4

TYME Trademarks and Copyrights.

2.4.1
Eagle shall have the non-exclusive right to use the TYME Trademarks and Copyrights solely on Product Materials in order to perform the
Eagle Activities and solely in accordance with the terms and conditions of this Agreement. TYME shall promptly notify Eagle of any updates or changes to the TYME Trademarks and Copyrights on the
Product Materials, and Eagle shall thereafter solely use such updated Product Materials in performing its obligations under this Agreement. Eagle shall promptly notify TYME upon becoming aware of
any violation of this Section 2.4.1.
2.4.2
Eagle shall follow all instructions and guidelines of TYME (of which TYME shall provide Eagle copies) in connection with the use of any
TYME Trademarks and Copyrights, and, if TYME reasonably objects to the manner in which any such TYME Trademarks and Copyrights are being used, Eagle shall immediately cease the use of any
such TYME Trademarks and Copyrights in such manner upon written notice from TYME thereof. Without limiting the foregoing, Eagle shall also adhere to at least the same quality control provisions as
companies in the pharmaceutical industry adhere to for their own trademarks and copyrights. In all cases, Eagle shall use the TYME Trademarks and Copyrights with the necessary trademark (and
copyright, as applicable) designations, and shall use the TYME Trademarks and Copyrights in a manner that does not derogate from TYME’s rights in the TYME Trademarks and Copyrights. Eagle shall
not at any time during the Term knowingly do or allow to be done any act or thing which will in any way impair or diminish the rights of TYME in or to the TYME Trademarks and Copyrights. All
goodwill and improved reputation generated by Eagle’s use of the TYME Trademarks and Copyrights shall inure to the benefit of TYME, and any use of the TYME Trademarks and Copyrights by Eagle
shall cease at the end of the Term. Eagle shall have no rights under this Agreement in or to the TYME Trademarks and Copyrights except as specifically provided herein. During the Term, Eagle shall not
contest the ownership of the TYME Trademarks and Copyrights, their validity, or the validity of any registration therefor. During the Term, Eagle shall not knowingly register and/or use any marks
(including in connection with any domain names) that are confusingly similar to the TYME Trademarks and Copyrights.
ARTICLE 3

JOINT SALES OPERATIONS COMMITTEE

3.1
Formation of the Joint Sales Operations Committee. As soon as practicable, but no later than nine (9) months prior to the Target Launch Date, the Parties shall
form a joint sales operations committee (“SOC”) whose responsibilities during the Term shall be to oversee the activities set forth in Section 3.3. The SOC shall consist of no more
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than seven (7) members, with four (4) members designated by TYME and three (3) members designated by Eagle, each with suitable seniority and relevant experience and expertise to enable such person
to address matters falling within the purview of the SOC; provided, that each Party may also have up to three (3) observers present at any SOC meeting. All meetings of the SOC shall be chaired by one of
the four representatives from TYME. From time to time, each Party may change any of its representatives on the SOC by giving written notice to the other Party. The SOC shall determine a meeting
schedule; provided that in any event, meetings shall be conducted no less frequently than quarterly by teleconference or in person, or as otherwise agreed by the Parties. In person meetings shall occur at
such places as mutually agreed by the Parties. Employees or consultants of either Party that are not representatives of the Parties on the SOC may attend meetings of the SOC as one of a Party’s designated
observers; provided that, such attendees (i) shall not participate in the decision-making process of the SOC, and (ii) are bound by obligations of confidentiality and non-disclosure equivalent to those set
forth in ARTICLE 8.
3.2
Meetings and Minutes. Meetings of the SOC may be called by either Party on no less than thirty (30) days’ prior notice during the Term. Each Party shall make all
proposals for agenda items and shall provide all appropriate information with respect to such proposed items at least ten (10) days in advance to the applicable meeting; provided that under exigent
circumstances requiring input by the SOC, a Party may provide its agenda items to the other Party within a shorter period of time in advance of the meeting, or may propose that there not be a specific
agenda for that particular meeting, so long as the other Party consents to such later addition of such agenda items or the absence of a specific agenda for such meeting, such consent not to be unreasonably
withheld. Members may participate in a meeting of the SOC by means of a conference telephone or other communications equipment allowing all persons participating in the meeting to hear each other.
Participation by such means shall constitute presence in person at the meeting. The chairperson shall prepare and circulate for review and approval of the Parties minutes of each meeting within thirty (30)
days after the meeting. Each Party shall bear its own costs for its members to attend such meetings.
3.3

Purpose of the SOC. The purposes of the SOC shall be to, subject to Section 3.4:

3.3.1
provide a forum to discuss and coordinate the Parties’ activities under this Agreement, in particular sales performance and metrics, and,
subject to Section 3.4.2, develop, update, amend and approve the Sales Plan, including the identification of sales accounts;
3.3.2

provide a forum to discuss and coordinate the promotion of the Product in the Territory;

3.3.3

provide a forum to discuss Product Materials (it being understood that the SOC shall not have the right to approve such Product Materials);

3.3.4
Sales Forecast as described in Section 4.1.3);

provide a forum for discussing the annual Sales Forecast and revisions thereto (it being understood that TYME retains the right to update the

3.3.5
provide a forum for reviewing, updating and agreeing on revisions to the Operating Parameters Schedule, including without limitation, to
update the Eagle Quarterly Minimum Details and the Minimum Sales Representatives Requirement;
3.3.6
Agreement and the promotion of the Product;

facilitate the flow of information and otherwise promote the communications and collaboration within and among the Parties relating to this

3.3.7
discuss planning and implementation of all Eagle Activities, including but not limited to training of Sales Representatives and development
and implementation of policies and procedures for conduct of Promotional Programs and Details and Sales Representatives’ interactions with sales accounts;
3.3.8

decide on the acceptable form of and review and discuss the Detail Reports and reports of Net Sales;

3.3.9
review and discuss the Compensation Reports and the incentive compensation matters described in Section 4.1.4, including any applicable
adjustments to Product-related sales goals and targets of the Sales Representatives proposed by TYME (it being understood that Eagle shall retain final decision-making authority with respect to such
matters but shall give good faith consideration to TYME’s feedback with respect thereto);
3.3.10

review and discuss any matters brought to its attention by either Party’s Alliance Manager;
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3.3.11

discuss the Promotional Materials matters described in Section 4.4.1(a);

3.3.12

discuss supply or distribution issues relating to the Product;

3.3.13

act as a first level escalation to address disagreements or disputes between the Parties;

3.3.14
3.3.15

form and oversee any sub-committee or working group in furtherance of the activities contemplated by this Agreement;
decide on the acceptable form of and review and discuss the Compliance Reports; and

3.3.16
perform such other responsibilities as may be mutually agreed upon by the Parties in writing from time to time; provided, however, for
clarity the SOC shall have no authority to amend or modify any provisions of this Agreement and no authority to waive or definitively interpret the provisions of this Agreement.
In connection with the SOC meetings contemplated under Section 3.2 (but in any event, no less frequently than each Fiscal Quarter), Tyme shall provide Eagle with a written summary of its material
Development and Commercialization strategies and activities with respect to the Product in the Territory since the last SOC meeting or Fiscal Quarter, as applicable, including the results of such activities,
and a description of its then-current marketing plans, marketing campaigns and Product-related messaging with key opinion leaders, except and to the extent such information is subject to confidentiality
or similar restrictions on disclosure imposed by contractual, regulatory or similar requirements.
3.4

Decision Making.

3.4.1
Quorum; Voting. Meetings of the SOC shall occur only if at least one (1) representative of each Party is present at the meeting. Each Party
shall have one (1) vote. The SOC shall use good faith efforts to reach consensus on all matters properly brought before it. If the SOC does not reach unanimous consensus on an issue at a meeting, or
within a period of 30 days thereafter, then the SOC shall submit in writing the respective positions of the Parties to the Senior Officers of the Parties. Such Senior Officers shall use good faith efforts to
resolve promptly such matter, which good faith efforts shall include at least one (1) teleconference between such Senior Officers within 30 days after the SOC’s submission of such matter to them. Any
final decision mutually agreed to in writing by the Senior Officers shall be conclusive and binding on the Parties. If the Senior Officers are not able to agree on the resolution of any such issue within 30
days after such issue was first referred to them, then, except with respect to those disputes that are expressly subject to arbitration pursuant to Section 12.6: (i) Eagle shall have the right to conclusively
determine all matters related to the incentive compensation of the Sales Representatives and (ii) subject to Section 3.4.2, TYME shall have the right to conclusively determine all other matters; provided,
however, for clarity, that such determination and any related activities comply with the terms and conditions of this Agreement. Notwithstanding anything to the contrary in the foregoing, for the
avoidance of doubt, any such determination shall not amend, modify or waive any provisions of this Agreement or definitively interpret the provisions of this Agreement.
3.4.2
Eagle Approvals. Any proposed change or amendment to the (a) Operating Parameters Schedule or (b) Sales Plan that would (i) increase
Eagle’s percentage of the sales force requirements above the percentage provided in the Operating Parameters Schedule (as may be subsequently amended by mutual agreement of the Parties), (ii) increase
the number of Eagle Quarterly Minimum Requirements (as such requirements may be updated by mutual agreement of the Parties),
(iii)
increase the number of Sales Representatives from the number agreed to prior to the Target Launch Date (or as otherwise agreed by mutual agreement of the Parties) or (iv) without duplication of
items (i) – (iii) hereof, materially increase Eagle’s costs associated with conducting any Eagle Activities other than Detailing shall, in each case of (a) and (b), require the written approval of Eagle (which
approval shall not be unreasonably withheld). The initial Sales Plan developed by the SOC to be in effect at the Target Launch Date, which shall set forth the commercial activities geared towards
achieving the Sales Forecast, including, without limitation the Eagle Quarterly Minimum Details and the target number of Promotional Programs, shall be developed by the SOC, approved by TYME and
require the written approval of Eagle (which Eagle approval shall not be unreasonably withheld).
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ARTICLE 4
4.1

EAGLE ACTIVITIES FOR THE PRODUCT

Eagle Activities.

4.1.1
General. Eagle shall conduct the Eagle Activities for the Product in the Field in the Territory in accordance with this Agreement, including,
without limitation, in accordance with the then-current Sales Plan.
4.1.2
Sales Representatives. Without limiting the generality of the foregoing, Eagle shall hire, and continuing throughout the remainder of the
Term, shall maintain, a sales force with responsibility to Detail the Product in the Territory in accordance with the terms of the Operating Parameters Schedule. Eagle shall have such sales force in place by
such time specified in the Operating Parameters Schedule in order to appropriately train on the Product prior to Target Launch Date. The Sales Representatives and their managers shall have the
qualifications and meet the criteria set forth in Schedule
4.1.2
hereto, which schedule shall be jointly developed and mutually agreed by TYME and Eagle within 180 days of the execution and delivery of this Agreement.
4.1.3

Sales Forecast.

(a)
No later than three (3) months prior to the Target Launch Date, TYME shall develop a forecast of reasonably expected
Net Sales of the Product in the Territory in the Field for a one (1) year period, including projected quarterly Net Sales (the “Sales Forecast”). Thereafter, each Fiscal Year of the Term, TYME shall
prepare an annual Sales Forecast for such period. The Sales Forecast shall be updated by TYME from time to time as appropriate, discussed at the SOC, and comprise part of the Sales Plan.
(b)

On a quarterly basis, the SOC shall review actual Fiscal Year-to-date Net Sales performance compared to the Sales

Forecast.
4.1.4
Target Incentive Compensation. Prior to the Target Launch Date, Eagle shall develop an incentive compensation package for each Sales
Representative that derives an appropriate portion of target incentive compensation from achieving target sales of the Product, subject to TYME’s review and comment prior to implementation of the
incentive plan. On at least a quarterly basis, the Parties shall meet, through the SOC, to review the target incentive compensation and the actual incentive compensation paid out to the Sales
Representatives to discuss, in good faith, any appropriate adjustments to the sales targets and goals related to the Product.
4.1.5
Alliance Managers. Each Party shall appoint a person who shall oversee interactions between the Parties for all matters related to this
Agreement, and any related agreements between the Parties (each an “Alliance Manager”). The Alliance Managers shall endeavor to ensure clear and responsive communication between the Parties and
the effective exchange of information, and shall serve as a single point of contact for all matters arising under this Agreement. The Alliance Managers shall have the right to attend all SOC meetings and, if
applicable, subcommittee meetings as non-voting participants and may bring to the attention of the SOC or, if applicable, the subcommittee, any matters or issues either of them reasonably believes should
be discussed, and shall have such other responsibilities as the Parties may mutually agree in writing. Each Party may designate different Alliance Managers by notice in writing to the other Party.
4.2

Detailing.

4.2.1
Detail Requirements. Commencing promptly upon completion of training of the Field Force Personnel that are engaged in Detailing the
Product as described in Section 4.4.1 (but on the condition that Promotional Materials have been approved and delivered), Eagle shall deploy its Field Force Personnel that are engaged in Detailing to
Detail the Product in accordance with the terms of this Agreement, including without limitation, the requirements for reach, frequency and position of the Product in the Detail provided in the Operating
Parameters Schedule and the requirements of the then-current Sales Plan as updated from time to time. From time to time, Field Force Personnel shall organize and coordinate on the presentation of
Promotional Programs as developed by the SOC and included in the then-current Sales Plan; however, except as set forth in this Agreement, without the prior written consent of TYME (not to be
unreasonably withheld, delayed or conditioned), Eagle shall not conduct any Eagle Activities, other than Detailing, with respect to any Product. The Promotional Program requirements, guidelines and
TYME approved speaker bureau will be provided to Eagle prior to initiation of the Promotional Programs.
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4.2.2

Records and Reports.

(a)
Eagle shall keep accurate and complete records, consistent with pharmaceutical industry standards, of each Detail and
its obligations hereunder in connection therewith. Such records shall be kept for the longer of (i) five (5) years after the end of the Fiscal Year to which they relate and (ii) such period of time as required
by Applicable Laws. Within 15 days following the end of each Fiscal Quarter during the Term, Eagle shall provide TYME with a written report (each a “Detail Report”), setting out (1) the quarterly
average number of Sales Representatives during such Fiscal Quarter (calculated by taking the sum of the number of Sales Representatives employed by Eagle (or its affiliates) that have incentive
compensation packages that comply with the terms of Section 4.1.4 on each Business Day of the Fiscal Quarter divided by the number of Business Days in such Fiscal Quarter) (the “Quarterly Average
Sales Force Size”), (2) the aggregate actual number of Details for the Product made by its Sales Representatives during such Fiscal Quarter, (3) the aggregate number of Exclusive Details, (4) the
aggregate number of Multidisciplinary Details, (5) the number of Primary Multidisciplinary Details, and (6) the number of Details broken down by the name of the Target Professionals and such
professional’s Specialty. Through the SOC, the Parties shall agree on a mutually acceptable form of Detail Report.
(b)
Within 30 days following the end of each Fiscal Quarter during the Term, Eagle shall provide TYME with a written
report (each a “Compensation Report”), which describes (i) the details of the incentive compensation package of each Sales Representative as it relates to the Product and (ii) the actual incentive
compensation payouts for each Sales Representatives as described in Section 4.1.4. Through the SOC, the Parties shall agree on a mutually acceptable form of Compensation Report.
(c)
Within 30 days following the end of each Fiscal Quarter during the Term, Eagle shall provide TYME with a written
report (each a “Compliance Report”), which sets out a summary of any compliance-related disciplinary actions relating to any Field Force Personnel that are engaged in Detailing and any associated
remedial actions. Through the SOC, the Parties shall agree on a mutually acceptable form of Compliance Report.
(d)
TYME shall have the right, at its own expense, during normal business hours and upon reasonable prior notice, through
an independent third party, reasonably acceptable to Eagle, and upon execution of a confidentiality agreement reasonably satisfactory to Eagle in form and substance, to inspect the applicable records and
books maintained by Eagle relating to the Eagle Activities solely for purposes of verifying Eagle’s compliance with the terms of this Agreement. For purposes of clarity, any such inspection right
described in this Section 4.2.2(d) shall be limited to only those books and records of Eagle that are applicable to Eagle’s performance of its obligations under this Agreement and may be conducted no
more than once per calendar year. Where necessary, on reasonable request, TYME’s inspection rights shall include interviewing Sales Representatives and other employees of Eagle. Eagle shall
reasonably cooperate in any such inspection conducted by TYME. TYME shall treat all information subject to review under this Section 4.2.2(d) in accordance with the confidentiality provisions of this
Agreement.
4.3

Compliance with Applicable Law.

4.3.1
In conducting the Eagle Activities hereunder, Eagle shall, and shall require all Field Force Personnel to, comply in all respects with
Applicable Laws. In addition, TYME shall, and shall require all of its sales representatives to, comply in all respects with Applicable Laws in connection with its Development or Commercialization
(including promotion and Detailing) of the Product in the Territory.
4.3.2
Neither Eagle or Field Force Personnel, nor TYME, its Affiliates or their respective licensees, shall offer, pay, solicit or receive any
remuneration to or from any Professionals (including Target Professionals), in order to induce referrals of or purchase of the Product.
4.3.3
In performing the activities contemplated by this Agreement, neither Eagle or Field Force Personnel, nor TYME, its Affiliates or their
respective licensees, shall make any payment, either directly or indirectly, of money or other assets to government or political party officials, officials of international public organizations, candidates for
public office, or representatives of other businesses or persons acting on behalf of any of the foregoing where such payment would constitute violation of any Applicable Law. In addition, neither Eagle
nor TYME shall make any payment, either directly or indirectly, to officials if such payment is for the purpose of unlawfully influencing decisions or actions with respect to the subject matter of this
Agreement.

12

193

Back to TABLE OF CONTENTS

EXECUTION VERSION
4.3.4
No employee of Eagle or its Affiliates shall have authority to give any direction, either written or oral, relating to the making of any
commitment by TYME or its agents to any Third Party in violation of terms of this or any other provision of this Agreement
4.3.5

Neither Eagle nor TYME shall undertake any activity under or in connection with this Agreement which violates any Applicable Law.

4.3.6
TYME shall ensure that any patient assistance program used in connection with the Product (and the services performed thereby in
connection with the Product) shall be operated in accordance with Applicable Law. Notwithstanding the immediately preceding sentence, TYME shall have no liability with respect to any breach or noncompliance with Applicable Law relating to any patient assistance program used in connection with the Product to the extent caused by the act or omission of any Field Force Personnel, which act or
omission is not in compliance with the terms of this Agreement, Applicable Law or instructions of TYME.
4.3.7

TYME shall ensure that government-insured patients do not receive co-pay support from TYME with respect to the Product.

4.3.8
TYME shall ensure that its donations to, and interactions with, any 501(c)(3) charitable foundation that provides co-pay assistance to
government-insured patients with respect to the Product are in full compliance with all Applicable Laws.
4.3.9
If, during the Term, Eagle becomes aware of a material violation or failure to comply with Applicable Law or the terms of this Agreement
by a member of the Field Force Personnel that are engaged in Detailing, it shall promptly, but no later than two (2) Business Days after it becomes aware, notify TYME of such violation and, as promptly
as possible thereafter, shall notify the steps it has taken or intends to take to remediate such violation.
4.3.10
As soon as practicable, but no later than six (6) months prior to the Target Launch Date, each Party shall appoint a representative to act as
its compliance manager under this Agreement, each of which shall be routinely responsible for advising such Party on compliance matters and has suitable seniority and other relevant experience and
expertise (each, a “Compliance Manager”). From time to time, each Party may change its Compliance Manager by giving written notice to the other Party. The Compliance Managers shall serve as a key
point of contact between the Parties for compliance-related matters. Each Compliance Manager shall facilitate the resolution of any compliance issue with the Compliance Manager of the other Party. The
Compliance Managers shall use good faith efforts to reach consensus on all compliance matters. If the Compliance Managers do not reach consensus on an issue promptly, then such issue shall be
submitted to dispute resolution process described in Section 12.6. Upon the reasonable request of TYME from time to time, Eagle shall deliver to TYME copies of Eagle’s compliance program policies
and compliance training materials which are applicable to the Field Force Personnel’s promotion of the Product. Other than as expressly stated herein, Eagle shall not be required to modify its compliance
policies or practices in connection with the compliance-related provisions herein.
4.4

Field Force Personnel Training; Product Materials.
4.4.1

Training, Training Materials and Promotional Materials.

(a)
Subject to the terms of this Section 4.4.1, TYME shall prepare and control the content of
(i)
all Product training materials for Field Force Personnel (the “Product Training Materials”) and (ii) all Product marketing and educational materials (the “Promotional Materials”) (the Product
Training Materials and the Promotional Materials, collectively, the “Product Materials”). TYME shall be solely responsible for ensuring that the Product Materials prepared and approved by it are in
compliance with the Regulatory Approval for the Product, the Product Labeling and Applicable Law. Once approved by TYME, the content of the Product Materials shall be provided by TYME to Eagle
in advance of the Eagle Activities to allow for Eagle to review such content and provide verbal feedback to TYME in advance of use of the Product Materials. Within 15 days of receipt of such Product
Materials, Eagle shall verbally provide to TYME any comments and/or proposed revisions to such Product Materials, which comments and revisions TYME shall reasonably consider so long as TYME
deems such suggestions are acceptable in the promotion of the Product; provided that in any event, to the extent that TYME reasonably believes that such changes are not in compliance with Applicable
Law, the Regulatory Approval for the Product or the applicable Product Labeling, then TYME shall not be required to incorporate any such suggestions from Eagle in the Product Materials. In the event of
any disagreement between the Parties regarding any feedback received from Eagle
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with respect to the Product Materials, TYME shall have the right to conclusively determine such matter; provided that, Eagle shall not be required to use any Product Materials that it reasonably believes
violate Applicable Law. If Eagle has provided comments to TYME on the Product Materials and TYME accepts some or all of such comments, then, once revised, TYME shall provide to Eagle the
revised versions of such Product Materials for further review by Eagle, in accordance with the terms and timelines of this Section 4.4.1(a) above. Eagle shall use only Product Materials approved by
TYME in the performance of Eagle Activities under this Agreement. The content of Product Materials shall not be modified or changed by Eagle or Field Force Personnel at any time without the prior
written approval of TYME in each instance. TYME shall be responsible for the costs and expenses of creation and development of the Product Materials and Eagle shall be responsible for the costs and
expense of reproduction, printing and delivery of the Product Materials to and for Eagle. The information regarding the Product that is provided by Eagle or Field Force Personnel as part of the Eagle
Activities shall not deviate from the Product Materials. The Parties shall coordinate the production and delivery of Product Materials to allow sufficient internal and field force review time to
accommodate scheduled training meetings and distribution to Field Force Personnel that are engaged in Detailing. In the event that TYME incurs costs and expenses for which Eagle is responsible under
this Section 4.4.1, TYME may deduct such amounts from the payments due under Section 6.1 and shall include a description thereof in the applicable report under Section 6.2. The Parties shall collaborate
to finalize the Product Materials in accordance with this Section 4.4.1(a) in advance of the Target Launch Date.
(b)
By no later than six (6) months prior to the Target Launch Date, the Parties shall collaborate to plan and schedule
training for the Sales Representatives at a mutually acceptable time(s) and date(s), including a launch meeting for the Sales Representatives at a mutually acceptable location. TYME shall lead such initial
training and Eagle shall cooperate with any reasonable requests of TYME in order to support such training. The costs and expenses of such launch meeting shall be the responsibility of Eagle. All other
training costs and expenses shall be the responsibility of Eagle. After the initial training, the Parties shall collaborate to provide additional training at such frequency, times and places as the circumstances
warrant and the Parties mutually agree, but no less frequently than quarterly with at least three (3) live, in-person training sessions annually. Eagle shall have the right, but not the obligation, to conduct
such additional training itself, provided that the Eagle trainers have been trained by TYME, and provided further that TYME shall have the right to attend such training upon reasonable notice by TYME to
Eagle. Eagle shall certify in writing to TYME that all Field Force Personnel have completed the training described in this Section 4.4.1(b).
(c)
Eagle and all Field Force Personnel that are engaged in Eagle Activities shall comply with the applicable provisions of
the Code, and shall be trained on Eagle’s compliance policies, including those that are consistent with the applicable provisions of Sec. 1128B(b) of the Social Security Act and the American Medical
Association Ethical Guidelines for Gifts to Physicians from Industry (which such training may have been accomplished prior to the Term), prior to commencing any Eagle Activities. Eagle agrees that it
shall train any employee or agent of Eagle who is involved in performing the activities contemplated by this Agreement on anti-corruption and anti-bribery at its own expense.
(d)
Field Force Personnel that are engaged in Detailing shall conduct the Eagle Activities only after having undergone the
training described in this Section 4.4 and, without limiting the foregoing, no Field Force Personnel member shall Detail the Product without having undergone such training. Subject to the foregoing, Eagle
shall have the responsibility for on-going training of its Field Force Personnel that are engaged in Detailing in accordance with customary practice in the pharmaceutical industry, provided that TYME
shall be entitled to approve all such training objectives and content.
4.4.2
Ownership of Product Materials. As between the Parties, TYME shall own all right, title and interest in and to any Product Materials (and
all content contained therein) and any Product Labeling (and all content contained therein), including applicable copyrights and trademarks (other than any name, trademark, trade name or logo of Eagle or
its Affiliates that may appear on such Product materials or Product Labeling), and to the extent Eagle (or any of its Affiliates) obtains or otherwise has a claim to any of the foregoing, Eagle hereby assigns
(and shall cause any applicable Affiliate to assign) all of its right, title and interest in and to such Product Materials (and content) and Product Labeling (and content) (other than any name, trademark, trade
name or logo of Eagle or its Affiliates that may appear on such Product materials or Product Labeling) to TYME and Eagle agrees to (and shall cause its applicable Affiliate to) execute all documents and
take all actions as are reasonably requested by TYME to vest title to such Product Materials (and content) and Product Labeling (and content) in TYME (or its designated Affiliate).
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4.5

Provisions Related to Field Force Personnel.

4.5.1
Force Personnel that are engaged in Detailing:

Activities of Field Force Personnel. Eagle hereby agrees and acknowledges that the following shall apply with respect to itself and the Field

(a)
Eagle shall instruct and cause the Field Force Personnel that are engaged in Detailing to use only the Product Labeling
and, subject to the terms of Section 4.4, Product Materials approved by TYME for the conduct of the Eagle Activities for the Product and consistent with Applicable Laws. Eagle shall instruct the Field
Force Personnel that are engaged in Detailing to, and shall monitor (in accordance with Eagle’s standard practice) the Field Force Personnel that are engaged in Detailing, in order to ensure that such Field
Force Personnel limit their claims of efficacy and safety for such Product to those claims which are consistent with and do not exceed the Product Labeling and any Promotional Materials.
(b)
Eagle shall instruct the Field Force Personnel that are engaged in Detailing to conduct the Eagle Activities for the
Product, and shall monitor and audit (in accordance with Eagle’s standard practice) the Field Force Personnel that are engaged in Detailing so that such personnel conduct the Eagle Activities for such
Product in adherence in all respects with Applicable Laws.
(c)
applicable to Details of the Product, including Section 4.2 and this Section 4.5.1.

Eagle shall instruct the Field Force Personnel that are engaged in Detailing regarding provisions of this Agreement

(d)
Eagle acknowledges and agrees that TYME will not maintain or procure any worker’s compensation, healthcare, or
other insurance for or on behalf of the Field Force Personnel, all of which shall be Eagle’s sole responsibility.
(e)
Eagle acknowledges and agrees that all Field Force Personnel are employees of Eagle and are not, and are not intended
to be treated as, employees of TYME or any of its Affiliates, and that such individuals are not, and are not intended to be, eligible to participate in any benefits programs or in any “employee benefit plans”
(as such term is defined in section 3(3) of the Employee Retirement Income Security Act of 1974, as amended) that are sponsored by TYME or any of its Affiliates or that are offered from time to time by
TYME or its Affiliates to their own employees. All matters of compensation, benefits and other terms of employment for any such Field Force Personnel shall be solely a matter between Eagle and such
individual. TYME shall not be responsible to Eagle, or to the Field Force Personnel, for any compensation, expense reimbursements or benefits (including vacation and holiday remuneration, healthcare
coverage or insurance, life insurance, severance or termination of employment benefits, pension or profit-sharing benefits and disability benefits), payroll- related taxes or withholdings, or any
governmental charges or benefits (including unemployment and disability insurance contributions or benefits and workmen’s compensation contributions or benefits) that may be imposed upon or be
related to the performance by Eagle or such individuals of this Agreement, all of which shall be the sole responsibility of Eagle, even if it is subsequently determined by any Governmental Authority that
any such individual may be an employee or a common law employee of TYME or any of its Affiliates or is otherwise entitled to such payments and benefits.
(f)
Eagle shall be solely responsible for the acts or omissions of the Field Force Personnel that are not in compliance with
Applicable Law and the terms of this Agreement while performing any of the activities under this Agreement. Eagle shall be solely responsible and liable for all probationary and termination actions taken
by it, as well as for the formulation, content and dissemination (including content) of all employment policies and rules (including written probationary and termination policies) applicable to its
employees.
4.5.2
Termination of Employment; Cessation of Eagle Activities. If any Field Force Personnel leaves the employ of Eagle (or any of its
Affiliates), or otherwise ceases to conduct the Eagle Activities for the Product, Eagle shall, to the extent consistent with, and in a manner similar to, its practices with respect to departures of the sales
representatives or other field force personnel, as applicable, promoting, marketing or detailing other products for Eagle, account for, and shall cause such departing Field Force Personnel to return to Eagle
and delete from his/her computer files (to the extent such materials or information have been provided in, or converted into, electronic form) all materials relating to the Product that have been provided to
such individual, including the Product Materials and account level information, including all copies of the foregoing.
4.5.3
Discipline. If TYME has a reasonable basis for believing any member of the Field Force Personnel that are engaged in Detailing has
violated any Applicable Laws, or failed to comply with this Agreement, then TYME shall
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notify Eagle of the alleged violation and Eagle shall promptly investigate the matter and, if the allegation turns out to be true, shall take the appropriate remedial action. Subject to the foregoing, Eagle
shall be solely responsible for taking any disciplinary actions in connection with its Field Force Personnel that are engaged in Detailing. If, at any time, TYME has any other compliance-related concerns
regarding any Field Force Personnel Detailing, TYME’s Compliance Manager shall notify Eagle’s Compliance Manager of such concerns in writing and the Compliance Managers shall discuss and resolve
such matters pursuant to Section 4.3.10.
4.6
Responsibility for Eagle Activity Costs and Expenses. Other than as expressly set out herein, Eagle shall be solely responsible for any and all costs and expenses
incurred by Eagle or any of its Affiliates in connection with the conduct of the Eagle Activities for the Product hereunder, including all costs and expenses in connection with Sales Representatives,
including salaries, bonuses, employment benefits, travel expenses and other expenses, credentialing, licensing, providing benefits, deducting federal, state and local payroll taxes, and paying workers’
compensation premiums, unemployment insurance contributions and any other payments required by Applicable Laws to be made on behalf of employees.
4.7
Data Sharing. Without limiting the information that Eagle shall provide to TYME hereunder, including, without limitation, the reports deliverable under Section 4.2
hereof, TYME shall provide to Eagle certain information relating to the sale, Commercialization, marketing and promotion of the Product, as may be mutually agreed by the Parties from time to time, for
use by Eagle and the Field Force Personnel in connection with the Eagle Activities. The timing of the delivery of such information shall be mutually agreed upon by the Parties, acting reasonably.
4.8
Material Changes. Eagle acknowledges no Product is available for Commercialization as of the date hereof and that the service levels and requirements of Eagle and
its personnel under this Article IV and the accompanying Schedules are based on the Parties’ current expectations regarding SM-88 (racemetyrosine)’s approval pathway in pancreatic cancer. Should SM88 (racemetyrosine) be approved in additional or different indications, a new Product or class of Product becomes available for Commercialization, or there is otherwise a material change in TYME’s
requirements hereunder, the Parties agree to amend the Operating Parameters Schedule in good faith to address such development. For the avoidance of doubt, the Parties agree that any such amendment
will be made in good faith to preserve the spirit and service levels established hereunder for such new indications or changes. Any disputes arising from this Section 4.8 or amendments to the Operating
Parameters Schedule incident thereto that are not resolved by the Senior Officers pursuant to Section 3.4.1 shall be governed by Section 12.6.
ARTICLE 5

REGULATORY, SAFETY AND SURVEILLANCE, COMMERCIAL MATTERS

5.1
TYME Responsibility. As between the Parties, except as expressly set out herein, all regulatory matters regarding the Product shall be the responsibility of TYME,
including responsibility for all communications with Governmental Authorities, including but not limited to the FDA, related to the Product, and TYME shall have sole responsibility to seek and/or obtain
any necessary approvals of any Product Labeling and the Promotional Materials used in connection with the Product, and for determining whether the same requires approval. As between the Parties,
TYME shall be responsible for any reporting of matters regarding the manufacture, sale or promotion of the Product (including Adverse Events) to or with the FDA and other relevant Regulatory
Authorities, in accordance with Applicable Laws. TYME shall maintain, at its cost, the Regulatory Approvals for the Product and shall comply with all Applicable Law relevant to the conduct of TYME’s
business with respect to the Product or pursuant to this Agreement, including, without limitation, all applicable requirements under the Act.
5.2
Eagle Involvement. Except as expressly permitted herein, Eagle shall not, without TYME’s prior written consent, correspond or communicate with the FDA or with
any other Governmental Authority concerning the Product, or otherwise take any action concerning any Regulatory Approval or other authorization under which the Product is marketed or sold. If not
prohibited by any Government Authority or Applicable Law, Eagle shall provide to TYME, promptly upon receipt, copies of any communication from the FDA or other Governmental Authority related to
the Product. If not prohibited by any Government Authority or Applicable Law, TYME has the right to review and comment on Eagle’s draft responses to any Governmental Authorities relevant to Detail
of the Product prior to Eagle’s issuance of such response; and Eagle agrees to consider any comments or suggestions from TYME in good faith.
5.3

Inspections.

5.3.1
If not prohibited by any Government Authority or Applicable Law, Eagle shall notify TYME immediately upon receipt of any notice of
inspection or investigation by any Governmental Authority related to or that Eagle
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reasonably believes may impact any aspect of the Eagle Activities. If not prohibited by any Government Authority or Applicable Law, TYME shall have the right to have a representative present at any
such portion of the inspection involving any Eagle Activities. In such cases, Eagle shall (i) keep TYME fully informed of the progress and status of any such inspection or investigation, (ii) prior to
undertaking any action pursuant to this Section 5.3.1, notify TYME of the inspection or investigation, and disclose to TYME in writing the Governmental Authorities’ assertions, findings and related
results of such inspection or investigation pertaining to the Eagle Activities, and (iii) provide full disclosure to TYME with respect to any action undertaken or proposed to be undertaken pursuant to this
Section 5.3.1 prior to acting as it pertains to the Eagle Activities. In addition, if such findings or the Governmental Authority requests or suggests that Eagle should change any aspect of the Eagle
Activities, the Parties shall work together to make any such modification; provided, however, that notwithstanding anything to the contrary herein, Eagle shall not be required to engage in any Eagle
Activities to the extent any finding or Government Authority has requested or suggested that Eagle may not engage in such activity.
5.3.2
If not prohibited by any Government Authority or Applicable Law, TYME shall notify Eagle immediately upon receipt of any notice of
inspection or investigation by any Governmental Authority related to or that TYME reasonably believes may impact any aspect of the Eagle Activities. In such cases, TYME shall (i) keep Eagle fully
informed of the progress and status of any such inspection or investigation, (ii) disclose to Eagle in writing the Governmental Authorities’ assertions, findings and related results of such inspection or
investigation pertaining to the Product or its promotion, and (iii) provide full disclosure to Eagle with respect to any action undertaken or proposed to be undertaken pursuant to this Section
5.3.2 prior to acting as it pertains to the Eagle Activities. In addition, if such findings or the Governmental Authority requests or suggests that Eagle should change any aspect of the Eagle Activities, the
Parties shall work together to make any such modification; provided, however, that notwithstanding anything to the contrary herein, Eagle shall not be required to engage in any Eagle Activities to the
extent any finding or Government Authority has requested or suggested that Eagle may not engage in such activity.
5.4
Pharmacovigilance. Subject to the terms of this Agreement, no later than six (6) months prior to the Target Launch Date, TYME and Eagle (under the guidance of
their respective pharmacovigilance departments, or equivalent thereof) shall identify and finalize the responsibilities the Parties shall employ to protect patients and promote their well-being in a separate
safety data exchange agreement (“Pharmacovigilance Agreement”). These responsibilities shall include mutually acceptable guidelines and procedures for the receipt, investigation, recordation,
communication and exchange (as between the Parties) of safety information, such as Adverse Events, lack of efficacy, misuse/abuse, and any other information concerning the safety of the Product. Such
guidelines and procedures will be in accordance with, and enable the Parties and their Affiliates to fulfill, regulatory reporting obligations to Governmental Authorities. For the avoidance of doubt, such
guidelines and procedures shall provide that any Eagle Sales Representative, Field Force Personnel or Eagle Affiliate that becomes aware of an Adverse Event shall follow all TYME policies and
procedures regarding Adverse Event reporting, including TYME’s Adverse Event Reporting standard operating procedure, which shall be provided to Eagle for training prior to the Target Launch Date.
The Pharmacovigilance Agreement shall provide that: (i) TYME shall be responsible for all pharmacovigilance activities regarding the Product, including signal detection, medical surveillance, risk
management, medical literature review and monitoring, Adverse Event reporting and responses to Governmental Authority requests or enquiries, and shall provide information related thereto to Eagle, and
(ii) in the event Eagle receives safety information regarding the Product, or information regarding any safety-related regulatory request or inquiry, Eagle shall notify TYME as soon as practicable, but, in
any event, within the timelines set forth in the Pharmacovigilance Agreement.
5.5
Unsolicited Requests for Medical Information. Eagle shall direct to TYME any unsolicited requests for off-label medical information from health care professionals
with respect to the Product promptly following receipt by Eagle (but in no event later than two (2) days after receipt). TYME shall, within two (2) days following receipt of any such request from Eagle,
address any such requests directly.
5.6
Recalls and Market Withdrawals. As between the Parties, TYME shall have the sole right to determine whether to implement, and to implement, a recall, field alert,
withdrawal or other corrective action related to the Product. TYME shall bear the cost and expense of any such recall, field alert, withdrawal or other corrective action. Each Party shall promptly (but in
any case, not later than one (1) day after) notify the other Party in writing of any order, request or directive of a court or other Governmental Authority to recall or withdraw the Product.
5.7
Certain Reporting Responsibilities. Notwithstanding the foregoing provisions of this ARTICLE 5, each Party shall be responsible for its own federal, state and local
government pricing reporting and payment transparency reporting in the Territory arising from its Product promotional activities and related expenditures pursuant to Applicable Law. It is the intention of
the Parties that any payments or transfer of value by a Party as it relates to the Product shall constitute transfers of
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value by that Party and such Party shall be responsible for the reporting described in the immediately preceding sentence. However, if a Party is deemed to have provided any payments or transfers of
value to a Third Party on behalf of the other Party as it relates to the Product, then such Party shall provide to the other Party, in a format reasonably acceptable to such other Party, the data and other
information on a timely basis (i.e., in the case of manual reporting of such data and other information, within 30 days following the end of each Fiscal Quarter, and, in the case of automated reporting of
such data and other information, on a periodic basis during each Fiscal Quarter as reasonably requested by such other Party) for such other Party’s reporting under the Physician Payments Sunshine Act
and other Applicable Laws.
5.8
Booking of Sales Revenues. TYME shall retain ownership of the rights to the Product and record on its books all revenues from sales of the Product. TYME shall be
exclusively responsible for accepting and filling purchase orders, billing, and returns with respect to the Product. If Eagle receives an order for the Product, it shall promptly transmit such order to TYME
(or its designee) for acceptance or rejection. TYME shall have sole responsibility for shipping, distribution and warehousing of the Product, and for the invoicing and billing of purchasers of the Product
and for the collection of receivables resulting from the sales of the Product in the Territory.
5.9
Returns. Eagle is not authorized to accept any Product returns. Eagle shall advise any customer who attempts to return any Product to Eagle (or its Affiliates) that
such Product must be shipped by the customer to the facility designated by TYME from time to time (and in accordance with other instructions provided by TYME). TYME shall provide to Eagle written
instructions as to how Eagle should handle any Product that is actually physically returned to Eagle. Eagle shall take no other actions with respect to such return without the prior written consent of TYME.
5.10
Development; Manufacturing; Distribution; Marketing. TYME shall have the sole authority to Develop, Commercialize, manufacture, package, label,
warehouse, sell and distribute the Product in the Territory. TYME shall use Commercially Reasonable Efforts to Develop and Commercialize at least one (1) Product in the Field in the Territory.
Following the acceptance of the NDA for SM-88 (racemetyrosine) by the FDA and no later than 90 days prior to the Target Launch Date, TYME shall use Commercially Reasonable Efforts to cause
sufficient quantities of Product to be available in inventory to promptly fill orders throughout the Territory and otherwise meet the forecasted demand for Product in the Territory. If, despite such efforts,
there is insufficient supply of Product to meet demand, then TYME shall use Commercially Reasonable Efforts to promptly address such insufficiency. TYME shall contractually require (and shall use
commercially reasonable efforts to enforce such contractual provisions) that all Product is manufactured, shipped, sold and distributed in accordance with all Product specifications and all Applicable Law
and that its contract manufacturers and/or suppliers of Product operate their facilities in accordance with Applicable Law. TYME shall ensure that all Product Labeling complies with the applicable
Regulatory Approval for the Product and Applicable Law. Other than as set forth in this Agreement, TYME shall be responsible for all marketing of the Product in the Territory.
ARTICLE 6
6.1

FINANCIAL PROVISIONS

Promotion Fee.
6.1.1

Calculation of Promotion Fee.

(a)
Subject to Section 6.1.2, commencing with the Fiscal Quarter following the First Commercial Sale, as consideration for
the Eagle Activities performed by Eagle, TYME shall pay Eagle a promotion fee based on Net Sales during the Term, calculated by multiplying fifteen percent (15%) by Net Sales of all Product in the
Territory in each Fiscal Quarter.
(b)
At any time after the date hereof, TYME shall have the right to terminate Eagle’s right to Detail and Promote the
Product in the Territory in the Field upon a payment to Eagle of all accrued, earned but unpaid promotion fee amounts plus the Buyout Amount.
6.1.2
Adjustment of Promotion Fee. In the event that Eagle fails to satisfy the Eagle Quarterly Minimum Details for the Product or fails to
demonstrate Commercially Reasonable Efforts to execute on other aspects of the Sales Plan then in effect for a period of two (2) consecutive Fiscal Quarters, the promotion fee payable by TYME pursuant
to Section 6.1.1(a) shall be reduced to twelve percent (12%) for subsequent Fiscal Quarters and Eagle shall continue to receive such reduced promotion fee until such Fiscal Quarter in which Eagle
satisfies the Eagle Quarterly Minimum Details for the Product or demonstrates Commercially Reasonable Efforts to execute on other aspects of the Sales Plan, as the case may be.

18

199

Back to TABLE OF CONTENTS

EXECUTION VERSION
Eagle’s failure to meet the Eagle Quarterly Minimum Details or to demonstrate Commercially Reasonable Efforts to execute on other aspects of the Sales Plan then in effect for the Product for a period of
four (4) consecutive Fiscal Quarters shall be deemed a material breach of this Agreement (it being understood that a failure to meet the Eagle Quarterly Minimum Details or to demonstrate Commercially
Reasonable Efforts to execute on other aspects of the Sales Plan then in effect for the Product for any period less than four consecutive Fiscal Quarters shall not alone be deemed a material breach of this
Agreement). For the avoidance of doubt, notwithstanding anything to the contrary herein, such material breach of this Agreement shall give rise to TYME’s immediate ability to terminate the Agreement
pursuant to Section 11.2.2 and shall not be subject to any cure period.
6.2

Reports; Payments.

6.2.1
Quarterly Reports and Payments. Within fifteen (15) Business Days after the end of each Fiscal Quarter during the Term, TYME shall
provide to Eagle a written report setting forth in reasonable detail the calculation of the Net Sales for such Fiscal Quarter and the promotion fee payable in respect of such Net Sales in accordance with
Section 6.1, including the number of units of the Product shipped to patients in the Territory during such Fiscal Quarter, together with an itemized list of such units by Target Professional writing the
applicable prescription. Within sixty (60) days after the end of each Fiscal Quarter during the Term, TYME shall pay to Eagle the undisputed portion of the promotion fee payable in respect of such Net
Sales in accordance with Section 6.1. If this Agreement terminates or expires during a Fiscal Quarter, the promotion fee payable to Eagle under Section 6.1 shall be calculated only on the Net Sales that
occurred during prior to the effective date of such termination or expiration in such Fiscal Quarter.
6.2.2
Monthly Estimate Reports. Within fifteen (15) Business Days of the end of each month within each Fiscal Quarter, TYME shall provide to
Eagle a written report setting forth TYME’s good faith estimate of the Net Sales and the estimated promotion fee payable in respect of such Net Sales for each of such calendar month and the Fiscal
Quarter- to-date period, together with its good faith estimates of each of the items described in Section 6.2.1 above. The Parties acknowledge and agree that the monthly reports shall only set forth
TYME’s good faith estimates of the items contained therein and are being provided to Eagle for information purposes only and shall not be determinative of the any amounts due hereunder.
6.2.3
Payment Adjustments. If new information becomes available after the close of a Fiscal Quarter under the process described in Section
6.2.1 that would adjust the amount of recognized Net Sales or payments under this Agreement, such adjustments shall be made in the Fiscal Quarter they become available. Additions or deductions in
payments resulting from any adjustments shall be applied to the next regularly scheduled quarterly payment.
6.2.4
Disputes. Promptly upon receipt of the quarterly or monthly reports described in this Section 6.2, Eagle shall review such reports and, in the
event that Eagle disputes any of the items described in such report, Eagle shall promptly notify TYME of any such disputes. The Parties shall meet promptly thereafter to attempt to resolve such disputes.
6.2.5
Manner of Payment. All payments under this Agreement shall be made in US Dollars by wire transfer or Automated Clearing House to a
bank account designated in writing by Eagle or TYME, as applicable, which shall be designated at least five (5) Business Days before such payment is due.
6.2.6
Late Payments. If Eagle does not receive payment of any sum due to it on or before the due date, simple interest shall thereafter accrue on
the sum due to Eagle from the due date until the date of payment at the prime rate published in the Wall Street Journal on the due date plus two percent (2.0%) per annum or the maximum rate allowable
by Applicable Law, whichever is less. Notwithstanding the foregoing, if the reason for any late payment is resulting from or arising out of any act or omission on the part of Eagle, including, but not
limited to, any delay providing the payment instructions pursuant to Section 6.2.5, such interest shall not accrue. For clarity, any payments due from adjustments under Section 6.2.3 shall not be considered
late payments.
6.3
Taxes. To the extent TYME is required to deduct and withhold taxes from any payment to Eagle, TYME shall pay the amounts of such taxes to the proper
Governmental Authority in a timely manner and promptly transmit to Eagle an official tax receipt or other evidence of timely payment sufficient to enable Eagle to claim the payment of such taxes as a
deduction or tax credit. Eagle may provide to TYME any tax forms that may be reasonably necessary in order for TYME to not withhold tax and TYME shall dispense with withholding, as applicable.
TYME shall provide Eagle with reasonable assistance to enable the recovery, as permitted by Applicable Laws, of withholding taxes.
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6.4
Recordkeeping. Each Party shall maintain complete and accurate books and records in sufficient detail, in accordance with GAAP (to the extent applicable and in
accordance with the Agreement) and all Applicable Law, to enable verification of the performance of such Party’s obligations under this Agreement and any payments due to a Party under this Agreement.
Unless otherwise specified herein, the books and records for a given Fiscal Year of the Term shall be maintained for a period of three (3) years after the end of such Fiscal Year or longer if required by
Applicable Law.
6.5
Eagle Rights. Eagle shall have the right, at its own expense, during normal business hours and upon reasonable prior notice, through an independent certified public
accountant reasonably acceptable to Tyme, and upon execution of a confidentiality agreement reasonably satisfactory to TYME in form and substance, to inspect the applicable records and books
maintained by TYME solely for purposes of verifying the accuracy of Net Sales amounts reported by TYME pursuant to Section 6.2.1 hereof and the fees payable by TYME to Eagle under this Agreement
in respect of such amounts. For clarity, such inspection right described in this Section 6.5 shall be limited to only those books and records of payment reports and amounts owed to Eagle as a result of
Tyme’s achievement of Net Sales of the Product in the Territory under this Agreement and (i) may be conducted no more than once per calendar year, (ii) may only cover the most recently completed
Fiscal Year and the two (2) years prior to such Fiscal Year, and (iii) may not be conducted in March through June of any given Fiscal Year. Disputes, if any, must be submitted to TYME within sixty (60)
days after the completion of such inspection. TYME shall reasonably cooperate in any such inspection or audit conducted by Eagle. Eagle shall treat all information subject to review under this Section 6.5
in accordance with the confidentiality provisions of this Agreement.
ARTICLE 7
7.1

INTELLECTUAL PROPERTY

Ownership of Intellectual Property.

7.1.1
Eagle Property. TYME acknowledges that Eagle owns or is licensed to use certain Know-How relating to proprietary sales and marketing
information, methods and plans that has been independently developed or licensed by Eagle (such Know-How, the “Eagle Property”). The Parties agree that any improvement, enhancement or
modification made, discovered, conceived, or reduced to practice by Eagle to any Eagle Property in performing its activities pursuant to this Agreement which is not primarily related to the Product, or
which is not otherwise derived from the Confidential Information of TYME, shall be deemed Eagle Property. Eagle hereby grants to TYME a fully paid-up, royalty free, non-transferable, non- exclusive
perpetual license (with a limited right to sub-license to its Affiliates) to any Eagle Property that appears on, embodied on or contained in Product Materials or Product Labeling solely for use in connection
with TYME’s promotion or other Commercialization of the Product in the Territory.
7.1.2
TYME Property. Subject to the terms of Section 7.1.1, TYME shall have and retain sole and exclusive right, title and interest in and to all
inventions, developments, discoveries, writings, trade secrets, Know-How, methods, practices, procedures, designs, improvements and other technology, whether or not patentable or copyrightable, and
any patent applications, patents, or copyrights based thereon (collectively, “Intellectual Property”) relating to the Product that are (i) owned or controlled by TYME as of the Effective Date, (ii) made,
discovered, conceived, reduced to practice or generated by TYME (or its employees or representatives) during the Term, or (iii) made, discovered, conceived, reduced to practice or generated by Eagle (or
its employees or representatives) in performing its activities pursuant to this Agreement to the extent primarily related to the Product or which is otherwise derived from the Confidential Information of
TYME (“Inventions”). Eagle agrees to assign, and hereby does assign, to TYME (and shall cause its Affiliates and its and their respective employees and other representatives to assign to TYME) any and
all right, title and interest that Eagle (or any such Affiliates, employees or other representatives) may have in or to any Invention. For clarity, any and all Inventions and any information contained therein
or related thereto shall constitute Confidential Information of TYME.
7.2
Title to Trademarks and Copyrights. The ownership, and all goodwill from the use, of any TYME Trademarks and Copyrights shall at all times vest in and inure to
the benefit of TYME, and Eagle shall assign, and hereby does assign, any rights it may have in the foregoing to TYME. Eagle shall not, directly or indirectly, adopt, apply for or acquire any trademarks,
trade names, or domain names that include or are confusingly similar to any of the TYME Trademarks and Copyrights.
7.3
Protection of Trademarks and Copyrights. As between the Parties, TYME shall have the sole right (but not the obligation), as determined by TYME in its sole
discretion, to (i) maintain the TYME Trademarks and Copyrights and/or
(ii)
protect, enforce and defend the TYME Trademarks and Copyrights. Eagle shall give notice to TYME of any infringement of, or challenge to, the validity or enforceability of the TYME
Trademarks and Copyrights promptly after learning of such
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infringement or challenge. If TYME institutes an action against Third Party infringers or takes action to defend the TYME Trademarks and Copyrights, Eagle shall reasonably cooperate with TYME, at
TYME’s cost and expense. Any recovery obtained by TYME as a result of such proceeding or other actions, whether obtained by settlement or otherwise, shall be retained by TYME. Eagle shall not have
any right to institute any action to defend or enforce the TYME Trademarks and Copyrights.
7.4
Protection of Patent Rights. As between the Parties, TYME shall have the sole right (but not the obligation), as determined by TYME in its sole discretion, to (i)
prosecute and maintain the TYME Patent Rights and/or (ii) protect, enforce and defend the TYME Patent Rights. Eagle shall give notice to TYME of any misappropriation or infringement of, or challenge
to, the validity or enforceability of the TYME Patent Rights promptly after learning of such misappropriation or infringement or challenge. If TYME institutes an action against Third Party infringers or
takes action to stop the misappropriation or infringement of the TYME Patent Rights, Eagle shall reasonably cooperate with TYME, at TYME’s cost and expense. Any recovery obtained by TYME as a
result of such proceeding or other actions, whether obtained by settlement or otherwise, shall be retained by TYME. Eagle shall not have any right to institute any action to defend or enforce the TYME
Patent Rights.
7.5
Disclosure of Know-How. For clarity, the Parties hereby agree and acknowledge that to the extent that either Party hereto has disclosed, or in the future discloses, to
the other Party any Know-How or other Intellectual Property of such Party or its Affiliates pursuant to this Agreement, the other Party shall not acquire any ownership rights in such Know-How or other
Intellectual Property by virtue of this Agreement or otherwise, and as between the Parties, all ownership rights therein shall remain with the disclosing Party (or its Affiliate).
ARTICLE 8
8.1

CONFIDENTIALITY

Confidential Information.

8.1.1
Confidentiality and Non-Use. Each Party agrees that, during the Term and for a period of five (5) years thereafter, it shall keep confidential
and shall not publish or otherwise disclose and shall not use for any purpose other than as provided for in this Agreement (which includes the exercise of its rights or performance of any obligations
hereunder) any Confidential Information furnished to it by or on behalf of the other Party pursuant to this Agreement, except to the extent expressly authorized by this Agreement or otherwise agreed in
writing by the Parties. Without limiting the foregoing, each Party shall use at least the same standard of care as it uses to protect its own Confidential Information to ensure that its employees, agents,
consultants and contractors do not disclose or make any unauthorized use of such Confidential Information. Each Party shall promptly notify the other upon discovery of any unauthorized use or disclosure
of the other’s Confidential Information. Any and all information and materials disclosed by a Party pursuant to the Confidentiality Agreement between the Parties dated June 25, 2019 (the
“Confidentiality Agreement”) shall be deemed Confidential Information disclosed pursuant to this Agreement. The foregoing confidentiality and non-use obligations shall not apply to any portion of the
other Party’s Confidential Information that the receiving Party can demonstrate by competent tangible evidence:
(a)

was already known to the receiving Party or its Affiliate, other than under an obligation of confidentiality, at the time

(b)

was generally available to the public or otherwise part of the public domain at the time of its disclosure to the receiving

of disclosure to the receiving Party;

Party;
(c)
became generally available to the public or otherwise part of the public domain after its disclosure and other than
through any act or omission of the receiving Party or its Affiliates in breach of this Agreement;
(d)
was disclosed to the receiving Party or its Affiliate by a Third Party who has a legal right to make such disclosure and
who did not obtain such information directly or indirectly from the other Party (or its Affiliate); or
(e)
was independently discovered or developed by the receiving Party or its Affiliate without access to or aid, application,
use of the other Party’s Confidential Information, as evidenced by a contemporaneous writing.
8.1.2
Information and the terms of this Agreement to the extent:

Authorized Disclosure. Notwithstanding the obligations set forth in Section 8.1.1, a Party may disclose the other Party’s Confidential
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(a)
prosecuting or defending litigation as contemplated by this Agreement;

such disclosure is reasonably necessary (x) to comply with the requirements of Governmental Authorities; or (y) for the

(b)
such disclosure is reasonably necessary to its Affiliates, employees, agents, consultants and contractors on a need-toknow basis for the sole purpose of performing its obligations or exercising its rights under this Agreement; provided that in each case, the disclosees are bound by obligations of confidentiality and non-use
consistent with those contained in this Agreement and the disclosing Party shall be liable for any failures of such disclosees to abide by such obligations of confidentiality and non-use; or
(c)
applicable securities exchanges, court order, administrative subpoena or order.

such disclosure is reasonably necessary to comply with Applicable Laws, including regulations promulgated by

Notwithstanding the foregoing, in the event a Party is required to make a disclosure of the other Party’s Confidential Information pursuant to Section 8.1.2(a) or 8.1.2(c), such
Party shall, if permitted, promptly notify the other Party of such required disclosure and shall use reasonable efforts to assist the other Party (at the other Party’s cost) in obtaining, a protective order
preventing or limiting the required disclosure.
8.2
Public Announcements. No public announcement or statements (including presentations to investor meetings and customer updates) concerning the existence of or
terms of this Agreement or incorporating the marks of the other Party or their respective Affiliates shall be made, either directly or indirectly, by either Party or a Party’s Affiliates, without first obtaining
the written approval of the other Party and agreement upon the nature, text and timing of such announcement or disclosure. Either Party shall have the right to make any such public announcement or other
disclosure required by Applicable Law after such Party has provided to the other Party a copy of such announcement or disclosure and an opportunity to comment thereon and the disclosing Party shall
reasonably consider the other Party’s comments. Each Party agrees that it shall cooperate fully with the other with respect to all disclosures regarding this Agreement to the Securities Exchange
Commission and any other Governmental Authorities, including requests for confidential treatment of proprietary information of either Party included in any such disclosure. Once any written statement is
approved for disclosure by the Parties or information is otherwise made public in accordance with this Section 8.2, either Party may make a subsequent public disclosure of the same contents of such
statement in the same context as such statement without further approval of the other Party. Notwithstanding anything to the contrary contained herein, in no event shall either Party disclose any financial
information of the other without the prior written consent of such other Party, unless such financial information already has been publicly disclosed by the Party owning the financial information or
otherwise has been made part of the public domain by no breach of a Party of its obligations under this ARTICLE 8.
ARTICLE 9

REPRESENTATIONS AND WARRANTIES; ADDITIONAL COVENANTS
Representations and Warranties of TYME. TYME represents and warrants to Eagle as of the Effective Date that:

9.1
9.1.1

it is a corporation duly organized and validly existing under the laws of the state or other jurisdiction of its incorporation;

9.1.2

the execution, delivery and performance of this Agreement by it has been duly authorized by all requisite corporate action;

9.1.3

it has the power and authority to execute and deliver this Agreement and to perform its obligations

hereunder;
9.1.4
this Agreement constitutes a legal, valid and binding obligation enforceable against it in accordance with its terms, subject to the effects of
bankruptcy, insolvency or other laws of general application affecting the enforcement of creditor rights, judicial principles affecting the availability of specific performance and general principles of equity
(whether enforceability is considered a proceeding at law or equity);
9.1.5
the execution, delivery and performance of this Agreement by TYME does not require the consent of any Person (including under any
agreement with a Third Party) or the authorization of (by notice or otherwise) any Governmental Authority including the FDA;
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9.1.6
there is no action, suit or proceeding pending or, to the knowledge of TYME, threatened, against TYME or any of its Affiliates, or to the
knowledge of TYME, any Third Party acting on their behalf, which would be reasonably expected to impair, restrict or prohibit the ability of TYME or Eagle to perform its obligations and enjoy the
benefits of this Agreement;
9.1.7
it has no knowledge of any information relating to the safety or efficacy of the Product or any communications with any Governmental
Authority, which would reasonably be expected to materially impair, restrict, prohibit or affect TYME’s ability to perform its obligations and enjoy the benefits of this Agreement;
9.1.8

it is in compliance in all material respects with all Applicable Laws applicable to the subject matter of this Agreement;

9.1.9
it is not a party to any agreement or arrangement with any Third Party or under any obligation or restriction agreement (including any
outstanding order, judgment or decree of any court or administrative agency) which in any way limits or conflicts with its ability to execute and deliver this Agreement and to fulfill any of its obligations
under this Agreement;
9.1.10
it is currently conducting a Pivotal Clinical Study for SM-88 (racemetyrosine) though its TYME- 88-Panc trial and SM-88 (racemetyrosine)
is also being studied in the Pancreatic Cancer Action Network adaptive Phase II/III trial known as Precision PromiseSM, which TYME believes can serve as a Pivotal Clinical Study; however, TYME does
not currently have an NDA for SM-88 (racemetyrosine) accepted by the FDA;
9.1.11
neither TYME nor any of its personnel (i) have been debarred under the 21 U.S.C. § 335a, (ii) are excluded, debarred, suspended, or
otherwise ineligible to participate in the federal health care programs or in federal procurement or nonprocurement programs, (iii) are convicted of a criminal offense that falls within the ambit of the
federal statute providing for mandatory exclusion from participation in federal health care programs but has not yet been excluded, debarred, suspended, or otherwise declared ineligible to participate in
those programs, (iv) are listed on the HHS/OIG List of Excluded Individuals/Entities (available through the Internet at http://oig.hhs.gov) or (v) are listed on the General Services Administration’s List of
Parties Excluded from Federal Programs (available through the Internet at hhtp://epls.arnet.gov). If, during the Term, TYME or any of its personnel becomes or is the subject of a proceeding that could
lead to, as applicable, (i) debarment under 21 U.S.C. § 335a, (ii) exclusion, debarment, suspension or ineligibility to participate in the federal health care programs or in federal procurement or
nonprocurement programs, (iii) convicted (or conviction) of a criminal offense that falls within the ambit of the federal statute providing for mandatory exclusion from participation in federal healthcare
programs,
(iv) listed (or listing) on the HHS/OIG List of Excluded Individuals/Entities (available through the Internet at http://oig.hhs.gov) or (v) listed (or listing) on the General Services Administration’s List of
Parties Excluded from Federal Programs (available through the Internet at hhtp://epls.arnet.gov), TYME shall immediately notify Eagle, and Eagle shall have the option to prohibit such Person from
performing work relating to this Agreement or the Product; and
9.1.12
the Product Materials provided by TYME to Eagle for the conduct of Eagle Activities are, and shall be, compliant with the Regulatory Approval for the Product,
the Product Labeling and Applicable Law.
9.2

Representations and Warranties of Eagle. Eagle represents and warrants to TYME as of the Effective Date

that:
9.2.1

it is a corporation duly organized and validly existing under the laws of the state or other jurisdiction of its incorporation;

9.2.2

the execution, delivery and performance of this Agreement by it has been duly authorized by all requisite corporate action;

9.2.3

it has the power and authority to execute and deliver this Agreement and to perform its obligations

hereunder;
9.2.4
this Agreement constitutes a legal, valid and binding obligation enforceable against it in accordance with its terms, subject to the effects of
bankruptcy, insolvency or other laws of general application affecting the enforcement
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of creditor rights, judicial principles affecting the availability of specific performance and general principles of equity (whether enforceability is considered a proceeding at law or equity);
9.2.5
the execution, delivery and performance of this Agreement by Eagle does not require the consent of any Person or the authorization of (by
notice or otherwise) any Governmental Authority or the FDA;
9.2.6
there is no action, suit or proceeding pending or, to the knowledge of Eagle, threatened, against Eagle or any of its Affiliates, or to the
knowledge of Eagle, any Third Party acting on their behalf, which would be reasonably expected to impair, restrict or prohibit the ability of TYME or Eagle to perform its obligations and enjoy the
benefits of this Agreement;
9.2.7

it is in compliance in all material respects with all Applicable Laws applicable to the subject matter of this Agreement;

9.2.8
it is not a party to any agreement or arrangement with any Third Party or under any obligation or restriction agreement (including any
outstanding order, judgment or decree of any court or administrative agency) which in any way limits or conflicts with its ability to execute and deliver this Agreement and to fulfill any of its obligations
under this Agreement;
9.2.9
it has no knowledge of any information relating to any communications with any Governmental Authority, which would reasonably be
expected to materially impair, restrict, prohibit or affect Eagle’s ability to perform its obligations and enjoy the benefits of this Agreement;
9.2.10
neither Eagle nor any of its personnel (i) have been debarred under the 21 U.S.C. § 335a, (ii) are excluded, debarred, suspended, or
otherwise ineligible to participate in the federal health care programs or in Federal procurement or nonprocurement programs, (iii) are convicted of a criminal offense that falls within the ambit of the
federal statute providing for mandatory exclusion from participation in federal health care programs but has not yet been excluded, debarred, suspended, or otherwise declared ineligible to participate in
those programs, (iv) are listed on the HHS/OIG List of Excluded Individuals/Entities (available through the Internet at http://oig.hhs.gov) or (v) are listed on the General Services Administration’s List of
Parties Excluded from Federal Programs (available through the Internet at hhtp://epls.arnet.gov). If, during the Term, Eagle or any of its personnel become or are the subject of a proceeding that could lead
to, as applicable, (i) debarment under 21 U.S.C. § 335a, (ii) exclusion, debarment, suspension or ineligibility to participate in the federal health care programs or in Federal procurement or nonprocurement
programs, (iii) convicted (or conviction) of a criminal offense that falls within the ambit of the federal statute providing for mandatory exclusion from participation in federal healthcare programs,
(iv) listed (or listing) on the HHS/OIG List of Excluded Individuals/Entities (available through the Internet at http://oig.hhs.gov) or (v) listed (or listing) on the General Services Administration’s List of
Parties Excluded from Federal Programs (available through the Internet at hhtp://epls.arnet.gov), Eagle shall immediately notify TYME, and TYME shall have the option to prohibit such Person from
performing work under this Agreement; and
9.2.11

all Field Force Personnel that are engaged in Detailing are, and shall be, licensed to the extent required and in accordance with all

Applicable Laws.
9.3
Disclaimer of Warranty. EXCEPT FOR THE EXPRESS WARRANTIES SET FORTH IN THIS AGREEMENT, TYME (AND ITS AFFILIATES) AND EAGLE
(AND ITS AFFILIATES) MAKE NO REPRESENTATIONS AND NO WARRANTIES, EXPRESS OR IMPLIED, EITHER IN FACT OR BY OPERATION OF LAW, BY STATUTE OR
OTHERWISE, AND TYME (AND ITS AFFILIATES) AND EAGLE (AND ITS AFFILIATES) EACH SPECIFICALLY DISCLAIM ANY OTHER REPRESENTATIONS AND WARRANTIES,
WHETHER WRITTEN OR ORAL, EXPRESS, STATUTORY OR IMPLIED, INCLUDING ANY WARRANTY OF QUALITY, MERCHANTABILITY OR FITNESS FOR A PARTICULAR USE OR
PURPOSE OR ANY WARRANTY AS TO THE VALIDITY OF ANY INTELLECTUAL PROPERTY OR THE NON-INFRINGEMENT OF ANY INTELLECTUAL PROPERTY RIGHTS OF THIRD
PARTIES.
ARTICLE 10

INDEMNIFICATION; LIMITATIONS ON LIABILITY

10.1
Indemnification by TYME. TYME shall defend, indemnify and hold harmless Eagle and its Affiliates and its and their respective officers, directors, employees,
agents, representatives, successors and assigns from and against all
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Claims, and all associated Losses, to the extent incurred or suffered by any of them to the extent resulting from or arising out of (a) any misrepresentation or breach of any representations, warranties,
agreements or covenants of TYME under this Agreement, (b) the negligence, willful misconduct or violation of Applicable Laws by TYME (or any of its Affiliates or its or their respective officers,
directors, employees, agents or representatives), (c) the misappropriation or infringement of the intellectual property rights of any Third Party in connection with the Product, including from the use of the
TYME Trademarks and Copyrights on Product Labeling or Product Materials in accordance with this Agreement, or (d) the Development and Commercialization of the Product by or on behalf of TYME,
its Affiliates and any of their respective licensees, including the death or personal injury to any person related to use of the Product; except in each case to the extent any such Claims, and all associated
Losses, are caused by an item for which Eagle is obligated to indemnify TYME pursuant to Section 10.2.
10.2
Indemnification by Eagle. Eagle shall defend, indemnify and hold harmless TYME and its Affiliates and its and their respective officers, directors, employees,
agents, representatives, successors and assigns from and against all Claims and all associated Losses, to the extent incurred or suffered by any of them to the extent resulting from or arising out of (a) any
misrepresentation or breach of any representations, warranties, agreements or covenants of Eagle under this Agreement, (b) the negligence, willful misconduct, or violation of Applicable Laws by Eagle
(or any of its Affiliates or its and their respective officers, directors, employees, agents or representatives) or (c) labor disputes, Equal Employment Opportunity Commission charges or employmentrelated claims arising from or related to Eagle’s employees; except in each case to the extent any such Claims, and all associated Losses, are caused by an item for which TYME is obligated to indemnify
Eagle pursuant to Section 10.1.
10.3
Indemnification Procedures. The Party seeking indemnification under Section 10.1 or 10.2, as applicable (the “Indemnified Party”) shall give prompt notice to the
Party against whom indemnity is sought (the “Indemnifying Party”) of the assertion or commencement of any Claim in respect of which indemnity may be sought under Section 10.1 or 10.2, as
applicable, and shall provide the Indemnifying Party such information with respect thereto that the Indemnifying Party may reasonably request. The failure to give such notice shall relieve the
Indemnifying Party of any liability hereunder only to the extent that the Indemnifying Party has suffered actual prejudice thereby. The Indemnifying Party shall assume and control the defense and
settlement of any such action, suit or proceeding at its own expense; provided, however, if the Indemnified Party is TYME, it shall assume and control the defense and settlement of any such action, suit or
proceeding. The Indemnified Party shall, if requested by the Indemnifying Party, cooperate in all reasonable respects in such defense, at the Indemnifying Party’s expense. The Indemnified Party shall be
entitled at its own expense to participate in such defense and to employ separate counsel for such purpose. For so long as the Indemnifying Party is diligently defending any proceeding pursuant to this
Section 10.3, the Indemnifying Party shall not be liable under Section 10.1 or 10.2, as applicable, for any settlement effected without its consent. No Party shall enter into any compromise or settlement
which commits the other Party to take, or to forbear to take, any action without the other Party’s prior written consent (unless such compromise or settlement includes no payments by the Indemnified
Party, an unconditional release of, and no admission of liability by, the Indemnified Party from all liability in respect of such Claim).
10.4
Limitation of Liability. NOTWITHSTANDING ANY OTHER PROVISION CONTAINED HEREIN (OTHER THAN AS SET FORTH IN THE SECOND
SENTENCE OF THIS SECTION 10.4), IN NO EVENT SHALL TYME (OR ITS AFFILIATES) OR EAGLE (OR ITS AFFILIATES) BE LIABLE TO THE OTHER OR ANY OF THE OTHER
PARTY’S AFFILIATES FOR ANY CONSEQUENTIAL, INCIDENTAL, INDIRECT, SPECIAL, PUNITIVE OR EXEMPLARY DAMAGES (INCLUDING LOST PROFITS) SUFFERED OR
INCURRED BY SUCH OTHER PARTY OR ITS AFFILIATES THAT ARISE OUT OF OR RELATE TO THIS AGREEMENT OR IN CONNECTION WITH A BREACH OR ALLEGED BREACH
OF THIS AGREEMENT, WHETHER IN CONTRACT, TORT, STRICT LIABILITY OR OTHERWISE, AND REGARDLESS OF ANY NOTICE OF THE POSSIBILITY OF SUCH DAMAGES. THE
FOREGOING SENTENCE SHALL NOT LIMIT (1) THE OBLIGATIONS OF EITHER PARTY TO INDEMNIFY THE OTHER PARTY FROM AND AGAINST THIRD PARTY CLAIMS UNDER
SECTION 10.1 OR 10.2, AS APPLICABLE, OR (2) DAMAGES AVAILABLE FOR A PARTY’S BREACH OF THE NON-COMPETE AND NON-SOLICIT OBLIGATIONS IN SECTION
2.3 AND THE CONFIDENTIALITY AND NON-USE OBLIGATIONS IN ARTICLE 8.
10.5 Insurance. Each Party acknowledges and agrees that during the Term, it shall maintain, through purchase or self-insurance, adequate insurance, including products liability coverage
and comprehensive general liability insurance, adequate to cover its obligations under this Agreement and which are consistent with normal business practices of prudent companies similarly situated.
Each Party shall provide reasonable written proof of the existence of such insurance to the other Party upon request. TYME does not and will not maintain or procure any worker’s compensation,
healthcare, or other insurance for or on behalf of any Field Force Personnel, all of which shall be Eagle’s sole responsibility. For clarity, the insurance
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requirements of this Section 10.5 shall not be construed to create a limit of either Party’s liability with respect to its indemnification obligations under this ARTICLE 10.
ARTICLE 11

Term. This Agreement shall become effective as of the Effective Date and, unless earlier terminated as provided in this ARTICLE 11, will continue for ten (10)

11.1
years (the “Term”).
11.2

TERM AND TERMINATION

Early Termination . A Party shall have the right to terminate this Agreement before the end of the Term as

follows:
11.2.1
by Eagle at its sole discretion and for any reason or no reason, upon twelve (12) months written notice to TYME given any time after the
second (2nd) anniversary of the First Commercial Sale of the Product in the Territory;
11.2.2
by a Party upon written notice to the other Party in the event of a material breach of this Agreement by such other Party where such breach
is not cured (if able to be cured) within 60 days following such other Party’s receipt of written notice of such breach (and any such termination shall become effective at the end of such 60-day period
unless the breaching Party has cured such breach prior to the expiration of such 60-day period), provided, however, for the avoidance of doubt such 60-day period shall not apply for termination relating to
a material breach arising under Section 6.1.2 of this Agreement;
11.2.3
by either Party upon 90 days’ written notice to the other Party following the withdrawal of the Product from the market by TYME (or the
decision by TYME to withdraw the Product from the market) due to (i) any decision, judgment, ruling or other requirement of the FDA, or (ii) material safety concern;
11.2.4

by TYME pursuant to Section 6.1.1(b); and

11.2.5
by a Party immediately upon written notice to the other Party upon the filing or institution of bankruptcy, reorganization, liquidation or
receivership proceedings with respect to such other Party, or upon an assignment of a substantial portion of the assets for the benefit of creditors by such other Party, or in the event a receiver or custodian
is appointed for such other Party’s business or a substantial portion of such other Party’s business is subject to attachment or similar process; provided, however, in the case of any involuntary bankruptcy
proceeding such right to terminate shall only become effective if the Party consents to the involuntary bankruptcy or such proceeding is not dismissed within ninety (90) days after the filing thereof.
11.3
Effects of Termination. Upon the expiration or effective date of termination of this Agreement, (i) all rights and obligations of both Parties hereunder shall
immediately terminate, subject to any survival as set forth in Section 11.4, (ii) Eagle, at TYME’s direction, shall immediately return to TYME or destroy in accordance with all Applicable Laws all
Product Materials, reports and other tangible items provided by or on behalf of TYME to Eagle or otherwise developed or obtained by Eagle pursuant to the terms of this Agreement (other than Eagle
Property) (and at the request of TYME, Eagle shall certify destruction of such materials if Eagle does not to return such materials to TYME), (iii) Eagle shall immediately cease all Eagle Activities with
respect to the Product, and (iv) each of TYME and Eagle shall, at the other Party’s direction, either return to such other Party or destroy all Confidential Information of such other Party. Notwithstanding
the foregoing, each Party may retain archival copies of any Confidential Information to the extent required by law, regulation or professional standards or copies of Confidential Information created
pursuant to the automatic backing-up of electronic files where the delivery or destruction of such files would cause undue hardship to the receiving Party, so long as any such archival or electronic file
back- up copies are accessible only to its legal or IT personnel, provided that such Confidential Information shall continue to be subject to the terms of this Agreement.
11.4
Survival. Termination or expiration of this Agreement shall be without prejudice to any rights that shall have accrued to the benefit of any Party prior to such
termination or expiration. Notwithstanding any expiration or termination of this Agreement, such expiration or termination shall not relieve any Party from obligations which are expressly or by
implication intended to survive expiration or termination, including Sections 2.3, 4.4.2, 5.7, 5.9, 6.2.4, 6.2.5, 10.1, 10.2, 10.3, 10.4, 11.3 and 11.4, Articles 7, 8 and 12 (to the extent applicable to
implementation of the survival of the preceding Sections and Articles) and, solely as it relates to the last Fiscal Quarter, Sections 6.1, 6.2 and 6.3, which shall survive and be in full force and effect.
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ARTICLE 12

MISCELLANEOUS

12.1
Force Majeure. Neither Party shall be held liable to the other Party nor be deemed to have defaulted under or breached this Agreement for failure or delay in
performing any obligation under this Agreement (other than any failure to make payments owed under this Agreement) to the extent such failure or delay is caused by or results from causes beyond the
reasonable control of the affected Party, potentially including, embargoes, war, acts of war (whether war be declared or not), acts of terrorism, insurrections, riots, civil commotions, strikes, lockouts or
other labor disturbances, fire, floods, or other acts of God, or acts, omissions or delays in acting by any Governmental Authority. The affected Party shall notify the other Party of such force majeure
circumstances as soon as reasonably practicable, and shall promptly undertake all reasonable efforts necessary to cure such force majeure circumstances and re-commence its performance hereunder as
soon as practicable.
12.2
Assignment. Except as provided in this Section 12.2, this Agreement may not be assigned or otherwise transferred, nor may any rights or obligations hereunder be
assigned or transferred, by either Party, without the written consent of the other Party (such consent not to be unreasonably withheld); provided that a merger, sale of stock or comparable transaction shall
not constitute an assignment. In the event either Party desires to make such an assignment or other transfer of this Agreement or any rights or obligations hereunder, such Party shall deliver a written notice
to the other Party requesting the other Party’s written consent in accordance with this Section 12.2, and the other Party shall provide such Party written notice of its determination whether to provide such
written consent within 30 days following its receipt of such written notice from such Party. Notwithstanding the foregoing, (a) either Party may, without the other Party’s consent, assign this Agreement
and its rights and obligations hereunder in whole or in part to an Affiliate; and (b) either Party may assign this Agreement to a successor in interest in connection with the sale or other transfer of all or
substantially all of such Party’s assets or rights relating to the Product; provided that such assignee shall remain subject to all of the terms and conditions hereof in all respects and shall assume all
obligations of such Party hereunder whether accruing before or after such assignment. Any permitted assignee shall assume all assigned obligations of its assignor under this Agreement. Any attempted
assignment not in accordance with this Section 12.2 shall be void. This Agreement shall be binding on, and inure to the benefit of, each Party, and its permitted successors and assigns.
12.3
Severability. If any one or more of the provisions contained in this Agreement is held invalid, illegal or unenforceable in any respect, the validity, legality and
enforceability of the remaining provisions contained herein shall not in any way be affected or impaired thereby, unless the absence of the invalidated provision(s) adversely affects the substantive rights
of the Parties. The Parties shall in such an instance use reasonable efforts to replace the invalid, illegal or unenforceable provision(s) with valid, legal and enforceable provision(s) which, insofar as
practical, implement the purposes of this Agreement.
12.4
Notices. All notices which are required or permitted hereunder shall be in writing and sufficient if delivered personally, sent by e-mail (and promptly confirmed by
personal delivery, registered or certified mail or overnight courier), sent by nationally-recognized overnight courier, or sent by registered or certified mail, postage prepaid, return receipt requested,
addressed as follows:
if to TYME, to:

Tyme Technologies, Inc. 17 State Street –
7th Floor New York, NY 10004
Attention: Chief Executive Officer
E-Mail: steve.hoffman@tymeinc.com
With a copy to:
Tyme Technologies, Inc. 17 State Street –
7th Floor New York, NY 10004
Attention: Chief Legal Officer
E-Mail: jim.biehl@tymeinc.com

if to Eagle, to:

Eagle Pharmaceuticals, Inc.
50 Tice Boulevard Woodcliff Lake, NJ
07677
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Attention: Executive Vice President & General Counsel E-Mail: mcordera@eagleus.com
With a copy to:
Eagle Pharmaceuticals, Inc. 50 Tice
Boulevard Woodcliff Lake, NJ 07677
Attention: Chief Operating Officer & President E-Mail:
dpernock@eagleus.com
or to such other address(es) as the Party to whom notice is to be given may have furnished to the other Party in writing in accordance herewith. Any such notice shall be deemed to have been
given: (a) when delivered if personally delivered; (b) on the Business Day after dispatch if sent by nationally-recognized overnight courier; or (c) on the fifth (5th) Business Day following the date of
mailing, if sent by mail.
12.5
Governing Law. This Agreement and any and all matters arising directly or indirectly herefrom shall be governed by and construed and enforced in accordance with
the internal laws of the State of Delaware applicable to agreements made and to be performed entirely in such state, including its statutes of limitation but without giving effect to the conflict of law
principles thereof.
12.6
Dispute Resolution. If a dispute arises between the Parties in connection with or relating to this Agreement or any document or instrument delivered in connection
herewith that (a) is expressly reserved for resolution pursuant to this Section 12.6 or (b) is outside of the decision-making authority of the SOC pursuant to Section 3.4 (a “Dispute”), then the Dispute shall
be submitted to and finally settled by binding arbitration by JAMS under its Comprehensive Arbitration Rules and Procedures. A Dispute settled by an arbitrator shall be conducted by three arbitrators,
each having ten years of experience in the pharmaceutical industry and also shall have served as an arbitrator at least three times prior to their service as an arbitrator in this arbitration. Within ten (10)
days of commencement of an arbitration each Party shall select one (1) arbitrator and together select a third arbitrator who shall serve as a neutral arbitrator. The two designated arbitrators shall select a
third neutral arbitrator within ten (10) days of their selection if the Parties cannot agree on the third arbitrator. If the two arbitrators cannot agree on selection of a third arbitrator within ten (10) days of
their appointment, JAMS shall do so in accordance with its rules. The fees of the arbitrator(s) and JAMS shall be paid by the losing Party, which shall be designated by the arbitrator(s). If the arbitrator(s)
is unable to designate a losing Party, it shall so state and the fees shall be split equally by the Parties. The arbitrator(s) is hereby empowered to award any remedy allowed by Law, including money
damages, prejudgment interest and attorneys’ fees, and to grant final, complete, interim or interlocutor relief, including injunctive relief. The Parties hereby submit to the exclusive jurisdiction of the
federal and state courts located in Wilmington, Delaware for the purposes of an order to compel arbitration, for preliminary relief in aid of arbitration and for a preliminary injunction to maintain the status
quo or prevent irreparable harm prior to the appointment of the arbitrators and to the non-exclusive jurisdiction of such courts for the enforcement of any ward issued hereunder.
12.7
Waiver of Jury Trial. EACH OF THE PARTIES HERETO IRREVOCABLY WAIVES ANY AND ALL RIGHT TO TRIAL BY JURY IN ANY LEGAL
PROCEEDING ARISING OUT OF OR RELATED TO THIS AGREEMENT OR THE TRANSACTIONS CONTEMPLATED HEREBY.
12.8
Entire Agreement; Amendments. This Agreement, together with the Schedules and Exhibits hereto, contains the entire understanding of the Parties with respect to
the subject matter hereof. Any other express or implied agreements and understandings, negotiations, writings and commitments, either oral or written, in respect to the subject matter hereof (including the
Confidentiality Agreement, but solely with respect to information which is deemed Confidential Information hereunder) are superseded by the terms of this Agreement. The Exhibits and Schedules to this
Agreement are incorporated herein by reference and shall be deemed a part of this Agreement. This Agreement may be amended, or any term hereof modified, only by a written instrument duly executed
by authorized representative(s) of both Parties hereto.
12.9
Headings. The captions to the several Articles, Sections and subsections hereof are not a part of this Agreement, but are merely for convenience to assist in locating
and reading the several Articles and Sections hereof.
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12.10
Independent Contractors. It is expressly agreed that Eagle and TYME shall be independent contractors and that the relationship between the two Parties shall not
constitute a partnership, joint venture or agency. Neither Eagle nor TYME shall have the authority to make any statements, representations or commitments of any kind, or to take any action, which shall
be binding on the other Party, without the prior written consent of the other Party.
12.11
Third Party Beneficiaries. Except as set forth in ARTICLE 10, no Person other than TYME or Eagle (and their respective Affiliates and permitted successors and
assignees hereunder) shall be deemed an intended beneficiary hereunder or have any right to enforce any obligation of this Agreement.
12.12
Waiver. The waiver by either Party hereto of any right hereunder, or of any failure of the other Party to perform, or of any breach by the other Party, shall not be
deemed a waiver of any other right hereunder or of any other breach by or failure of such other Party whether of a similar nature or otherwise.
12.13
Cumulative Remedies. No remedy referred to in this Agreement is intended to be exclusive, but each shall be cumulative and in addition to any other remedy
referred to in this Agreement or otherwise available under law.
12.14
Waiver of Rule of Construction. Each Party has had the opportunity to consult with counsel in connection with the review, drafting and negotiation of this
Agreement. Accordingly, the rule of construction that any ambiguity in this Agreement shall be construed against the drafting Party shall not apply.
12.15
Use of Names. Except as otherwise provided herein, neither Party shall have any right, express or implied, to use in any manner the name or other designation of
the other Party or any other trade name, trademark or logo of the other Party for any purpose in connection with the performance of this Agreement.
12.16
Further Actions and Documents. Each Party agrees to execute, acknowledge and deliver all such further instruments, and to do all such further acts, as may be
reasonably necessary or appropriate to carry out the intent and purposes of this Agreement.
12.17
Certain Conventions. Any reference in this Agreement to an Article, Section, subsection, paragraph, clause, or Exhibit shall be deemed to be a reference to an
Article, Section, subsection, paragraph, clause, or Exhibit, of or to, as the case may be, this Agreement, unless otherwise indicated. Unless the context of this Agreement otherwise requires, (a) words of
any gender include each other gender, (b) words such as “herein”, “hereof”, and “hereunder” refer to this Agreement as a whole and not merely to the particular provision in which such words appear, (c)
words using the singular shall include the plural, and vice versa, (d) whenever any provision of this Agreement uses the term “including” (or “includes”), such term shall be deemed to mean “including
without limitation” (or “includes without limitations”), and (e) references to any Articles or Sections include Sections and subsections that are part of the references’ Article or Section (e.g., a section
numbered “Section 2.2.1” would be part of “Section 2.2”, and references to “ARTICLE 2” or “Section 2.2” would refer to material contained in the subsection described as “Section 2.2.1”).
12.18
Counterparts. This Agreement may be executed in two or more counterparts, each of which shall be deemed an original, but all of which together shall constitute
one and the same instrument. Counterparts may be delivered via facsimile or electronic mail (including pdf) and any counterpart so delivered shall be deemed to have been duly and validly delivered and
be valid and effective for all purposes and shall have the same force and effect as original signatures.
[signature page follows]
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IN WITNESS WHEREOF, the Parties have executed this Agreement as of the Effective Date.

TYME TECHNOLOGIES, INC.

By:
Name: Steve Hoffman
Title: Chief Executive Officer

EAGLE PHARMACEUTICALS, INC.

By:
Name: Pete A. Meyers
Title: Chief Financial Officer

[Signature Page to Co-Promotion Agreement]
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Schedule 1.77
Exclusions from “Target Professionals”
Key Thought Leaders:
[TO BE PROVIDED BY TYME PRIOR TO THE TARGET LAUNCH DATE]

212

Back to TABLE OF CONTENTS

EXECUTION VERSION
Schedule 4.1 Operating Parameters
Schedule
(As in effect January 7, 2020)

Sales Force:
−
−

Eagle shall provide an adequate sales force, as defined below under Sales Force Requirements, to call on community and hospital based health care providers. TYME will continue
to be the exclusive contact with key opinion leaders and key academic researchers, who will be defined prior to the SM-88 launch.
Sales Force Requirements:
o
Eagle will be responsible for having sufficient SM-88 representatives to cover 25% of the Sales Force Requirements
▪
Eagle will have the sales representatives in place in time for appropriate training at least 90 days prior to the Target Launch Date
▪
The Eagle SM-88 sales representatives will have separate accounts from the TYME representatives as identified in the Sales Plan (as such
term is defined in the Agreement)
▪
The Eagle SM-88 accounts will be identified prior to the acceptance of the NDA by the FDA
▪
The percentage of the Sales Force Requirement covered by the Eagle SM-88 representatives will be reviewed with the Sale Operations Committee,
as defined below, after the initial 6 months following launch and may be increased upon committee agreement, however coverage over 25% of the
Sales Force Requirements shall require the consent of Eagle
o
The total sales force for SM-88 will be sized based on the following Sales Force Requirements:
▪
Reach: The key assumption is that the sales representatives will be detailing SM-88 to at least 20 Target Professionals (as defined in the Agreement) per
week per representative, with the accounts to be identified prior to acceptance of the NDA by the FDA
▪
Frequency: The accounts will be tiered based on Pancreatic Cancer patient volume. Accounts and the tiering will be defined prior to the acceptance of
the NDA by the FDA. The Sales Call frequency based on tiering will be:
•
Tier 1: Sales Call Frequency of at least 2 – 3 times/month
•
Tier 2: Sales Call Frequency of at least 1 time/month
•
Tier 3: Sales Call Frequency of at least 1 time/6 weeks
▪
The Sales Force Size requirement may be modified if there is a shift in reach and/or account tiering, which will be reviewed by the Sales Operations
Committee, as defined in the Agreement
o
TYME maintains the right to, on a reasonable basis, have its personnel accompany an Eagle sales representative during a detail, following appropriate
advance notice
o
Position of SM-88 in the Eagle detail: SM-88 must be considered the first call position for at least 70% of the calls for a multi-disciplinary oncologist account. SM88 will be the sole detail for all calls that are focused on a gastrointestinal oncologist
o
Minimum Sales Representatives Requirement: initial requirement and time period to which it will be applicable will be determined by TYME by reference to the
Sales Force Requirements no later than three months prior to NDA filing
o
Eagle Quarterly Minimum Details: initial requirement and time period to which it will be applicable will be determined by TYME by reference to the Sales Force
Requirements no later than three months prior to NDA filing

Training:
−
−

TYME will be responsible for training the Eagle sales force and for the creation of all sales training materials used by the Eagle team. As this material will be regulatory
compliant, no changes can be made by Eagle without the written consent of TYME.
Eagle sales representatives and their sales management will be required to complete mandatory training before detailing SM-88 to an account. This training will need to be
completed prior to launch date of SM-88 with follow up quarterly training. Prior to the launch of SM-88, the training will be a live training. Subsequently,
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EXECUTION VERSION
there will be at least 3 live trainings per year and the other training can be fulfilled via webcast. The training will include but is not limited to:
o
Disease state education
o
Current treatment education
o
SM-88 clinical data education
o
SM-88 prescribing information training
o
SM-88 approved promotional materials
o
Adverse Event Reporting
o
Sales skills training
o
Compliance training

Promotional Programs:
−
−
−

In compliance with the PhRMA code and other guidelines (i.e. State guidelines), Eagle sales representatives will execute on promotional programs, utilizing the TYME
approved presentation
Eagle will be responsible for the delivery of the promotional programs to its SM-88 accounts and the cost associated with delivering the programs
The target number of promotional programs will be defined prior to launch and will be discussed at the Sales Operations Committee; Promotional Programs will be addressed in
the Sales Plan (as updated from time to time)

Operating Principles:
−
−

TYME also retains the right to have sales representatives promoting SM-88 and/or engaging in other co- promotion agreements, the co-promotion arrangement with
Eagle shall not be exclusive
Eagle is responsible for all costs associated with its sales force. This includes, but is not limited to:
o
Cash compensation (salary and incentives)
o
Benefits
o
Travel and related expenses
o
Training expenses, including but not limited to meeting facility, travel and lodging, meals, print materials, contests, awards
o
Sales detail print materials
o
Delivery of promotional programs
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EXECUTION VERSION
Schedule 4.1.2
Qualifications and Criteria for Sales Representatives and their managers
[TO BE JOINTLY DEVELOPED AND MUTUALLY AGREED BY TYME AND EAGLE]
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EXHIBIT 21.1
List of Subsidiaries
Tyme, Inc., a Delaware Corporation (“Tyme”)
Luminant Biosciences, LLC (a wholly-owned subsidiary of Tyme)

216

Back to TABLE OF CONTENTS

Exhibit 23.1
CONSENT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM
We have issued our report dated May 22, 2020, with respect to the consolidated financial statements included in the Annual Report of Tyme Technologies, Inc. on Form 10-K for the year ended March 31,
2020. We consent to the incorporation by reference of said report in the Registration Statements of Tyme Technologies, Inc. on Forms S-3 (File No. 333-211489 and No. 333-229104) and on Forms S-8 (File
No. 333-219856, No. 333-227077, and No. 333-236259).
/s/ Grant Thornton LLP
New York, New York
May 22, 2020

217

Back to TABLE OF CONTENTS

EXHIBIT 31.1
RULE 13a-14(a)/15d-14(a) CERTIFICATION
I, Steve Hoffman, certify that:
1.

I have reviewed this Annual Report on Form 10-K of Tyme Technologies, Inc.;

2.

Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements made, in light of the circumstances
under which such statements were made, not misleading with respect to the period covered by this report;

3.

Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the financial condition, results of operations and cash
flows of the registrant as of, and for, the periods presented in this report;

4.

The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and
internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and have:
(a) designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to ensure that material information relating to the
registrant, including its consolidated subsidiaries, is made known to us by others within those entities, particularly during the period in which this report is being prepared;
(b) designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our supervision, to provide reasonable assurance
regarding the reliability of financial reporting and the preparation of financial statements for external purposes in accordance with generally accepted accounting principles;
(c) evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the effectiveness of the disclosure controls and
procedures, as of the end of the period covered by this report based on such evaluation; and
(d) disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal quarter (the registrant’s fourth fiscal
quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control over financial reporting; and

5.

The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the registrant’s auditors and the audit committee of
the registrant’s board of directors (or persons performing the equivalent functions):
(a) all significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably likely to adversely affect the registrant’s
ability to record, process, summarize and report financial information; and
(b) any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over financial reporting.

Date: May 22, 2020

/s/ Steve Hoffman
Steve Hoffman
Chief Executive Officer
(Principal Executive Officer)
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EXHIBIT 31.2
RULE 13a-14(a)/15d-14(a) CERTIFICATION
I, Ben R. Taylor, certify that:
1.

I have reviewed this Annual Report on Form 10-K of Tyme Technologies, Inc.;

2.

Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements made, in light of the circumstances
under which such statements were made, not misleading with respect to the period covered by this report;

3.

Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the financial condition, results of operations and cash
flows of the registrant as of, and for, the periods presented in this report;

4.

The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and
internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and have:
(a) designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to ensure that material information relating to the
registrant, including its consolidated subsidiaries, is made known to us by others within those entities, particularly during the period in which this report is being prepared;
(b) designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our supervision, to provide reasonable assurance
regarding the reliability of financial reporting and the preparation of financial statements for external purposes in accordance with generally accepted accounting principles;
(c) evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the effectiveness of the disclosure controls and
procedures, as of the end of the period covered by this report based on such evaluation; and
(d) disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal quarter (the registrant’s fourth fiscal
quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect, the registrant’s internal control over financial reporting; and

5.

The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the registrant’s auditors and the audit committee of
the registrant’s board of directors (or persons performing the equivalent functions):
(a) all significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably likely to adversely affect the registrant’s
ability to record, process, summarize and report financial information; and
(b) any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over financial reporting.

Date: May 22, 2020

/s/ Ben R. Taylor
Ben R. Taylor
President and Chief Financial Officer
(Principal Financial Officer)
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EXHIBIT 32.1
CERTIFICATION PURSUANT TO SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
(18 U.S.C. SECTION 1350)
In connection with the Annual Report on Form 10-K of Tyme Technologies, Inc. (the “Company”) for the twelve-month period ended March 31, 2020, to which this certification is being filed as of the date
hereof as an exhibit thereto (the “Report”), I, Steve Hoffman, Chief Executive Officer of the Company, and I, Ben R. Taylor, President and Chief Financial Officer of the Company, each certify, pursuant to 18
U.S.C. § 1350, as adopted pursuant to § 906 of the Sarbanes-Oxley Act of 2002, that:
(a)

The Report fully complies with the requirements of section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended (15 U.S.C. 78m or 78o(d)); and

(b)

The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.

Date: May 22, 2020
/s/ Steve Hoffman
Steve Hoffman
Chief Executive Officer
(Principal Executive Officer)
/s/ Ben R. Taylor
Ben R. Taylor
President and Chief Financial Officer
(Principal Financial Officer)
THIS CERTIFICATION WILL NOT BE DEEMED “FILED” FOR PURPOSES OF SECTION 18 OF THE SECURITIES EXCHANGE ACT OF 1934, AS AMENDED, OR OTHERWISE SUBJECT TO
THE LIABILITY OF THAT SECTION. SUCH CERTIFICATION WILL NOT BE DEEMED TO BE INCORPORATED BY REFERENCE INTO ANY FILING UNDER THE SECURITIES ACT OF 1933,
AS AMENDED, OR THE SECURITIES EXCHANGE ACT OF 1934, AS AMENDED, EXCEPT TO THE EXTENT THAT OUR COMPANY SPECIFICALLY INCORPORATES IT BY REFERENCE. A
SIGNED ORIGINAL OF THIS CERTIFICATION HAS BEEN PROVIDED TO THE COMPANY AND WILL BE RETAINED BY THE COMPANY AND FURNISHED TO THE SECURITIES AND
EXCHANGE COMMISSION OR ITS STAFF UPON REQUEST.
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2020

Who We Are
15 Million

by
2026

TYME is an emerging biotechnology company focused on
exploring novel therapeutic approaches designed to target
cancer’s unique metabolism.

people are
living with
cancer

TYME is advancing proprietary Cancer Metabolism-Based
Therapies (CMBTs™) for metastatic cancers.

20 Million

TYME To Make An Impact

Despite medical
innovation, patients
with advanced
cancer need
more and better
treatment options

Our unique science gives us the potential to have a significant
influence on the current cancer landscape:
Offering metastatic cancer patients new treatment options to extend and
improve quality of life
Developing a first-in-class oral CMBT, SM-88, showing compelling initial
clinical trial results across 15 cancers
Advancing our pipeline of CMBTs to change the standard of cancer care

Progress In Our Science Driving Growth

TYMEINC.COM
twitter.com/tyme_inc

POSITIVE DATA
READOUTS

ADVANCING CLINICAL DEVELOPMENT
WITH ADVOCACY PARTNERS

ESMO GI Pancreatic:
TYME-88-Panc Phase
II Study demonstrating
encouraging overall
survival trends in patients
with advanced pancreatic
cancer

TYME-88-PANC: Enrolling Patients in TYME’s SM-88
Pivotal Trial in third-line pancreatic cancer

ESMO Prostate:
TYME SM-88 Phase II
Prostate Cancer Study
demonstrating encouraging
clinical benefit in patients
with recurrent prostate
cancer

PanCAN: Opening trial sites in Precision PromiseSM
Pivotal Trial with oral SM-88 monotherapy in second-line
metastatic pancreatic cancer
Joseph Ahmed Foundation (JAF): Enrolling patients
in SM-88 Phase II Clinical Trial in Ewing’s and high-risk
sarcomas through collaboration with JAF and Dr. Chawla

PUBLICATION
Peer-reviewed publication of SM-88 First Human Study
in the journal Investigational New Drugs

REGULATORY

facebook.com/tymetechnologies

FDA TYPE C meeting for pancreatic pivotal path

linkedin.com/company/tymeinc

Granted pharmaceutical compositions and
methods patent

revFeb2020
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Investment Rationale

High Barrier to Entry

Differentiating MOA

Unique Science Platform

TYMEINC.COM

Exploiting metabolic
properties to create effective
and tolerable therapies
for patients with
advanced cancers

TYME is one of only
a few companies
successfully advancing
medical innovation in
cancer metabolism

twitter.com/tyme_inc
facebook.com/tymetechnologies
linkedin.com/company/tymeinc

Our Team
Steve Hoffman

Chairman, Chief Executive Officer

Strong Patent Portfolio

Growing pipeline of CMBTsTM
TYME is leading first-in-class
with robust patent portfolio
research to leverage
of 173 patent applications
the Warburg Effect
granted and/or pending
for treatments in
globally, extending to
monotherapy and
Large & Growing Markets
2032, and beyond
in combination
The increasing prevalence
of late-stage cancer patient
in the U.S. creates an
urgent need for more
treatment options

Ben R. Taylor

President, Chief Financial Officer

Michele Korfin

RPh, MBA, Chief Operating Officer

Jonathan Eckard

PhD, Chief Business Officer

Giuseppe Del Priore

MD, MPH, Chief Medical Officer

Delivering on Key Milestones Positions TYME for Long-Term Success
FIRST HALF 2020

SECOND HALF 2020

Present preclinical
data for SM-88
Advance enrollment in
TYME-88-Panc, pivotal study,
and the HopES Phase II Trial

Present preliminary Health Economic
Outcomes study on total cost of care
for pancreatic cancer patients

Publish SM-88 Phase II
prostate study

Present preclinical data for TYME-18
Initiate enrollment in PanCAN’s Precision PromiseSM adaptive
randomized Phase II/III trial in patients with pancreatic
cancer using oral SM-88 in second-line monotherapy

Advance SM-88 clinical
programs into other
tumor types potentially
including metastatic breast,
recurrent prostate and/or
hematological cancers

Complete enrollment in
TYME-88-Panc, pivotal study
Present and/or publish final data
from Part 1 of TYME-88-Panc study

Advance plans
for TYME-18 IND
program

Advance PanCAN’s Precision PromiseSM adaptive Phase II/III
trial evaluating SM-88 in patients with first-line pancreatic
cancer in combination with gemcitabine and Abraxane

A Look Beyond:
Expanding Innovative Pipeline of Cancer Metabolism-Based Compounds (CMBTsTM)
PROGRAM

FORMULATION

ORAL

SM-88

Oral

CANCER INDICATION

DEVELOPMENT STAGE

PHASE I

Pancreatic: Third-Line

TYME-88-Panc Pivotal Part 2: Enrolling

Pancreatic: Second-Line Monotherapy

Precision Promise: Enrolling Shortly

Pancreatic: First-Line Combo w/ GA

Precision Promise: Initiate Following Second-Line

Prostate: Biomarker Recurrent

Completed

Metastatic Sarcomas*

HopES: Enrolling

PHASE II

PHASE II/III

Future Trials: Breast and Prostate
Future Trials: Hematology

SM-88i

Injectable

SM-88n

Nasal

Brain/Glioma

TYME-18

Intra-Tumoral

Solid Tumors

revFeb2020

Digestively Compromised Patients

*Investigator-initiated trial
GA = gemcitabine/Abraxane®
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~90%

of cancers have an
altered method of
metabolism known as
the Warburg Effect,
which allows them
to produce energy
differently than
normal healthy cells

Cancer Metabolism-Based Therapies (CMBTsTM)
CMBTs are investigational proprietary compounds that are hypothesized
to disrupt the protein synthesis of cancer cells by breaking down the
cells’ key defenses and leading to cell death through oxidative stress
and exposure to the body’s natural immune system. Clinical trial data
have shown that our lead oral candidate, SM-88, has demonstrated
encouraging tumor responses across 15 different cancers, including
pancreatic, lung, breast, prostate, sarcoma and lymphoma cancers with
minimal serious grade 3 or higher adverse events.

The Warburg Effect
Discovered in the 1920s
Relies on primitive aerobic glycolysis
Inefficient use of glucose versus
normal metabolism

Drives cell reliance on amino acids,
especially tyrosine, for metabolism

Glucose
Glycolysis

Without this ability,
cancer cells that lack
oxygen quickly die

Pyruvate

Pyruvate

Lactate

O2

Glucose

Glycolysis

The Warburg Effect
allows cancer cells
to adapt to different
conditions, such as
low oxygen, and
produce the energy
they need to survive

Results in high levels of damaging
free radicals (ROS)

CO2

85%
Lactate

5%

CO2

O2

TYMEINC.COM
twitter.com/tyme_inc
facebook.com/tymetechnologies

NORMAL CELL

36 ATP/mol glucose

CANCER CELL

4 ATP/mol glucose

linkedin.com/company/tymeinc

vJune2019
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TYME’s First-in-Class Approach Disrupts
Cancer’s Metabolism To Cause Cell Death in 4 Steps
1

Induce Uptake of TYME’s Modified Dysfunctional Tyrosine

2

TYME is developing CMBTsTM that leverage the amino acids — such as
Tyrosine — that cancer cells rely on but normal cells do not.
TYME’S MODIFIED
DYSFUNCTIONAL TYROSINE:
Modified dysfunctional tyrosine is
expected to disrupt mucin and
remove this key defense mechanism.

3

Protein Synthesis Fails
The modification creates a
dysfunctional amino acid
designed to arrest protein
synthesis and cause cell
death in cancer cells.

Decreased Cellular Defenses
CMBTs enhance the susceptibility
of cancer cells to the highly acidic
and toxic tumor microenvironment,
while minimizing the impact to
normal tissues.

MUCIN LAYER:
Tyrosine is an important
building block for the mucin
layer, which protects cancer
cells from the immune system.

FREE RADICALS (ROS)

4

Cell Death from Oxidative Stress
CMBTs are thought to interrupt the metabolic
processes of cancer cells by breaking down the
cells’ key defenses, leading to cell death through
oxidative stress and exposure to the body’s
immune system.
Administering CMBTs along with low doses of
FDA-approved therapies is to enhance their
toxic effects.
Sirolimus increases tumor cells’ uptake
of modified dysfunctional tyrosine by
increasing levels of its transporter, LAT1.

TYMEINC.COM
twitter.com/tyme_inc
facebook.com/tymetechnologies
linkedin.com/company/tymeinc

vJune2019

Phenytoin and methoxsalen increase
oxidative stress.
As a result, malignant cells lose the ability to
mitigate rising oxidative stress. The increased
toxicity ultimately triggers apoptotic signaling
and leads to cell death.
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9%

of patients survive
5+ years after
diagnosis4

50,000+
diagnosed in U.S.
annually5

350,000

diagnosed worldwide
annually6

3%

of all newly
diagnosed cancers7

4th
most common cause
of cancer death for
men and women in
the U.S.7

What is Pancreatic Cancer?1
Pancreatic cancer is a deadly disease that occurs when cells in the
pancreas grow out of control to form a tumor. The pancreas is responsible
for digestion and for regulating blood sugar.

WHO IS AFFECTED?2,3

WHAT ARE THE RISK FACTORS?3

 M
ost people diagnosed are over
age 55

The cause of most pancreatic cancer cases
is unknown, although some risk factors have
been identified:

 M
ore likely to affect men than
women
 A
 frican Americans and
Ashkenazic Jewish communities
are at higher risk

 Smoking

 Obesity

 Family history

 Chronic pancreatitis

 Diabetes

 I
nherited mutation
in the BRCA-2 gene

WHAT ARE THE SYMPTOMS?8
Pancreatic cancer typically does not have any signs or symptoms until the disease is
advanced, when the tumor is likely large and has spread to other organs. Symptoms
may include:
 Jaundice (yellowing skin or eyes)

 Changes in appetite

 Dark urine

 Gallbladder or liver enlargement

 Abdominal pain

 Blood clots

 Sudden or unexpected weight loss

 Diabetes

HOW IS IT TREATED?9
The only way to cure pancreatic cancer is through surgery. Other treatments may help
alleviate symptoms and prevent complications.
Depending on the stage of pancreatic cancer, treatment may include:

TYMEINC.COM

 Surgery

 Pain control

 Chemotherapy and radiation

 T
 reatments being investigated include
cancer metabolism-based therapies

 Immunotherapy

twitter.com/tyme_inc
facebook.com/tymetechnologies
linkedin.com/company/tymeinc

vAugust2019

For patients with metastatic pancreatic cancer who have already been treated with
two previous therapies, there are no FDA-approved 3rd line treatments and no national
oncology guideline recommendations.
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WHAT IS THE PROGNOSIS?9-11
Over 90% of patients do not survive 5 years.
Factors affecting prognosis include:
 T

umor Size: Tumors that have spread beyond
the pancreas typically cannot be removed by
surgery and carry a poorer prognosis.
 C
irculating Tumor Cells (CTCs): CTCs are
cancer cells that slough off tumors into the
bloodstream. They may land in a new location
to cause metastasis. Higher CTC levels are
associated with a lower chance for survival.

TUMOR STAGE

PERCENT OF PATIENTS WHO SURVIVE
5+ YEARS FOLLOWING DIAGNOSIS

Localized to pancreas only

34%

Restricted to pancreas and
surrounding tissues

12%

Spread to distant tissues

3%

Outlooks are especially poor for patients who have failed systemic therapies: an analysis of 19 prospective pancreatic cancer
trials demonstrated a median survival time of just 2.0 – 2.5 months after progression from second-line therapy.12

TYME-88-PANC Clinical Trial: SM-88 in Pancreatic Cancer13,14
Prospective, open-label Phase II/III trial in previously treated metastatic pancreatic cancer
OVERVIEW

ABOUT SM-88

PHASE II

PHASE III

49 heavily pretreated patients
with radiographically progressive
metastatic pancreatic cancer

Approximately 250 patients who have
been previously treated with two
systemic therapies

More than 80% of patients had
received at least two prior lines
of therapy

Randomized 1:1 to SM-88 920 mg
or an investigator-chosen therapy

Average patient age is 66

OUTCOMES

REFERENCES

PHASE II

PHASE III

Multiple indicators of efficacy
and safety

Overall survival

Change in tumor size as measured
by CT scans

Clinical benefit rate (stable disease
or better)

Change in CTC levels as measured
through blood tests

Change in CTC levels as measured
through blood tests
Quality of life indicators

twitter.com/tyme_inc
facebook.com/tymetechnologies
linkedin.com/company/tymeinc
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 T
hought to interrupt the metabolic
processes of cancer cells by breaking
down their key defenses, leading to
cell death through oxidative stress and
exposure to the immune system.
emonstrated encouraging tumor
 D
responses across 15 cancers—including
pancreatic, lung, breast, prostate,
sarcoma and lymphoma—with minimal
serious grade 3 or higher adverse events.

Randomized 1:1 to one of two doses
of SM-88: 460 mg or 920 mg

TYMEINC.COM

 I
nvestigational oral cancer metabolismbased therapy

1 Sol Goldman Pancreatic Cancer Research Center. Basics of Pancreatic
Cancer. Available at: https://pathology.jhu.edu/pancreas/BasicOverview1.
php?area=ba. Accessed July 2019.
2 Cancer.net. Pancreatic Cancer: Risk Factors. Available at: https://www.cancer.
net/cancer-types/pancreatic-cancer/risk-factors. Accessed July 2019.
3 Sol Goldman Pancreatic Cancer Research Center. Known Risk Factors of
Pancreatic Cancer. Available at: https://pathology.jhu.edu/pancreas/BasicRisk.
php?area=ba. Accessed July 2019.
4 Pancreatic Cancer Action Network. Pancreatic Cancer Survival Rates. Available
at: https://www.pancan.org/facing-pancreatic-cancer/about-pancreatic-cancer/
survival-rate/#rate. Accessed July 2019.
5 American Cancer Society. Pancreatic Cancer Statistics. Available at: https://
www.cancer.org/cancer/pancreatic-cancer/about/key-statistics.html. Accessed
July 2019.
6 Rawla P et al. Epidemiology of Pancreatic Cancer: Global Trends, Etiology and
Risk Factors. World J Oncol. 2019;10(1):10-27
7 American Cancer Society. Cancer Facts & Figured 2019. Available at: https://
www.cancer.org/content/dam/cancer-org/research/cancer-facts-and-statistics/
annual-cancer-facts-and-figures/2019/cancer-facts-and-figures-2019.pdf
Accessed August 2019.
8 American Cancer Society. Signs and Symptoms of Pancreatic Cancer. Available
at: https://www.cancer.org/cancer/pancreatic-cancer/detection-diagnosisstaging/signs-and-symptoms.html. Accessed July 2019.
9 American Cancer Society. Treating Pancreatic Cancer, Based on the Extent of
the Cancer. Available at: https://www.cancer.org/cancer/pancreatic-cancer/
treating/by-stage.html. Accessed July 2019.
10 American Cancer Society. Survival Rates for Pancreatic Cancer. Available
at: https://www.cancer.org/cancer/pancreatic-cancer/detection-diagnosisstaging/survival-rates.html. Accessed July 2019.
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