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Item 5.02 Departure of Directors or Certain Officers; Election of Directors; Appointment of Certain Officers; Compensatory Arrangements of
Certain Officers.
 
On September 2, 2017, the Board of Directors of Verastem, Inc. (the “Company”) appointed Brian Stuglik as a Class II director of the Company, effective as
of September 2, 2017.
 
In connection with his appointment as a director, Mr. Stuglik received a stock option grant of 50,000 shares of the Company’s common stock. Mr. Stuglik will
be eligible to receive certain annual cash retainer fees and an annual stock option grant under the Company’s director compensation policy. Mr. Stuglik also
entered into a customary indemnification agreement with the Company.
 
A press release announcing Mr. Stuglik’s appointment is filed as Exhibit 99.1 hereto.
 
Item 8.01. Other Events.
 
On September 6, 2017, the Company issued a press release announcing top-line results from the Phase 3 DUO study evaluating the efficacy and safety of
duvelisib in patients with relapsed or refractory chronic lymphocytic leukemia and small lymphocytic lymphoma. The full text of this press release is filed as
Exhibit 99.2 hereto.
 
Item 9.01 Financial Statements and Exhibits.
 



See Exhibit Index attached hereto.
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99.1
 

Press Release issued by Verastem, Inc. on September 6, 2017
   
99.2

 

Press Release issued by Verastem, Inc. on September 6, 2017
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SIGNATURE

 
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
hereunto duly authorized.
 
 

VERASTEM, INC.
   
   
Date: September 6, 2017 By: /s/ Julie B. Feder
  

Julie B. Feder
  

Chief Financial Officer
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Exhibit 99.1
 

 
Verastem Expands Duvelisib Development Program to Include Peripheral T-Cell Lymphoma

 
Duvelisib Receives Fast Track Designation from FDA in PTCL; Company to Initiate a Phase 2 Clinical Trial by Year End 2017

 
Former Chief Marketing Officer, Lilly Oncology, Brian Stuglik Joins the Company’s Board of Directors

 
Conference Call Scheduled for Today at 8:00 AM ET

 
BOSTON, MA — September 6, 2017 — Verastem, Inc. (NASDAQ: VSTM), focused on discovering and developing drugs to improve the survival and
quality of life of cancer patients, today announced the expansion of its duvelisib development program to include targeting the treatment of patients with
Peripheral T-Cell Lymphoma (PTCL).  Duvelisib has been granted Fast Track designation by the U.S. Food & Drug Administration (FDA) for the treatment
of patients with PTCL who have received at least one prior therapy.  Duvelisib, Verastem’s lead drug candidate, is an oral inhibitor of phosphoinositide-3-
kinase (PI3K)-delta and PI3K-gamma being investigated for the treatment of hematologic cancers, including chronic lymphocytic leukemia (CLL)/small
lymphocytic lymphoma (SLL), indolent non-Hodgkin lymphoma (iNHL) and other T cell lymphomas.
 
Development of duvelisib in PTCL is supported by compelling Phase 1 clinical data which demonstrated a 50% investigator-assessed overall response rate in
16 heavily pre-treated patients with relapsed or refractory PTCL, including 3 (19%) complete responses and 5 (31%) partial responses.  Verastem intends to
initiate an open-label, multicenter, Phase 2 clinical trial evaluating the efficacy and safety of duvelisib in patients with relapsed or refractory PTCL by year
end 2017.  Verastem expects that the Phase 2 study will be conducted in both the U.S. and Japan.
 
Today, the Company also announced the appointment of Brian Stuglik, RPh, to its Board of Directors.  Mr. Stuglik brings to Verastem 35 years of experience
in pharmaceutical and oncology commercialization in both the U.S. and international markets.  He has successfully launched several multi-billion dollar
brands over his career, including Gemzar , Alimta  and Erbitux .
 
“Expansion of the duvelisib clinical development program, and the accompanying receipt of Fast Track designation from the FDA, are important steps in
Verastem’s strategy to efficiently develop the potential of duvelisib in additional cancers such as T-cell malignancies,” said Robert Forrester, President and
Chief Executive Officer of Verastem.  “PTCL is a rare and usually aggressive type of NHL where currently available therapies only provide modest benefit. 
We believe an oral monotherapy like duvelisib could be an important new treatment alternative for patients with T-cell Lymphomas, including PTCL, and we
look forward to initiating a Phase 2 study in patients with relapsed or refractory disease by year end.”
 
Mr. Forrester added, “Brian Stuglik is an accomplished executive with significant oncology commercialization expertise who can bring immediate value to
Verastem as we now move towards commercializing duvelisib.  He brings over 35 years of commercializing important novel oncology drugs together with his
extensive external network of clinical thought leaders and deep industry connections.  His experience will prove
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invaluable as we advance duvelisib toward the planned regulatory filing, and potential approval and commercialization.”
 
Most recently, Mr. Stuglik has provided commercial and strategic consultancy services to a variety of life science companies as the founder of Proventus
Health Solutions, LLC.  Prior to Proventus, he served for over 30 years at Eli Lilly and Company, culminating in his role as Global Vice President and Chief
Marketing Officer, Oncology Global Marketing, and advancing Lilly Oncology from a single brand and approved product to a portfolio of over 6 marketed or
late-stage compounds across more than 10 cancer types.  While at Lilly, Mr. Stuglik helped lead the efforts to acquire Imclone Systems and later led the
integration and transition team for Lilly.
 
Conference Call Information
 
The Verastem management team will host a conference call today, Wednesday, September 6, 2017, at 8:00 AM (ET).  The call can be accessed by dialing 1-
877-341-5660 (toll-free) or 1-315-625-3226 (international) five minutes prior to the start of the call and providing the passcode 81095627.
 
The live, listen-only webcast of the conference call can be accessed by visiting the investors section of the Company’s website at www.verastem.com.  A
replay of the webcast will be archived on the Company’s website for 90 days following the call.
 
More About Fast Track Designation
 
The FDA defines Fast Track designation as a process designed to facilitate the development and expedite the review of drugs and biologics, to treat serious or
life-threatening conditions, and to fill an unmet medical need.  Specifically, Fast Track designation facilitates frequent interactions with the FDA review team,
including meetings to discuss all aspects of development to support approval, and also provides the opportunity to submit sections of an NDA on a rolling
basis as data become available.
 

 
About Peripheral T-Cell Lymphoma
 
Peripheral T-cell lymphoma (PTCL) is a rare, aggressive type of non-Hodgkin lymphoma (NHL) that develops in mature white blood cells called “T cells”
and “natural killer (NK) cells”(1) which circulate with the lymphatic system.(2) PTCL accounts for between 10-15% of all non-Hodgkin lymphomas (NHLs)
and generally affects people aged 60 years and older.(1)  Although there are many different subtypes of peripheral T-cell lymphoma, they often present in a
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similar way, with widespread, enlarged, painless lymph nodes in the neck, armpit or groin.(2)  There is currently no established standard of care for patients
with relapsed or refractory disease.(1)
 
About the Tumor Microenvironment
 
The tumor microenvironment encompasses multiple tumor and non-tumor cell populations and an extracellular matrix that support cancer cell survival. This
includes immunosuppressive regulatory T-cells, myeloid-derived suppressor cells, tumor-associated macrophages, cancer-associated fibroblasts, and
extracellular matrix proteins that can hamper the entry and therapeutic benefit of cytotoxic T-cells and anti-cancer drugs. In addition to targeting the
proliferative and survival signaling of cancer cells, Verastem’s product candidates, including duvelisib and defactinib, also target the tumor microenvironment
to potentially improve response to therapy.
 
About Duvelisib
 
Duvelisib is an investigational, dual inhibitor of phosphoinositide 3-kinase (PI3K)-delta and PI3K-gamma, two enzymes that are known to help support the
growth and survival of malignant B-cells and T-cells. PI3K signaling may lead to the proliferation of malignant B-cells and is thought to play a role in the
formation and maintenance of the supportive tumor microenvironment.(3),(4),(5) Duvelisib is currently being evaluated in late- and mid-stage clinical trials,
including DUO , a randomized, Phase 3 monotherapy study in patients with relapsed/refractory CLL/SLL,(6) and DYNAMO , a single-arm, Phase 2
monotherapy study in patients with refractory iNHL.(7) Both DUO and DYNAMO achieved their primary endpoints upon topline analysis of efficacy data.
Duvelisib is also being evaluated for the treatment of hematologic malignancies through investigator-sponsored studies, including T-cell lymphoma.
(8) Information about duvelisib clinical trials can be found on www.clinicaltrials.gov.
 
About Verastem, Inc.
 
Verastem, Inc. (NASDAQ:VSTM) is a biopharmaceutical company focused on discovering and developing drugs to improve outcomes for patients with
cancer. Verastem is currently developing duvelisib, a dual inhibitor of PI3K-delta and PI3K-gamma, which has successfully met the primary endpoints in both
a Phase 2 study in double-refractory iNHL and a Phase 3 clinical trial in patients with relapsed/refractory CLL/SLL.  In addition, Verastem is developing the
FAK inhibitor, defactinib, which is currently being evaluated in three separate clinical collaborations in combination with immunotherapeutic agents for the
treatment of several different cancer types, including pancreatic, ovarian, non-small cell lung cancer, and mesothelioma. Verastem’s product candidates seek
to treat cancer by modulating the local tumor microenvironment, enhancing anti-tumor immunity and reducing cancer stem cells. For more information,
please visit www.verastem.com.
 

 
Verastem, Inc. forward-looking statements notice:
 
This press release includes forward-looking statements about Verastem’s strategy, future plans and prospects, including statements regarding the development
and activity of Verastem’s investigational product candidates, including duvelisib and defactinib, and Verastem’s PI3K and FAK programs generally, the
structure of our planned and pending clinical trials and the timeline and indications for clinical development. The words “anticipate,” “believe,” “estimate,”
“expect,” “intend,” “may,” “plan,” “predict,” “project,” “target,” “potential,” “will,” “would,” “could,” “should,” “continue,” and similar expressions are
intended to identify forward-looking statements, although not all forward-looking statements contain these identifying words. Each forward-looking statement
is subject to risks and uncertainties that could cause actual results to differ materially from those expressed or implied in such statement. Applicable risks and
uncertainties include the risks that the full data from the DUO study will not be consistent with the top-line results of the study; that the preclinical testing of
Verastem’s product candidates and preliminary or interim data from clinical trials may not be predictive of the results or success of ongoing or later clinical
trials; that even if data from clinical trials is positive, regulatory authorities may require additional studies for approval and the product may not prove to be safe
and effective; that the degree of market acceptance of product candidates, if approved, may be lower than expected; that the timing, scope and rate of
reimbursement for our product candidates is uncertain; that there may be competitive developments affecting our product candidates; that data may not be
available when expected; that enrollment of clinical trials may take longer than expected; that our product candidates will cause unexpected safety events or
result in an unmanageable safety profile as compared to their level of efficacy; that duvelisib will be ineffective at treating patients with lymphoid
malignancies; that Verastem will be unable to successfully initiate or complete the clinical development of its product candidates; that the development of
Verastem’s product candidates will take longer or cost more than planned; that Verastem may not have sufficient cash to fund its contemplated operations; that
Verastem or Infinity Pharmaceuticals, Inc. will fail to fully perform under the duvelisib license agreement; that Verastem will not pursue or submit regulatory
filings for its product candidates; and that Verastem’s product candidates will not receive regulatory approval, become commercially successful products, or
result in new treatment options being offered to patients. Other risks and uncertainties include those identified under the heading “Risk Factors” in Verastem’s
Annual Report on Form 10-K for the year ended December 31, 2016, and in any subsequent filings with the U.S. Securities and Exchange Commission. The
forward-looking statements contained in this press release reflect Verastem’s views as of the date of this release, and Verastem does not undertake and
specifically disclaims any obligation to update any forward-looking statements.
 
Verastem, Inc.
Brian Sullivan
Director, Corporate Development
781-292-4214
bsullivan@verastem.com
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Exhibit 99.2
 

 
Verastem Announces Positive Top-line Data from the Pivotal Phase 3 DUO™ Study in Relapsed or Refractory Chronic Lymphocytic Leukemia and

Small Lymphocytic Lymphoma
 

The Primary Outcome of Progression Free Survival (PFS) via Independent Review Committee (IRC) in the Intent to Treat (ITT) Population Significantly
Favored Duvelisib Monotherapy Over Ofatumumab (Median PFS of 13.3 versus 9.9 Months, Respectively; Hazard Ratio (HR) of 0.52, p<0.0001)

 
Similar Efficacy Benefit for Duvelisib Monotherapy Over Ofatumumab for Patients with 17p Deletion (Median PFS of 12.7 versus 9.0 Months, Respectively;

HR of 0.41, p=0.0011)
 

Oral Duvelisib Continues to Demonstrate a Consistent and Manageable Safety Profile
 

Conference Call Scheduled for Today at 8:00 AM ET
 
BOSTON, MA — September 6, 2017 — Verastem, Inc. (NASDAQ: VSTM), focused on discovering and developing drugs to improve the survival and
quality of life of cancer patients, today reported positive top-line results from the Phase 3 DUO study evaluating the efficacy and safety of duvelisib, a first in
class oral dual inhibitor of phosphoinositide-3-kinase (PI3K)-delta and PI3K-gamma, in patients with relapsed or refractory chronic lymphocytic leukemia
(CLL)/small lymphocytic lymphoma (SLL). Regarding the DUO study’s primary endpoint of progression free survival (PFS) as determined by Independent
Review Committee (IRC), oral duvelisib monotherapy showed superiority over ofatumumab, an approved standard of care treatment for patients with
CLL/SLL, achieving a statistically significant improvement in median PFS of 13.3 months, compared to 9.9 months for ofatumumab with a hazard ratio (HR)
of 0.52 (p<0.0001), representing a 48% reduction in the risk of progression or death.  Median PFS in the subset of patients with 17p deletion randomized to
duvelisib was also significantly higher (12.7 months compared to 9.0 months for ofatumumab; HR of 0.41, p=0.0011).
 
“Although the treatment of CLL/SLL has advanced in recent years, there remains a substantial unmet need with many patients progressing or relapsing
following the available therapies,” commented Ian Flinn, MD, PhD, Director of the Blood Cancer Research Program at Sarah Cannon Research Institute and
the Lead Investigator on the DUO study.  “These positive results from the randomized DUO study demonstrate that duvelisib prolongs progression-free
survival (PFS) with a manageable safety profile in patients with relapsed or refractory CLL/SLL, including in high risk patients with the 17p deletion.  For
our patients with CLL/SLL, and for the physicians who treat them, a convenient, oral monotherapy that is taken at home would be a valuable addition to the
treatment landscape.”
 
Verastem plans to share these clinical data with the U.S. Food and Drug Administration (FDA) with the goal of filing a New Drug Application (NDA) with
the FDA during the first half of 2018.  The duvelisib NDA submission will be supported by favorable results from both the DUO study in CLL/SLL and the
DYNAMO™ study in indolent non-Hodgkin’s lymphoma (iNHL), which also achieved its primary endpoint with an ORR of 46% (p<0.0001).
 
In the Phase 3 DUO study, 319 patients were randomized 1:1 to receive either duvelisib 25mg twice daily until disease progression or unacceptable toxicity or
ofatumumab, an approved standard of care treatment
 

 
for use in CLL/SLL, per its label with an initial infusion of 300 mg followed by 7 weekly infusions and 4 monthly infusions of 2,000 mg.  In addition to the
primary endpoint of PFS in the ITT population a stratification factor to evaluate the outcome in the patients with 17p deletion CLL/SLL, a known poor
prognostic subgroup, was conducted.  PFS and other efficacy endpoints were analyzed using response determinations per the IRC using modified
iwCLL/IWG criteria.
 
Duvelisib monotherapy had a manageable safety profile, with results from this study consistent with the well-characterized safety profile of duvelisib
monotherapy in patients with advanced hematologic malignancies.  Verastem intends to submit detailed results from the Phase 3 DUO study for publication in
a peer-reviewed medical journal and for presentation at an upcoming scientific meeting.
 
“We are extremely grateful to the patients, caregivers, and investigators who participated in the DUO study and we are pleased to be that much closer to
delivering on our mission to develop drugs that improve the lives of patients with cancer,” said Robert Forrester, President and Chief Executive Officer of
Verastem. “Duvelisib was an important strategic acquisition for Verastem. Both of our late-stage trials with duvelisib monotherapy (DUO and DYNAMO)
have now achieved their primary endpoints, highlighting the significant potential of duvelisib in the treatment of advanced hematologic malignancies.  We
anticipate sharing these results with the FDA in preparation for a potential NDA filing during the first half of 2018 and look forward to exploring subsequent
development opportunities for duvelisib in additional cancers.”
 
Conference Call Information
 
The Verastem management team will host a conference call today, Wednesday, September 6, 2017, at 8:00 AM (ET).  The call can be accessed by dialing 1-
877-341-5660 (toll-free) or 1-315-625-3226 (international) five minutes prior to the start of the call and providing the passcode 81095627.
 
The live, listen-only webcast of the conference call can be accessed by visiting the investors section of the Company’s website at www.verastem.com.  A
replay of the webcast will be archived on the Company’s website for 90 days following the call.
 
About Duvelisib
 
Duvelisib is an investigational, dual inhibitor of phosphoinositide 3-kinase (PI3K)-delta and PI3K-gamma, two enzymes known to help support the growth
and survival of malignant B-cells and T-cells. PI3K signaling may lead to the proliferation of malignant B-cells and is thought to play a role in the formation
and maintenance of the supportive tumor microenvironment.(1),(2),(3) Duvelisib is currently being evaluated in late- and mid-stage clinical trials, including
DUO™, a randomized, Phase 3 monotherapy study in patients with relapsed or refractory CLL/SLL,(4) and DYNAMO™, a single-arm, Phase 2
monotherapy study in patients with refractory iNHL.(5)  Both DUO and DYNAMO achieved their primary endpoints upon topline analysis of efficacy data.



Duvelisib is also being evaluated for the treatment of other hematologic malignancies, including T-cell lymphoma, through investigator-sponsored studies.
(6) Information about duvelisib clinical trials can be found on www.clinicaltrials.gov.
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About Verastem, Inc.
 
Verastem, Inc. (NASDAQ:VSTM) is a biopharmaceutical company focused on discovering and developing drugs to improve outcomes for patients with
cancer. Verastem is currently developing duvelisib, a dual inhibitor of PI3K-delta and PI3K-gamma, which has successfully met the primary endpoints in both
a Phase 2 study in double-refractory iNHL and a Phase 3 clinical trial in patients with relapsed/refractory CLL/SLL.  In addition, Verastem is developing the
FAK inhibitor, defactinib, which is currently being evaluated in three separate clinical collaborations in combination with immunotherapeutic agents for the
treatment of several different cancer types, including pancreatic, ovarian, non-small cell lung cancer, and mesothelioma. Verastem’s product candidates seek
to treat cancer by modulating the local tumor microenvironment, enhancing anti-tumor immunity and reducing cancer stem cells. For more information,
please visit www.verastem.com.
 
Verastem, Inc. forward-looking statements notice:
 
This press release includes forward-looking statements about Verastem’s strategy, future plans and prospects, including statements regarding the development
and activity of Verastem’s investigational product candidates, including duvelisib and defactinib, and Verastem’s PI3K and FAK programs generally, the
structure of our planned and pending clinical trials and the timeline and indications for clinical development. The words “anticipate,” “believe,” “estimate,”
“expect,” “intend,” “may,” “plan,” “predict,” “project,” “target,” “potential,” “will,” “would,” “could,” “should,” “continue,” and similar expressions are
intended to identify forward-looking statements, although not all forward-looking statements contain these identifying words. Each forward-looking statement
is subject to risks and uncertainties that could cause actual results to differ materially from those expressed or implied in such statement. Applicable risks and
uncertainties include the risks that the full data from the DUO study will not be consistent with the top-line results of the study; that the preclinical testing of
Verastem’s product candidates and preliminary or interim data from clinical trials may not be predictive of the results or success of ongoing or later clinical
trials; that even if data from clinical trials is positive, regulatory authorities may require additional studies for approval and the product may not prove to be
safe and effective; that the degree of market acceptance of product candidates, if approved, may be lower than expected; that the timing, scope and rate of
reimbursement for our product candidates is uncertain; that there may be competitive developments affecting our product candidates; that data may not be
available when expected; that enrollment of clinical trials may take longer than expected; that our product candidates will cause unexpected safety events or
result in an unmanageable safety profile as compared to their level of efficacy; that duvelisib will be ineffective at treating patients with lymphoid
malignancies; that Verastem will be unable to successfully initiate or complete the clinical development of its product candidates; that the development of
Verastem’s product candidates will take longer or cost more than planned; that Verastem may not have sufficient cash to fund its contemplated operations; that
Verastem or Infinity Pharmaceuticals, Inc. will fail to fully perform under the duvelisib license agreement; that Verastem will not pursue or submit regulatory
filings for its product candidates; and that Verastem’s product candidates will not receive regulatory approval, become commercially successful products, or
result in new treatment options being offered to patients. Other risks
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and uncertainties include those identified under the heading “Risk Factors” in Verastem’s Annual Report on Form 10-K for the year ended December 31,
2016 and in any subsequent filings with the U.S. Securities and Exchange Commission. The forward-looking statements contained in this press release reflect
Verastem’s views as of the date of this release, and Verastem does not undertake and specifically disclaims any obligation to update any forward-looking
statements.
 
CONTACTS:
 
Verastem, Inc.
Brian Sullivan
Director, Corporate Development
781-292-4214
bsullivan@verastem.com
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