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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.
 
Management Transition
 
On April 26, 2025, the Board of Directors
(the “Board”) of Scholar Rock Holding Corporation and Scholar Rock, Inc. (collectively, the “Company”)
appointed
Mr. David Hallal as Chief Executive Officer of the Company effective as of April 27, 2025 (the “Transition Date”) following
Dr. Jay T.
Backstrom’s transition from his role as the Company’s Chief Executive Officer and President to Senior Advisor on
the Transition Date. Dr. Backstrom also
resigned as a member of the Board on the Transition Date. Dr. Backstrom is expected to serve as
Senior Advisor to the Company through October 31, 2025
as part of the planned transition. The Board also appointed Akshay Vaishnaw, a
current member of the Board, as the Company’s President of Research &
Development (“R&D”), R. Keith Woods as
the Company’s Chief Operating Officer and Vikas Sinha as the Company’s Chief Financial Officer, in each case
effective on
the Transition Date.
 
Mr. Hallal will remain Chairman of the Board.
In connection with his transition, Dr. Backstrom will not stand for re-election as a member of the Board at
the Company’s upcoming
Annual Meeting of Stockholders to be held on May 22, 2025 (the “Annual Meeting”) and the Board has been reduced in size
from
ten to nine members. Dr. Backstrom’s resignation from the Board is not the result of any disagreement with the Company on any
matters relating to
the Company’s operations, policies or practices.
 
David
Hallal, age 58, has served as the Chairman of our Board of Directors since July 2017. He also serves as the Chairman of the
Board of Directors of
iTeos Therapeutics SA and as a member of the Board of Directors of Seer Biosciences, Inc. From December 2017 through
April 2025, Mr. Hallal served as
Chairman and Chief Executive Officer of ElevateBio, LLC and in April 2025 became Executive Chairman.
From September 2018 until May 2021, Mr.
Hallal served as Chairman and Chief Executive Officer of AlloVir, Inc. and since May 2021, serves
as its Executive Chairman. Prior to that, Mr. Hallal
served in executive roles of increasing responsibility at Alexion Pharmaceuticals,
Inc., most recently serving as Chief Executive Officer and a board
member. Prior to his role as Chief Executive Officer, Mr. Hallal served
Alexion as Chief Operating Officer and a board member as well as Chief
Commercial Officer and Head of Commercial Operations. Mr. Hallal
holds a B.A. in psychology from the University of New Hampshire.
 
There
are no arrangements or understandings pursuant to which Mr. Hallal was selected for his position. He has no family relationships with
any of the
Company’s directors or executive officers, and he is not a party to, and he does not have any direct or indirect material
interest in, any transaction requiring
disclosure under Item 404(a) of Regulation S-K other than as previously reported in the
Company’s proxy statement for its Annual Meeting, filed with the
Securities and Exchange Commission on April 11, 2025.
 
Akshay Vaishnaw, M.D., Ph.D., age 62, has served as a director
of the Company since May 2019. Dr. Vaishnaw has been a venture partner at Atlas
Venture since March 2024. From September 2023 to December
2024, Dr. Vaishnaw served as Chief Innovation Officer and Member of the Scientific
Advisory Board at Alnylam Pharmaceuticals. From January
2022 to September 2023, Dr. Vaishnaw served as President of Alnylam and from March 2018
to January 2022, he served as President R&D.
Dr. Vaishnaw also served in various other roles of increasing responsibility at Alnylam since joining in 2006.
Dr. Vaishnaw serves on
the board of directors for Hemab Inc. since January 2024. Dr. Vaishnaw previously served on the board of directors for Editas
Medicine,
Inc. He received his M.D. from the University of Wales College of Medicine, U.K., and his Ph.D. from the University of London, U.K., in
molecular immunology. He is a Fellow of the Royal College of Physicians, U.K.
 
There are no arrangements or understandings pursuant to which Dr. Vaishnaw
was selected for his position. He has no family relationships with any of the
Company’s directors or executive officers, and he
is not a party to, and he does not have any direct or indirect material interest in, any transaction requiring
disclosure under Item 404(a)
of Regulation S-K other than as previously reported in the Company’s proxy statement for its Annual Meeting, filed with the
Securities
and Exchange Commission on April 11, 2025.
 

 



 

 
R.
Keith Woods, age 57, has over three decades of experience in the biopharmaceutical sector, having served most recently as Chief
Operating Officer of
argenx Pharmaceuticals, Inc., from April 2018 to June 2023, where he led the company through its transition from
an R&D organization to a global
commercial organization. During this time, he oversaw key teams in preparation for argenx’s
first product launch, including sales, marketing, market access
and reimbursement, business operations, patient services and medical affairs.
In 2023, Mr. Woods transitioned from this role to serve as a strategic
commercial advisor to the board of directors of argenx. Prior to
argenx, Mr. Woods served as senior vice president of North American operations for
Alexion Pharmaceuticals, Inc., where he managed a team
of several hundred people in the U.S. and Canada and was responsible for more than $1 billion in
annual sales. Prior to joining Alexion,
Mr. Woods held various positions of increasing responsibility within Roche, Amgen, and Eisai Co., Ltd., over a span
of 20 years. Mr. Woods
currently serves on the board of directors of X4 Pharmaceuticals, Inc., TScan Therapeutics, Inc., Neurogene Inc., and Rocket
Pharmaceuticals,
Inc. He holds a Bachelor of Science in marketing from Florida State University.
 
There are no arrangements or understandings pursuant to which Mr. Woods
was selected for his position. He has no family relationships with any of the
Company’s directors or executive officers, and he
is not a party to, and he does not have any direct or indirect material interest in, any transaction requiring
disclosure under Item 404(a)
of Regulation S-K.
 
Vikas Sinha,
age 61, brings over 30 years of executive leadership experience in the life sciences industry, with a proven track record across finance,
investor relations, business development, strategy, IT, and human resources. Prior to joining the Company, he co-founded and served as
Chief Financial
Officer of ElevateBio LLC from December 2017 through April 2025, where he is currently a member of its board of directors.
He served as President and
Chief Financial Officer of AlloVir, Inc, an ElevateBio portfolio company from September 2018 to March 2025.
From September 2005 to December 2016,
Mr. Sinha was the Chief Financial Officer of Alexion Pharmaceuticals, Inc, a biotechnology company,
where he was responsible for finance, business
development, strategy, investor relations, and IT. Prior to joining Alexion, Mr. Sinha
held various positions with Bayer AG in the U.S., Japan, Germany and
Canada, including Vice President and Chief Financial Officer of Bayer
Pharmaceuticals Corporation in the U.S. and Vice President and Chief Financial
Officer of Bayer Yakuhin Ltd. in Japan. He served as a
member of the board of directors of AlloVir from January 2019 until March 2025, as a Non-
Executive Director on the board of directors
of Verona Pharma PLC since September 2016 and Orna Therapeutics since January 2025. Mr. Sinha holds a
Bachelor of Commerce degree from
Tribhuvan University and an M.B.A. from the Asian Institute of Management in Manila Philippines. He is also a
qualified Chartered Accountant
from the Institute of Chartered Accountants of India and a Certified Public Accountant in the U.S.
 
There are no arrangements or understandings pursuant to which Mr. Sinha
was selected for his position. He has no family relationships with any of the
Company’s directors or executive officers, and he
is not a party to, and he does not have any direct or indirect material interest in, any transaction requiring
disclosure under Item 404(a)
of Regulation S-K.
 
David Hallal Appointment and Employment
Agreement
 
In connection with his appointment as the Company’s Chief Executive
Officer, Mr. Hallal entered into an employment agreement with the Company on
April 27, 2025 (the “Hallal Agreement”). Mr.
Hallal will also serve as the Company’s Principal Executive Officer. Pursuant to the Hallal Agreement, Mr.
Hallal will receive an
initial annual base salary of $975,000, a sign-on bonus of $2 million, and will be eligible for an annual cash bonus with an incentive
target of 80% of his annual base salary. Mr. Hallal is also eligible to participate in the employee benefit plans available to the Company’s
employees,
subject to the terms of those plans. Mr. Hallal shall be entitled to severance benefits as specified in the Hallal Agreement
and will not be entitled to any
additional compensation for serving as a member of the Board.
 

 



 

 
Mr. Hallal shall be granted a stock option
under the Company’s 2018 Stock Option and Incentive Plan (the “Stock Option Plan”) to purchase a number
shares of the
Company’s common stock with a grant date fair value (assuming a price per share equal to the volume weighted average price of the
Company’s common stock on the Nasdaq Global Market for the four trading days immediately preceding the date of grant) (the “Option
Grant Date Fair
Value”) equal to $7.5 million (the “Hallal Stock Option Award”). The Hallal Stock Option Award will
vest with respect to 25% of the shares of common
stock underlying the Hallal Stock Option Award on the first anniversary of the Transition
Date (the “Hallal Vesting Commencement Date”), and the
remaining 75% of the shares of common stock underlying the Hallal Stock
Option Award shall vest in 12 equal quarterly installments following the Hallal
Vesting Commencement Date, subject to Mr. Hallal’s
continuing service at the Company through the applicable vesting date. The Hallal Stock Option
Award will be subject to all terms and
conditions and other provisions set forth in the Stock Option Plan and form of stock option agreement thereunder.
 
Additionally,
Mr. Hallal was granted restricted stock units (“RSUs”) for 250,000 shares of the Company’s common stock, which shall
vest annually over
four years, subject to Mr. Hallal’s continuing service at the Company through the applicable vesting date (the
“Hallal RSU Award”). The Hallal RSU
Award will be subject to all terms and conditions and other provisions set forth
in the Stock Option Plan and form of restricted stock unit agreement
thereunder.
 
Mr. Hallal was also granted performance based
restricted stock units (“PSUs”) for a target number of 500,000 shares of the Company’s common stock,
which shall vest
in tranches of a combination of performance vesting tied to the Company’s common stock achieving certain price targets and time-based
vesting over four years, which result in vesting events for the PSUs, subject to Mr. Hallal’s continuing
service at the Company through the applicable
vesting date (the “Hallal PSU Award”). The maximum achievement under the Hallal
PSU Award is 250%. The Hallal PSU Award will be subject to all
terms and conditions and other provisions set forth in the Stock Option
Plan and form of performance based restricted stock unit agreement thereunder, the
form of which will be filed with the Company’s
Quarterly Report on Form 10-Q for the fiscal quarter ended June 30, 2025.
 
Pursuant to
the Hallal Agreement, if the Company terminates Mr. Hallal without cause or if Mr. Hallal terminates employment for good reason, Mr. Hallal
is entitled to receive (i) eighteen months of the base salary then in effect plus target annual incentive compensation, (ii) the bonus
for the immediately
preceding calendar year if such termination occurs subsequent to the calendar year but prior to the bonus being paid
(the “Prior Year Bonus”), (iii) the
prorated portion of the bonus for the current year of termination based on actual
performance (the “Prorated Current Year Bonus”), (iv) eighteen months of
health benefits continuation, and (v) twelve months
acceleration of vesting for time-based outstanding equity awards and acceleration of a prorated portion
of the PSUs granted pursuant to
the Hallal Agreement that have achieved the applicable price targets during employment or within four months thereafter. 
If the
Company terminates Mr. Hallal without cause or if Mr. Hallal terminates employment for good reason in connection with a change in control,
in lieu
of the foregoing payments and benefits, Mr. Hallal is entitled to receive: (i) a lump sum in cash in an amount equal to 2 times
the sum of Mr. Hallal’s base
salary then in effect plus target annual incentive compensation, (ii) the Prior Year Bonus, (iii) Prorated
Current Year Bonus, based on the higher of actual or
target performance, (iv) twenty-four months of health benefits continuation, and
(v) acceleration of vesting for all time-based outstanding awards and
acceleration of any PSUs based on actual achievement (and any other
performance-based awards based on the higher of actual or target performance).
 
Mr. Hallal will also enter into the Company’s standard form indemnification
agreement pursuant to which the Company may be required to indemnify Mr.
Hallal for certain expenses arising out of his service as an
officer or director of the Company. The Hallal Agreement also contains other customary terms
and provisions. The above summary is not
complete and is qualified in its entirety by the Hallal Agreement, a copy of which will be filed with the
Company’s Quarterly Report
on Form 10-Q for the fiscal quarter ended June 30, 2025.
 
Backstrom Transitional Services Agreement
 
The Company expects to enter into a Transitional Services Agreement
(the “Backstrom Agreement”) with Dr. Backstrom pursuant to which Dr. Backstrom
is expected to serve as Senior Advisor to the
Company during the period from the April 28, 2025 to October 31, 2025 when his employment relationship
will end (the “Transition
Period”). During the Transition Period, Dr. Backstrom will continue to receive his current base salary, be eligible for employee
benefits and continue to vest in certain time-based equity awards. Pursuant to the Backstrom Agreement, following the termination of his
employment, Dr.
Backstrom is eligible to receive: (i) twelve months of his current base salary, (ii) a prorated bonus for the fiscal year
ended December 31, 2025, (iii) twelve
months of health benefits continuation and (iv) acceleration of certain time-based equity awards
and extension of the exercise period through July 31, 2026
for any vested equity awards he holds when his employment relationship ends.
 

 



 

 
Appointment of Additional Executives and
Terms of their Employment
 
On April 26, 2025, the Board appointed the
following individuals as officers of the Company, each appointment effective as of the Transition Date:
 

- Akshay Vaishnaw as the Company’s President of R&D;
 

- R. Keith Woods as the Company’s Chief Operating Officer; and
 

- Vikas Sinha as the Company’s Chief Financial Officer, Principal Financial Officer and Principal Accounting Officer with Erin
Moore stepping
down as the Company’s interim Principal Accounting Officer and interim Principal Financial Officer (each of Dr. Vaishnaw,
Mr. Woods and Mr.
Sinha an “Executive” and collectively, the “Executives”).

 
In connection with their appointments, each Executive entered into
an employment agreement with the Company on the Transition Date (each an
“Executive Agreement” and collectively, the “Executive
Agreements”). Pursuant to the Executive Agreements, each Executive will receive an initial annual
base salary of $800,000 and will
be eligible for an annual cash bonus as determined by the Board or the Compensation Committee of the Board (the
“Compensation Committee”)
with an annual incentive target of 60% of his annual base salary. Dr. Vaishnaw also received a sign-on bonus of $2 million.
Each Executive
is eligible to participate in the employee benefit plans available to the Company’s employees, subject to the terms of those plans.
Each
Executive shall be entitled to severance benefits as specified in the Executive Agreement.
 
In connection with his employment, Dr. Vaishnaw
will receive equity awards in the form of stock options, RSUs and PSUs under the Stock Option Plan. As
an inducement to Messrs. Woods’
and Sinha’s employment, they each will receive equity awards in the forms of stock options, RSUs and PSUs under the
Company’s
2022 Inducement Equity Plan, as amended (the “Inducement Plan”).
 
Each Executive will be granted a stock option
to purchase a number shares of the Company’s common stock with an Option Grant Date Fair Value equal to
$3 million (the “Executive
Stock Option Award”). The Executive Stock Option Award will vest with respect to 25% of the shares of common stock
underlying the
Executive Stock Option Award on the first anniversary of the Transition Date (the “Executive Vesting Commencement Date”),
and the
remaining 75% of the shares of common stock underlying the Executive Stock Option Award shall vest in 12 equal quarterly installments
following the
Executive Vesting Commencement Date, subject to the Executive’s continuing service at the Company through the applicable
vesting date. The Executive
Stock Option Award will be subject to all terms and conditions and other provisions set forth in the Inducement
Plan or the Stock Option Plan, as the case
may be, and the respective form of stock option agreement thereunder.
 
Additionally, each Executive was granted RSUs for 100,000 shares of
the Company’s common stock, which shall vest annually over four years, subject to
each Executive’s continuing service at the
Company through the applicable vesting date (the “Executive RSU Award”). The Executive RSU Award will be
subject to all terms
and conditions and other provisions set forth in the Inducement Plan or the Stock Option Plan, as the case may be, and the respective
form of restricted stock unit agreement thereunder.
 
Each Executive was also granted PSUs for a target of 200,000 shares
of the Company’s common stock, which shall vest in tranches of a combination of
performance vesting tied to the Company’s
common stock achieving certain price targets and time-based vesting over four years, which result in vesting
events for the PSUs, subject to the Executive’s continuing service at the Company through the applicable vesting date (the “Executive
PSU Award”). The
maximum achievement under the Executive PSU Award is 250%. The Executive PSU Award will be subject to all terms
and conditions and other
provisions set forth in the Inducement Plan or the Stock Option Plan, as the case may be, and the respective
form of performance based restricted stock unit
agreement thereunder, which forms will be filed with the Company’s Quarterly Report
on Form 10-Q for the fiscal quarter ended June 30, 2025.
 

 



 

 
Pursuant to the Executive Agreement, if the Company terminates the
Executive without cause or if the Executive terminates employment for good reason,
the Executive is entitled to receive (i) twelve months
of the base salary then in effect plus target annual incentive compensation, (ii) the Prior Year Bonus,
(iii) the Prorated Current Year
Bonus, (iv) twelve months of health benefits continuation, and (v) twelve months acceleration of vesting for time-based
outstanding equity
awards and acceleration of a prorated portion of the PSUs granted pursuant to the Executive Agreement that have achieved the
applicable
price targets during employment or within four months thereafter.  If the Company terminates the Executive without cause or if the
Executive
terminates employment for good reason in connection with a change in control, in lieu of the foregoing payments and benefits,
the Executive is entitled to
receive: (i) a lump sum in cash in an amount equal to 1.5 times the sum of the Executive’s base salary
then in effect plus target annual incentive
compensation, (ii) the Prior Year Bonus, (iii) Prorated Current Year Bonus, based on the higher
of actual or target performance, (iv) twenty-four months of
health benefits continuation, and (v) acceleration of vesting for all time-based
outstanding awards and acceleration of any PSUs based on actual
achievement (and any other performance-based awards based on the higher
of actual or target performance).
 
Each Executive will also enter into the Company’s standard form
indemnification agreement pursuant to which the Company may be required to indemnify
the Executive for certain expenses arising out of
his service as an officer of the Company. The Executive Agreements also contain other customary terms
and provisions. The above summary
is not complete and is qualified in its entirety by the Executive Agreements, copies which will be filed with the
Company’s Quarterly
Report on Form 10-Q for the fiscal quarter ended June 30, 2025.
 
Board of Directors and Committee Memberships
 
Effective on the Transition Date, David Hallal
and Akshay Vaishnaw each tendered their resignation as members of the Nominating and Corporate
Governance Committee of the Board (the
“Nominating Committee”). Concurrent with their resignations, Joshua Reed and Srinivas Akkaraju were each
appointed as a member
of the Nominating Committee, effective immediately and Jeffrey Flier was appointed chair of the Nominating Committee, effective
immediately.
Accordingly, the Nominating Committee consists of Jeffrey Flier (Chair), Joshua Reed and Srinivas Akkaraju.
 
Effective
on the Transition Date, David Hallal tendered his resignation as a member of the Compensation Committee. Concurrent with his resignation,
Katie Peng was appointed as a member of the Compensation Committee, effective immediately. Accordingly, the Compensation Committee consists
of
Kristina Burow (Chair), Katie Peng and Michael Gilman.
 
The membership of the Audit Committee of the
Board has not changed and consists of Joshua Reed (Chair), Richard Brudnick and Katie Peng.
 
Effective on the Transition Date, Akshay Vaishnaw tendered his resignation
as a member of the Science, Innovation and Technology Committee of the
Board. Accordingly, the Science, Innovation and Technology
Committee consists of Jeffrey Flier (Chair), Michael Gilman and Srinivas Akkaraju.
 
Item 7.01. Regulation FD Disclosure.
 
On April 28, 2025, the Company issued a press
release announcing the management transition described herein. A copy of this press release is furnished as
Exhibit 99.1 to this Current
Report on Form 8-K.
 
The information in this Item 7.01 and Exhibit 99.1 attached hereto
is intended to be furnished and shall not be deemed “filed” for purposes of Section 18 of
the Securities Exchange Act of 1934
(the “Exchange Act”) or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by
reference
in any filing under the Securities Act of 1933 or the Exchange Act, except as expressly set forth by specific reference in such filing.
 

 



 

 
Item 9.01. Financial Statements and Exhibits. 
 
(d) Exhibits
 

Exhibit 
No.   Description

     
99.1   Press Release issued by Scholar Rock Holding Corporation dated April 28, 2025.
104   Cover Page lnteractive Data File (embedded within the Inline XBRL document).
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    Junlin Ho
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Scholar Rock Appoints David L. Hallal as Chief
Executive Officer;
Also Announces Addition of Three Key Leaders
to Scale for Next Phase of Growth

 
· David Hallal has served as Chairman of the Board of Directors since 2017; ensures seamless transition ahead of global launch of
apitegromab

for Spinal Muscular Atrophy
· Jay Backstrom, M.D., to serve as strategic advisor as part of planned transition, continuing to work closely with executive team
and Board of

Directors
· Akshay Vaishnaw, M.D., Ph.D., appointed to newly created role of President of R&D; has served as Board member since 2019
· R. Keith Woods appointed to newly created role of Chief Operating Officer with focus on evolution to fully integrated global commercial

operations
· Vikas Sinha appointed Chief Financial Officer
· Company to host Conference Call today at 8:30 AM ET

 
CAMBRIDGE, Mass.--(BUSINESS WIRE)--April 28, 2025--Scholar Rock (NASDAQ:
SRRK), a late-stage biopharmaceutical company focused on
advancing innovative treatments for neuromuscular diseases, cardiometabolic
disorders, and other serious diseases, announced today that David Hallal has
been appointed Chief Executive Officer succeeding Jay Backstrom,
M.D. David Hallal has served as Chairman of the Board at Scholar Rock since 2017
and just prior to that spent more than a decade as CEO,
COO, and CCO of Alexion building and leading the company’s 50-country operating platform. As
part of this planned transition, Dr.
Backstrom will serve as a strategic advisor, working closely with the company’s executive team and Board of Directors.
 
Scholar Rock also announced today the addition of three leaders with
unparalleled experience and success in building global organizations focused on
developing and commercializing life-changing therapies.
 

· Akshay Vaishnaw, M.D., Ph.D., has been named President of R&D; he was formerly President of Alnylam.
· R. Keith Woods has been appointed Chief Operating Officer and will focus on evolving the organization into a fully integrated global
enterprise;

he was formerly COO of argenx.
· Vikas Sinha is joining as Chief Financial Officer; he was formerly CFO of Alexion and ElevateBio.

 

 



 

 
“On behalf of the Board, we are deeply grateful to Jay for his
leadership over the past three years - driving us through the highly successful apitegromab
global Phase 3 program and now into the US
and European regulatory processes for marketing authorization,” said Mr. Hallal. “As Board Chair, I have
been continuously
collaborating with Jay to accelerate Scholar Rock’s evolution into a global biotech leader. These efforts will be amplified by the
immediate addition of Akshay, Keith and Vikas - three operators that have built and led some of the most successful biotech companies
in our industry.
Together, we are committed to realizing Scholar Rock’s global ambitions to bring apitegromab to SMA patients around
the world.”
 
“It has been an honor to lead the incredible team at Scholar
Rock over the past several years. I am very proud of all we have achieved - from advancing
apitegromab through a successful, pivotal Phase
3 study and on the path to becoming a commercial company,” said Dr. Backstrom. “With the BLA now
accepted under priority review
and the anticipated launch later this year, this is the right moment for our leadership transition. I’m grateful for the close
partnership
over the years with David and Akshay as board members, and I look forward to continuing our collaboration on behalf of the SMA community
to bring our highly innovative apitegromab, the world’s first muscle targeted treatment, to patients and families living with the
impact of this severe and
progressive disease.”
 
Conference Call Information
 
Management will
discuss the new leadership appointments via conference call on April 28, 2025 at 8:30 am ET. To access the live conference
call,
participants may register here. The live
audio webcast of the call will be available under “Events and Presentations” in the Investor Relations section of
the Scholar
Rock website at http://investors.scholarrock.com. To participate via telephone,
please register in advance here. Upon registration, all telephone
participants will receive
a confirmation email detailing how to join the conference call, including the dial-in number along with a unique passcode and
registrant
ID that can be used to access the call. An archived replay of the webcast will be available on the Company’s website for approximately
90 days.
 
About Apitegromab
 
Apitegromab is an investigational fully human monoclonal antibody
inhibiting myostatin activation by selectively binding the pro- and latent forms of
myostatin in the skeletal muscle. It is the
first muscle-targeted treatment candidate in spinal muscular atrophy (SMA) to demonstrate clinical success in a
pivotal phase 3
trial. Myostatin, a member of the TGFβ superfamily of growth factors, is expressed primarily by skeletal muscle cells, and the
absence of
its gene is associated with an increase in muscle mass and strength in multiple animal species, including humans. Scholar
Rock believes that its highly
selective targeting of pro- and latent forms of myostatin with apitegromab may lead to a
clinically meaningful improvement in motor function in patients
with SMA. The U.S. Food and Drug Administration (FDA) has
granted Fast Track, Orphan Drug and Rare Pediatric Disease designations, and
the European Medicines Agency (EMA) has
granted Priority Medicines (PRIME) and Orphan Medicinal Product designations, to apitegromab for the
treatment of SMA. Apitegromab
has not been approved for any use by the FDA or any other regulatory agency.
 

 



 

 
About SMA
 
Spinal muscular atrophy (SMA) is a rare, genetic neuromuscular disease
that afflicts an estimated 30,000 to 35,000 people in the United States and Europe.
The disease is characterized by the
loss of motor neurons, atrophy of the voluntary muscles of the limbs and trunk, and progressive muscle weakness.
While there has been
progress in the development of therapeutics that address the loss of motor neurons, there continues to be a high unmet need for
therapies
that directly address the progressive muscle weakness that leads to loss of motor function in SMA.
 
About Scholar Rock
 
Scholar Rock is a biopharmaceutical company that discovers, develops,
and delivers life-changing therapies for people with serious diseases that have high
unmet need. As a global leader in the biology of
the transforming growth factor beta (TGFβ) superfamily. The company is named for the visual
resemblance of a scholar rock to protein
structures. Over the past decade, Scholar Rock has created a pipeline with the potential to advance the standard of
care for
neuromuscular disease, cardiometabolic disorders, cancer, and other conditions where growth factor-targeted drugs can play a transformational
role.
 
This commitment to unlocking fundamentally different therapeutic approaches
is powered by broad application of a proprietary platform, which has
developed novel monoclonal antibodies to modulate protein growth
factors with extraordinary selectivity. By harnessing cutting-edge science in disease
spaces that are historically under-addressed through
traditional therapies, Scholar Rock works every day to create new possibilities for patients. Learn more
about our approach
at ScholarRock.com and follow @ScholarRock and on LinkedIn.
 
Availability of Other Information About Scholar Rock
 
Investors and others should note that we communicate with our investors
and the public using our company website www.scholarrock.com, including, but
not limited to, company disclosures, investor presentations
and FAQs, Securities and Exchange Commission filings, press releases, public conference call
transcripts and webcast transcripts, as well
as on X (formerly known as Twitter) and LinkedIn. The information that we post on our website or on X
(formerly known as Twitter) or LinkedIn
could be deemed to be material information. As a result, we encourage investors, the media and others interested
to review the information
that we post there on a regular basis. The contents of our website or social media shall not be deemed incorporated by reference
in any
filing under the Securities Act of 1933, as amended.
 
Scholar Rock® is a registered trademark of Scholar Rock, Inc.
 

 



 

 
Forward-Looking Statements
 
This press release contains "forward-looking statements"
within the meaning of the Private Securities Litigation Reform Act of 1995, including, but not
limited to, statements regarding Scholar
Rock’s future expectations, plans and prospects, including without limitation, Scholar Rock’s expectations
regarding its growth,
strategy, the timing and results of regulatory submissions, the therapeutic potential of apitegromab, its transition to a fully integrated
global commercial enterprise and launch of apitegromab and the anticipated impact of the management transition described herein ,. The
use of words such
as “may,” “might,” “could,” “will,” “should,” “expect,”
“plan,” “anticipate,” “believe,” “estimate,” “project,” “intend,”
“future,” “potential,” or “continue,”
and other similar expressions are intended to identify such
forward-looking statements. All such forward-looking statements are based on management's
current expectations of future events and are
subject to a number of risks and uncertainties that could cause actual results to differ materially and adversely
from those set forth
in or implied by such forward-looking statements. These risks and uncertainties include, without limitation, whether the results from
the Phase 3 SAPPHIRE trial will be sufficient to support regulatory approval, that preclinical and clinical data, including the results
from the Phase 2 or
Phase 3 clinical trial of apitegromab, are not predictive of, may be inconsistent with, or more favorable than, data
generated from future or ongoing clinical
trials of the same product candidates; information provided or decisions made by regulatory
authorities; competition from third parties that are developing
products for similar uses; Scholar Rock’s ability to obtain, maintain
and protect its intellectual property; Scholar Rock’s dependence on third parties for
development and manufacture of product candidates
including, without limitation, to supply any clinical trials; and Scholar Rock’s ability to manage
expenses and to obtain additional
funding when needed to support its business activities and establish and maintain strategic business alliances and new
business initiatives,
and our ability to continue as a going concern; as well as those risks more fully discussed in the section entitled "Risk Factors"
in
Scholar Rock’s Annual Report on Form 10-K for the year ended December 31, 2024, as well as discussions of potential risks, uncertainties,
and other
important factors in Scholar Rock’s subsequent filings with the Securities and Exchange Commission. Any forward-looking
statements represent Scholar
Rock’s views only as of today and should not be relied upon as representing its views as of any subsequent
date. All information in this press release is as
of the date of the release, and Scholar Rock undertakes no duty to update this information
unless required by law.
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Rushmie Nofsinger
Scholar Rock
ir@scholarrock.com
media@scholarrock.com
857-259-5573
 
Cynthia Clayton
Clayton Bio Communications
cynthia@claytonbiocomms.com
617-852-7735
 

 
 


