
 

UNITED STATES
 SECURITIES AND EXCHANGE COMMISSION

 WASHINGTON, D.C. 20549
 

FORM 8-K
 

CURRENT REPORT

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934
Date of Report (Date of earliest event reported): December 18, 2023

 
 

PepGen Inc.
(Exact name of Registrant as Specified in Its Charter)

 
 

Delaware 001-41374 85-3819886
(State or Other Jurisdiction

 of Incorporation)
(Commission File Number) (IRS Employer

 Identification No.)
     

321 Harrison Avenue
8th Floor

 

Boston, Massachusetts  02118
(Address of Principal Executive Offices)  (Zip Code)

 

Registrant’s Telephone Number, Including Area Code: 781 797-0979
 

 
(Former Name or Former Address, if Changed Since Last Report)

 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the 
following provisions: 

☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:

 
Title of each class

 Trading
 Symbol(s)

 
Name of each exchange on which registered

Common stock, par value $0.0001 per share  PEPG  Nasdaq Global Select Market

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§ 230.405 of this 
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§ 240.12b-2 of this chapter). 

Emerging growth 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. ☐
 



Item 8.01 Other Events.

On December 18, 2023 PepGen Inc. (the “Company”) announced the first patient dosed in the Phase 1 FREEDOM-DM1 clinical trial of PGN-EDO51 for 
Myotonic Dystrophy type 1 (DM1). A copy of the press release issued in connection with this announcement is being furnished as Exhibit 99.1 to this 
Current Report on Form 8-K.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits
  
Exhibit Number Description
99.1 Press release issued by PepGen Inc. on December 18, 2023
104 Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Exhibit 99.1
 

PepGen Announces First Patient Dosed in Phase 1 FREEDOM-DM1 Clinical Trial of PGN-EDODM1 for Myotonic 
Dystrophy Type 1 (DM1)

- Safety, transcript splicing correction and clinical outcome measures data at 5 mg/kg PGN-EDODM1 dose level in patients from 
FREEDOM-DM1 clinical trial expected in 2024 -

 
-  Clearance of Clinical Trial Application (CTA) by the UK Medicines and Healthcare Products Regulatory Agency (MHRA) 

extends enrollment in FREEDOM-DM1 Phase 1 clinical trial to third country -

 
BOSTON, Dec. 18, 2023 -- PepGen Inc. (Nasdaq: PEPG), a clinical-stage biotechnology company advancing the next generation 
of oligonucleotide therapies with the goal of transforming the treatment of severe neuromuscular and neurological diseases, today 
announced that the first patient has been dosed in its Phase 1 clinical trial, FREEDOM-DM1, evaluating PGN-EDODM1 for the 
treatment of DM1.
 
“We are pleased to announce we have dosed the first patient in our FREEDOM-DM1 clinical trial, which marks a significant 
milestone in our commitment to developing transformative therapies with potentially meaningful clinical outcomes for people 
living with DM1. We anticipate proof-of-concept data in patients in 2024, including safety, transcript splicing and clinical 
outcome measures, at the 5 mg/kg PGN-EDODM1 dose level,” said James McArthur, Ph.D., President and CEO of PepGen. “We 
are also excited to announce the receipt of regulatory clearance to evaluate PGN-EDODM1 from the UK MHRA, marking the 
third obtained following clearances from the U.S. Food and Drug Administration and Health Canada. We look forward to 
continuing our progress and remain steadfast in our dedication to the development of PGN-EDODM1 for individuals around the 
globe who are living with DM1.” 
 
The FREEDOM-DM1 clinical trial is a randomized, placebo-controlled, single ascending dose (SAD) study, intended to enroll 
approximately 24 adult patients with DM1 to evaluate the safety and tolerability of PGN-EDODM1. In addition to safety, 
oligonucleotide muscle concentrations and PGN-EDODM1 correction of mis-splicing of transcripts, clinical outcomes impacted 
in DM1 will also be assessed at 28 days and at later time points following a single dose of PGN-EDODM1. Per the protocol, the 
dose will escalate from the starting dose of 5 mg/kg to 10 mg/kg and then 20 mg/kg. Each dose escalation will be determined 
based upon evaluation of safety data from the prior dose cohorts.
 

 

 

 

 

 
 

 



Exhibit 99.1
About PepGen

PepGen Inc. is a clinical-stage biotechnology company advancing the next-generation of oligonucleotide therapies with the goal 
of transforming the treatment of severe neuromuscular and neurological diseases. PepGen’s Enhanced Delivery Oligonucleotide, 
or EDO, platform is founded on over a decade of research and development and leverages cell-penetrating peptides to improve 
the uptake and activity of conjugated oligonucleotide therapeutics. Using these EDO peptides, we are generating a pipeline of 
oligonucleotide therapeutic candidates that are designed to target the root cause of serious diseases. 

About PGN-EDODM1

PGN-EDODM1 is an investigational candidate designed to deliver a peptide-conjugated antisense oligonucleotide (ASO) to 
restore cellular function. DM1 is caused by an expansion of CUG repeats that form hairpin loops in the DMPK RNA, resulting in 
sequestration of the MBNL1 protein, a key RNA processing factor. The sequestration of MBNL1 results in downstream mis-
splicing events and aberrant expression of many proteins that play a critical role in muscle and other systemic functions (e.g. 
endocrine, gastrointestinal, central nervous system). By specifically blocking the toxic CUG repeats, the goal of PGN-EDODM1 
is to liberate MBNL1 protein and to restore functional downstream splicing and muscle and other systemic functions.

About Myotonic Dystrophy Type 1 (DM1)

Myotonic dystrophy type 1, or DM1 (also known as Steinert’s disease), is a progressively disabling, life-shortening genetic 
disorder. DM1 is the most prevalent form of the disease and generally the most severe. DM1 is estimated to affect 40,000 people 
in the U.S., and overe 74,000 people in Europe. The average life expectancy for people living with DM1 is 45-60 years old. 
People living with DM1 typically present with myotonia (stiff or contracted muscles), muscle weakness, and cardiac and 
respiratory abnormalities. Many people living with DM1 also experience excessive daytime sleepiness, fatigue, and issues with 
gastrointestinal or cognitive dysfunction that significantly affect their quality of life.

Forward-Looking Statements

This press release contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 
1995, as amended. These statements may be identified by words such as “aims,” “anticipates,” “believes,” “could,” “estimates,” 
“expects,” “forecasts,” “goal,” “intends,” “may,” “plans,” “possible,” “potential,” “seeks,” “will,” and variations of these words 
or similar expressions that are intended to identify forward-looking statements. Any such statements in this press release that are 
not statements of historical fact may be deemed to be forward-looking statements. These forward-looking statements include, 
without limitation, statements regarding the therapeutic potential and safety profile of our product candidates including PGN-
EDODM1, our technology, including our EDO platform, the design, initiation and conduct of clinical trials, including expected 
timelines, dose levels, regulatory interactions, 
 
 

 



Exhibit 99.1
including development pathway for our product candidates, and our financial resources and cash runway.

Any forward-looking statements in this press release are based on current expectations, estimates and projections only as of the 
date of this release 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, but are 
not limited to risks related to: delays or failure to successfully initiate or complete our ongoing and planned development 
activities for our product candidates, including PGN-EDODM1; our ability to enroll patients in our clinical trials; our 
interpretation of clinical and preclinical study results may be incorrect, or that we may not observe the levels of therapeutic 
activity in clinical testing that we anticipate based on prior clinical or preclinical results; our product candidates may not be safe 
and effective or otherwise demonstrate safety and efficacy in our clinical trials; adverse outcomes from our regulatory 
interactions, including delays in regulatory review, clearance to proceed or approval by regulatory authorities with respect to our 
programs, including clearance to commence planned clinical studies of our product candidates, including PGN-EDODM1, or 
other regulatory feedback requiring modifications to our development programs; changes in regulatory framework that are out of 
our control; unexpected increases in the expenses associated with our development activities or other events that adversely 
impact our financial resources and cash runway; and our dependence on third parties for some or all aspects of our product 
manufacturing, research and preclinical and clinical testing. Additional risks concerning PepGen’s programs and operations are 
described in our most recent annual report on Form 10-K and quarterly report on Form 10-Q that are filed with the SEC. PepGen 
explicitly disclaims any obligation to update any forward-looking statements except to the extent required by law.
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