
  
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): January 14, 2025
 

 

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

 
 

 
Delaware   001-37553   47-1851754

(State or Other Jurisdiction

of Incorporation)  

(Commission
File Number)  

(IRS Employer

Identification No.)

 
9804 Medical Center Drive    

Rockville, Maryland     20850
(Address of Principal Executive Offices)     (Zip Code)

Registrant’s Telephone Number, Including Area Code: (240) 552-8181

N/A
(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   RGNX   The 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 1.01. Entry into a Material Definitive Agreement.

On January 14, 2025, REGENXBIO Inc. (the “Company”) and Nippon Shinyaku Co., Ltd. (“Nippon Shinyaku“) entered into a Collaboration and
License Agreement (the “Agreement”) for the development and commercialization of RGX-121 for the treatment of Mucopolysaccharidosis II (“MPS
II”), also known as Hunter syndrome, and RGX-111 for Mucopolysaccharidosis I (“MPS I”), also known as Hurler syndrome (each, a “Licensed
Product”). The Agreement will become effective upon the satisfaction of customary closing conditions, including the expiration or termination of the
applicable waiting or suspension period under the Hart-Scott Rodino Antitrust Improvements Act of 1976, as amended, and any other applicable
competition laws.

Under the terms of the Agreement, the Company will receive $110 million at closing and up to an additional $700 million if certain milestones are
achieved, consisting of $40 million in potential development and regulatory milestones and $660 million in potential sales milestones. The Company
will also receive meaningful double-digit royalties on net sales in the U.S. and certain countries in Asia (collectively, the “Licensed Territory”)
commencing on the date of the first commercial sale in a country of each Licensed Product and ending on the latest to occur of (a) the expiration of all
valid claims of specified licensed patents in such country, (b) the expiration of regulatory exclusivity in such country for such Licensed Product, and
(c) the twelfth (12th) anniversary of the first commercial sale of such Licensed Product in such country (“Royalty Term”).

Under the Agreement, Nippon Shinyaku will commercialize both Licensed Products in the Licensed Territory and future clinical development of
both Licensed Products will be led by the Company in the U.S. and by Nippon Shinyaku in the rest of the Licensed Territory. The Company retains all
rights to, and 100 percent of any proceeds related to the sale of, the Priority Review Voucher for RGX-121 received upon potential approval.

The Company will lead the manufacturing of both Licensed Products for clinical and commercial supply in the Licensed Territory and reserves the
right to develop and commercialize in countries outside of the Licensed Territory. Manufacturing expenses will be allocated between the parties in
accordance with the terms of the Agreement and mutually agreed supply agreements.

The Agreement will remain in effect, unless earlier terminated, until the later of (a) the date in which no Licensed Product is being developed,
manufactured or commercialized in the Licensed Territory under the Agreement, and (b) the date of expiration of the last Royalty Term for the last
Licensed Product in the Licensed Territory.

The Agreement contains provisions for termination by (a) either party for an uncured material breach of the Agreement, (b) the Company upon a
challenge of certain licensed patents specified in the Agreement by Nippon Shinyaku, (c) Nippon Shinyaku for convenience on a country-by-country
and Licensed Product-by-Licensed Product basis, (d) Nippon Shinyaku in the event the Company undergoes a change of control as described in the
Agreement, (e) either party for violations of applicable anti-corruption law or regulation, and (f) either party upon the insolvency of the other party.
Additionally, the Agreement contains, among other provisions, customary representation and warranties, indemnification obligations and confidentiality
and intellectual property provisions.

The foregoing description of the terms of the Agreement does not purport to be complete and is qualified in its entirety by the full text of the
Agreement. The Company intends to file a copy of the Agreement with its Quarterly Report on Form 10-Q for the quarter ending March 31, 2025.

 
Item 7.01 Regulation FD Disclosure.

The Company issued a press release on January 14, 2025, announcing entry into the Collaboration and License Agreement, a copy of which is
attached hereto as Exhibit 99.1 and incorporated herein by reference.



Item 9.01. Financial Statements and Exhibits.
 

(d) Exhibits
 
Exhibit
  No.     Description

99.1    Press release dated January 14, 2025.

104    Cover Page Interactive Data File (embedded within the Inline XBRL document).



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 hereunto duly authorized.
 

      REGENXBIO INC.

Date: January 14, 2025     By:   /s/ Patrick J. Christmas II
      Patrick J. Christmas II
      Executive Vice President, Chief Legal Officer



Exhibit 99.1
 

REGENXBIO and Nippon Shinyaku Announce Exclusive Partnership to Develop and Commercialize RGX-121 and RGX-111 for MPS
Diseases

 
  •   REGENXBIO to receive $110 million upfront, potential milestone payments of up to
$700 million and meaningful double-digit royalties on

net sales, and lead manufacturing
 

  •   Nippon Shinyaku to lead commercialization of first potential gene therapies for
Mucopolysaccharidosis II (MPS II) and
Mucopolysaccharidosis I (MPS I) in U.S. and Asia

 

  •   REGENXBIO retains rights to RGX-121 Priority Review Voucher (PRV) with
potential accelerated approval expected in 2025; rolling BLA
submission underway

ROCKVILLE, Md., January 14, 2025
— REGENXBIO Inc. (Nasdaq: RGNX) and Nippon Shinyaku Co., Ltd. (Nippon Shinyaku) today announced a
strategic partnership for the development and commercialization of RGX-121 for the treatment of
Mucopolysaccharidosis II (MPS II), also known as
Hunter syndrome, and RGX-111 for Mucopolysaccharidosis I (MPS I), also known as Hurler syndrome.

Under the terms of the agreement, REGENXBIO will receive $110 million at closing and up to an additional $700 million if certain milestones are
achieved, consisting of $40 million in potential development and regulatory milestones and $660 million in potential sales milestones. REGENXBIO
will also receive meaningful double-digit royalties on net sales in the U.S. and Asia
(collectively, the “Licensed Territory”).

“This partnership with Nippon Shinyaku is exciting in that it maximizes our collective strengths
and enables access of two potentially transformational
medicines to key markets,” said Curran M. Simpson, President and Chief Executive Officer, REGENXBIO. “The structure of the agreement allows us to
leverage our expertise in gene therapy
manufacturing while also capturing milestones and a meaningful share of future product revenues. RGX-121 is
poised to be the first gene therapy for MPS II with potential FDA approval as early as late 2025, and
RGX-111 has demonstrated very promising results
in Phase 1/2 study. With Nippon Shinyaku’s expertise in rare disease and strong commercial capabilities, we look forward to working together to get
both of
these promising candidates across the finish line for patients.”

“RGX-121 and RGX-111 represent one-time gene therapies that can potentially change the course of MPS disease, and we are very pleased to be
partnering with REGENXBIO, experts in gene
therapy development and manufacturing,” said Toru Nakai, President and Representative Director of
Nippon Shinyaku. “We are confident these therapies can bring tremendous value to those living with MPS II and I.”

Per the agreement, Nippon Shinyaku will commercialize both products in the Licensed Territory and future clinical development of RGX-121 and
RGX-111 will be led by REGENXBIO. REGENXBIO retains all rights to, and 100 percent of any proceeds related to the sale of, the Priority Review
Voucher (PRV)
for RGX-121 received upon potential approval.

REGENXBIO will lead the manufacturing of both products for clinical
and commercial supply in the Licensed Territory. REGENXBIO reserves the
right to develop and commercialize these products in countries outside of the Licensed Territory.

The transaction is expected to close by the end of the first quarter of 2025, subject to the customary conditions, including applicable regulatory
approvals.



About RGX-121

RGX-121 is a potential one-time AAV therapeutic for the treatment of boys
with MPS II. RGX-121 expressed protein is structurally identical to normal
I2S. Delivery of the IDS gene within cells in the CNS could provide a permanent source of secreted I2S beyond the blood-brain barrier,
allowing for
long-term cross correction of cells throughout the CNS.

RGX-121 has received Orphan Drug Product,
Rare Pediatric Disease, Fast Track and Regenerative Medicine Advanced Therapy designations from
the U.S. Food and Drug Administration and advanced therapy medicinal products (ATMP) classification from the European Medicines Agency.

About RGX-111

RGX-111 is designed to use the AAV9 vector to deliver the α-l-iduronidase
(IDUA) gene to the central nervous system (CNS). By providing rapid
IDUA delivery to the brain, RGX-111 could potentially help prevent the progression of cognitive deficits that otherwise occurs in MPS I
patients.
Positive interim data from a Phase I/II trial of RGX-111 were reported in February 2023. RGX-111 has received orphan drug product, rare pediatric
disease and
Fast Track designations from the U.S. Food and Drug Administration (FDA).

ABOUT REGENXBIO Inc.

REGENXBIO is a leading clinical-stage biotechnology company seeking to improve lives through the curative potential of gene therapy. Since its
founding in
2009, REGENXBIO has pioneered the development of AAV Therapeutics, an innovative class of gene therapy medicines. REGENXBIO is
advancing a pipeline of AAV Therapeutics for retinal and rare diseases, including ABBV-RGX-314 for the treatment of wet AMD and diabetic
retinopathy, being developed in collaboration with AbbVie, RGX-202 for the treatment of Duchenne and RGX-121 for the treatment of MPS II.
Thousands of patients have been treated with REGENXBIO’s AAV Therapeutic platform, including Novartis’ ZOLGENSMA for children with spinal
muscular atrophy. Designed to
be one-time treatments, AAV Therapeutics have the potential to change the way healthcare is delivered for millions of
people. For more information, please visit www.regenxbio.com.

ABOUT NIPPON SHINYAKU

Based on Nippon Shinyaku’s
business philosophy, “Helping people lead healthier, happier lives,” we aim to be an organization trusted by the
community through creating unique medicines that will bring hope to patients and families suffering from illness. Please visit
our website (www.nippon-
shinyaku.co.jp/english/) for products or detailed information.

FORWARD-LOOKING STATEMENTS

This press release includes “forward-looking statements,” within the meaning of Section 27A of the Securities Act of 1933, as amended, and
Section 21E of the Securities Exchange Act of 1934, as amended. These statements express a belief, expectation or intention and are generally
accompanied by words that convey projected future events or outcomes such as “believe,”
“may,” “will,” “estimate,” “continue,” “anticipate,”
“assume,” “design,” “intend,” “expect,” “could,” “plan,” “potential,”
“predict,” “seek,” “should,” “would” or by variations of such words or by similar
expressions. The forward-looking statements include statements relating to, among other things, REGENXBIO’s future
operations, clinical trials, and
regulatory plans.



REGENXBIO has based these forward-looking statements on its current expectations and assumptions and analyses made by REGENXBIO in light of
its experience and its perception of historical trends,
current conditions and expected future developments, as well as other factors REGENXBIO
believes are appropriate under the circumstances. However, whether actual results and developments will conform with REGENXBIO’s expectations
and
predictions is subject to a number of risks and uncertainties, including the anticipated completion of REGENXBIO’s proposed transaction with
Nippon Shinyaku, the outcome of REGENXBIO’s proposed collaboration with Nippon Shinyaku, whether
the milestones contemplated by the proposed
transaction will be achieved, the timing of enrollment, commencement and completion and the success of clinical trials conducted by REGENXBIO, its
licensees and its partners, the timing of commencement and
completion and the success of preclinical studies conducted by REGENXBIO and its
development partners, the timely development and launch of new products, the ability to obtain and maintain regulatory approval of product candidates,
the ability to
obtain and maintain intellectual property protection for product candidates and technology, trends and challenges in the business and
markets in which REGENXBIO operates, the size and growth of potential markets for product candidates and the
ability to serve those markets, the rate
and degree of acceptance of product candidates, and other factors, many of which are beyond the control of REGENXBIO. Refer to the “Risk Factors”
and “Management’s Discussion and Analysis
of Financial Condition and Results of Operations” sections of REGENXBIO’s Annual Report on Form
10-K for the year ended December 31, 2023, and comparable “risk factors” sections of
REGENXBIO’s Quarterly Reports on Form 10-Q and other
filings, which have been filed with the U.S. Securities and Exchange Commission (SEC) and are available on the SEC’s website at
www.sec.gov. All of
the forward-looking statements made in this press release are expressly qualified by the cautionary statements contained or referred to herein. The actual
results or developments anticipated may not be realized or,
even if substantially realized, they may not have the expected consequences to or effects on
REGENXBIO or its businesses or operations. Such statements are not guarantees of future performance and actual results or developments may differ
materially
from those projected in the forward-looking statements. Readers are cautioned not to rely too heavily on the forward-looking statements
contained in this press release. These forward-looking statements speak only as of the date of this press
release. Except as required by law,
REGENXBIO does not undertake any obligation, and specifically declines any obligation, to update or revise any forward-looking statements, whether
as a result of new information, future events or otherwise.

Contacts:

Dana Cormack
Corporate Communications
dcormack@regenxbio.com

Investors:

George E. MacDougall
Investor Relations
IR@regenxbio.com


