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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
	Name of each exchange
	

	
	Symbol(s)
	on which registered
	

	Class A common stock, par value $0.0001 per share
	
	RANI
	
	The Nasdaq Stock Market LLC
	



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.  ☐
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Item 1.01[image: ]	Entry into a Material Definitive Agreement.

Collaboration Agreement

On June 17, 2024, Rani Therapeutics, LLC, an operating subsidiary of Rani Therapeutics Holdings, Inc. (“Rani”), and ProGen Co., Ltd. (“ProGen”) entered into a Collaboration Agreement (the “Collaboration Agreement”). Under the Collaboration Agreement, Rani and ProGen will collaborate to manufacture, develop, seek regulatory approvals for and, if approved, commercialize a product (the “Product”) combining ProGen’s GLP-1/GLP-2 dual agonist compound, PG-102, and the RaniPill HC oral delivery device (the “Device”) in the field of weight management (including without limitation obesity, weight reduction and weight maintenance) in humans (the “Collaboration”).

In accordance with a development plan approved by both Rani and ProGen, the parties will share responsibility for the development of the Product for weight management worldwide, with Rani leading such development for preclinical activities through Phase 1 clinical trials. After initiation of the first Phase 2 clinical trial of the Product, Rani will lead development of the Product in the United States, Canada, Europe (including the United Kingdom) and Australia and ProGen will lead development in all other countries. Rani and ProGen will prioritize seeking regulatory approvals for and, if approved, commercializing the Product in the United States, the European Union, the United Kingdom, Canada, Australia, Japan and South Korea. Rani and ProGen each hold the exclusive right to commercialize and sublicense the Product in their assigned territories.

Unless otherwise determined by the Collaboration Agreement, ProGen will be solely responsible for manufacturing and supplying PG-102 for all development and commercialization of the Product worldwide, and Rani shall be solely responsible for manufacturing and supplying the Product (the Device, and incorporating PG-102 into the Device) for all development and commercialization of the Product worldwide. Development costs, as well as operating profits and losses from the commercialization of the Product, will be equally shared by Rani and ProGen.

Under the Collaboration Agreement, Rani and ProGen each granted to the other party an exclusive right and license (except with respect to the other party’s affiliates and sublicensees) to certain intellectual property to develop the Product for weight management and an exclusive right and license to seek regulatory approval for, and to use, sell, offer to sell, import and commercialize the Product in their assigned territories.

Each party has the right to opt-out of the Collaboration (“Opt-Out”) at any time upon prior written notice to the other party. Following an Opt-Out, the continuing party shall have sole right to develop, conduct regulatory activities for and commercialize the Product on a worldwide basis. The Opt-Out party shall share all development costs and operating profit (or loss) through the effective date of the Opt-Out, and all costs to complete the conduct of any clinical trials of Product that have been initiated prior to delivery of the Opt-Out notice, even if the costs are incurred or the trials are completed after the effective date of the Opt-Out. The continuing party shall pay to the Opt-Out party low single to mid-single digit royalties on net sales of the Product made after the Opt-Out date depending on when the Opt-Out occurs.

The Collaboration Agreement contains customary representations, warranties and covenants, and mutual indemnification provisions. Under the Collaboration Agreement, the parties have certain rights to terminate for material breach, insolvency or safety concerns regarding the Product.

The description of the Collaboration Agreement contained herein does not purport to be complete and is qualified in its entirety by reference to the complete text of the Collaboration Agreement, a copy of which will be filed as an exhibit to the Company’s Quarterly Report on Form 10-Q for the quarter ended June 30, 2024.

Item 8.01	Other Events.

The Company is making available a copy of a presentation (the “Presentation”) that the Company intends to use during a conference call and webcast scheduled to be held at 5 am Pacific Time on June 24, 2024 related to the Collaboration Agreement. A copy of the Presentation is attached as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated by reference herein.

	Item 9.01
	Financial Statements and Exhibits.

	(d) Exhibits
	
	
	

	Exhibit
	
	
	

	Number
	
	Exhibit Description
	

	99.1
	
	Presentation dated June 2024

	
	
	
	

	104
	
	Cover Page Interactive Data File (embedded within the Inline XBRL document)
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SIGNATURES[image: ]

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.

Date: June 24, 2024	Rani Therapeutics Holdings, Inc.

By:	/s/ Svai Sanford
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Svai Sanford

Chief Financial Officer
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ProGen Disclaimer

“This presentation and the accompanying oral statements contain forward-looking statements that are based on the current expectations and belifs of ProGen Co, Ltd. (“ProGen”). This presentation and the accompanying.
oral statements regarding matters that are not historical facts, including, but not limited to, statements relating to the potentia for liical fficacy, potency, and tolerability of ProGen's produts; the potential for
conducting and successfully completing clinical tial, translation of preclinical and non-human data to the clinical and human contexts, obtaining favorable tral results, conducting later-phase trals, obtaining regulatory.
approva of product candidates for sale, successfully commercialzing product candidates, and improving the treatment for more patients; the types of diseases that might be treated by ProGen products; the successful
prediction of patient responses and efficacious doses; and the preferabiliy of ProGen products to others available are forward-looking statements. These forward-looking statements are based on management’s
expectations and assumptions as of the date of such statements and are subject to numerous risks and uncertainties, which could cause actual resuts to differ materialy from those expressed or implied by such statements.
‘These risks and uncertainties Include, without limitation, the uncertainty of success in research and development activities;risks related to clinical trials, including potential delays, safety isues, or negative results;
competition from alternative therapies; the risk that ProGen may not be able to maintain and enforce itsintellectual property; the sk that product candidates may not be successfully commercialized or adopted; the
availabilty of financing; and risks related to the recruitment and retention of key employees, fluctuating markets and economic conditions, heaith care reform, pices, and reimbursement rates. The forward-looking.
statements in this presentation and the accompanying oral statements speak only as of the date of such statements, and ProGen undertakes no obligation to update or revise any of the statements. ProGen cautions
investors not to place considerable reliance on the forward-looking statements contained in this presentation and the accompanying oral statements.
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Our mission at Rani is to end painful injections for the
millions of patients suffering from chronic diseases
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Rani’s Strategic Vision in the 50 / 50 Partnership with ProGen
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Rani / ProGen Deal Structure

Rani and ProGen have entered into a collaboration agreement for the development and commercialization of a RaniPill capsule

containing PG-102 (GLP-1 / GLP-2 dual agonist) for weight management (including obesity).
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Development initially focused on
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s
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Obesity is a Fast-Growing Market; Potential for Oral Options to Play an
Important Role
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RaniPill Delivery Technology May Solve for the Shortcomings of
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Clear Opportunity in Obesity Landscape for RT-114/RPG-102 ["]
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Overview of Rani’s
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RaniPill Development Progress and Safety
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Demonstrated Equivalent PD to SC through Rani Route of Administration
— At Same Dose
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Rani Has Demonstrated Bioavailability Comparable to
Subcutaneous Injection in Preclinical and Clinical Studies
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Rani’s Approach

« Designed to deliver any biologic
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« Highly efficient route of delivery
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Overview of PG-102
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OProGen

Our Mission at Progen is to Improve Patients’ Quality of Life
with Longer-acting Protein Therapeutics

Progen Clinical-stage Biotech Company Developing Next Generation Long-acting,
KONEX: 296160 Multi-specific Fusion Protein Therapeutics

NTIGS A
(Neo Tridmmunosiobuiing  ° LOng-acting injectables

TECHNOLOGY: 6 + Multi-specific Fc fusion protein

PIPELINE: + PG-102 for Obesity & T2D (Phase 1)
« Bispecific ADCs for Autoimmune diseases & cancer

OProGen

20





image34.png
PG-102: Long Acting, Bispecific GLP-1/GLP-2 Dual Agonist for the
Treatment of Obesity

e ‘ . Bispecific GLP-1/GLP-2, with optimized ratio
GLp-2 L g ?~ biased toward GLP-1
L \‘;“! Y V.

. Heterodimeric Fc Fusion Protein
NTIG® —

. Prolonged Half-Life

OProGen





image35.png
PG-102: An Experimentally-optimized, Biased Agonist
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Phase 1a SAD Results Show Good Tolerability
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RT-114 / RPG-102 (Obesity)

Differentiation, Dosing and Development
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PG-102 Reduces Body Weight & Improves Body Composition (o mice)
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PG-102 Demonstrated Greater Glycemic Control vs Semaglutide,
Tirzepatide and Retatrutide (dbdb mice)
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PG-102: Pharmacokinetic Profile
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RT-114/RPG-102 Target Dosing
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Clear Opportunity in Obesity Landscape for RT-114/RPG-102 ["]
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Expected Clinical Development Timeline for RT-114/RPG-102
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Potential Differentiation of RT-114/RPG-102
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