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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:

	
	
	Trading
	
	

	Title of each class
	
	Symbol(s)
	
	Name of each exchange 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. ☐
[image: ][image: ][image: ]

Item 8.01 Other Events.

On September 7, 2023, Rani Therapeutics Holdings, Inc. (the “Company” or “Rani”) issued a press release to announce drug delivery results from three preclinical studies of its high-capacity device for the oral delivery of biologics and drugs. A copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference. The Company is also making available a copy of a presentation (the “Presentation”) that the Company intends to use, in whole or in part, during discussions with external parties. A copy of the Presentation is attached as Exhibit 99.2 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
	
	
	Press Release dated September 7, 2023

	99.2
	
	
	Presentation dated September 2023
	

	
	
	
	
	

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

Rani Therapeutics Holdings, Inc.

Date:	September 7, 2023	By:	/s/ Svai Sanford
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Svai Sanford

Chief Financial Officer
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Rani Therapeutics Announces Successful Drug Delivery of High-Capacity Pill in Preclinical Studies

- Two preclinical studies of RaniPill® HC achieved 18/20 successful drug delivery of orally administered teriparatide resulting in a cumulative 90% success rate

· Rani will continue preclinical testing to confirm preliminary reliability rate and optimize device performance

· Increased payload of up to 20mg enables potential delivery of 90+ additional drug candidates -

SAN JOSE, Calif., September 7, 2023 -- Rani Therapeutics Holdings, Inc. (“Rani Therapeutics” or “Rani”) (Nasdaq: RANI), a clinical-stage biotherapeutics company focused on the oral delivery of biologics and drugs, today announced three new positive preclinical studies which support the development of a high-capacity oral biologics device known as the RaniPill® HC, a version of the RaniPill® capsule that is capable of delivering up to a 500%-plus higher drug payload than Rani’s existing oral biologics capsule.

“We are delighted to share that the orally administered RaniPill® HC was able to demonstrate successful drug delivery and high reliability across multiple preclinical studies, further supporting our development of the RaniPill® HC,” said Talat Imran, Chief Executive Officer of Rani. “The RaniPill® HC is designed to enable the potential delivery of 90+ additional drug candidates, opening up a significant market opportunity for Rani Therapeutics. We are excited about the difference the RaniPill® HC could make to alleviate the burden of painful injections for patients and provide a new solution for providers, and look forward to bringing the technology into the clinic through the initiation of a Phase 1 study of adalimumab RT-105.”

Preliminary Data Highlights:

Teriparatide Canine Studies

Rani conducted two preclinical studies of the RaniPill® HC containing 40ug of teriparatide. In the first study, two RaniPill® HC capsules were orally administered to 5 awake canine subjects sequentially, with a second RaniPill® HC capsule administered after the deployment of the previous device was confirmed. In the second study, a single RaniPill® HC capsule was administered to 10 awake canines.

· RaniPill® HC achieved 18/20 successful drug delivery of teriparatide in the two studies, resulting in a cumulative 90% success rate.

· Successful drug delivery was confirmed by positive drug signal for teriparatide in serum.

· Devices used in these studies were separate iterations, and may not comprise all the same components expected in a final version.

· Preliminary preclinical testing supports the potential for RaniPill® HC to have high reliability.

Fe57 Canine Study

Rani also conducted an additional preclinical study of RaniPill® HC containing Fe57 (iron) in 2 canine subjects.

· The RaniPill® HC containing Fe57 showed a positive drug signal comparable to subcutaneous injection.

· Initial analysis of drug delivery via the RaniPill® HC shows a potential for mimicking parenteral (subcutaneous) administration.
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Anticipated Next Steps & Milestones:

· Continue preclinical testing of the RaniPill® HC to confirm the preliminary reliability rate and optimize device performance.

· Introduce RaniPill® HC into the clinic with the initiation of a Phase 1 trial of RT-105 containing adalimumab.

About Rani Therapeutics

Rani Therapeutics is a clinical-stage biotherapeutics company focused on advancing technologies to enable the development of orally administered biologics and drugs. Rani has developed the RaniPill® capsule, which is a novel, proprietary and patented platform technology, intended to replace subcutaneous injection or intravenous infusion of biologics and drugs with oral dosing. Rani is progressing two RaniPill® capsules, the RaniPill® GO and the RaniPill® HC. Rani has successfully conducted several preclinical and clinical studies to evaluate safety, tolerability and bioavailability using RaniPill® capsule technology. For more information, visit ranitherapeutics.com.
Forward-Looking Statements

Statements contained in this press release regarding matters that are not historical facts are “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995. Such forward-looking statements include statements regarding, among other things, the potential initiation of a Phase 1 trial of RT-105, Rani’s development and advancement of its RaniPill® HC and RaniPill® GO capsule technology, the ability to confirm reliability and optimize performance of the RaniPill® HC, the market opportunity for Rani utilizing the RaniPill® HC including the potential to enable Rani to address 90+ additional product candidates, customer acceptance of the RaniPill® capsule technology, the potential benefits of the RaniPill® capsule technology, and Rani’s growth as a company. Because such statements are subject to risks and uncertainties, actual results may differ materially from those expressed or implied by such forward-looking statements. Words such as “could,” “look forward,” “potential,” “enables,” “designed to,” “continue,” “anticipated,” “expected” and similar expressions are intended to identify forward-looking statements. These forward-looking statements are based upon Rani’s current expectations and involve assumptions that may never materialize or may prove to be incorrect. Actual results could differ materially from those anticipated in such forward-looking statements as a result of various risks and uncertainties, which include, without limitation, risks and uncertainties associated with Rani’s business in general and the other risks described in Rani’s filings with the Securities and Exchange Commission, including Rani’s annual report on Form 10-K for the year ended December 31, 2022 and subsequent filings and reports by Rani. All forward-looking statements contained in this press release speak only as of the date on which they were made and are based on management’s assumptions and estimates as of such date. Rani undertakes no obligation to update such statements to reflect events that occur or circumstances that exist after the date on which they were made, except as required by law.

Investor Contact:

investors@ranitherapeutics.com

Media Contact:

media@ranitherapeutics.com
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Our mission at Rani is to end
painful injections for the

millions of patients suffering
from chronic diseases.

Rani Therapeutics
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September 2023
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Forward-Looking Statements

This presentation and the accompanying oral statements contain forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995 as contained in Section 27A of
the Securities Act of 1933 and Section 21E of the Securities Exchange Act. Forward-looking statements are based on information available at the time those statements are made or on management's
good faith beliefs and assumptions as of that time with respect to future events, and are subject to risks and uncertainties that could cause actual performance or results to differ materially from those
expressed in, or suggested by, the forward-looking statements. In light of these risks and uncertainties, the forward-looking events and circumstances discussed in this presentation may not occur and
actual results could differ materially from those anticipated or implied in the forward-looking statements. These risks and uncertainties include Rani Therapeutics Holdings, Inc.’s (“Rani,” “we,” “us,” or
“our”) future financial performance, including our expectations regarding our revenues, cost of revenues, operating expenses, and our ability to achieve and maintain future profitability, those risks
inherent in the preclinical and clinical development process and the regulatory approval process, timing of clinical trial initiation for our pipeline programs, achievement of milestones with respect to
our pipeline programs, the risks and uncertainties in commercialization and gaining market acceptance, the commercial potential of oral biologics and in particular our core pipeline, our ability to
expand use of RaniPill devices to new therapeutic areas or molecules, our ability to complete development of the RaniPill HC or any redesign and conduct additional preclinical and clinical studies of the
RaniPill HC or any future design of the RaniPill to accommodate higher target payloads, the risks associated with protecting and defending our patents or other proprietary rights, the risk that our
proprietary rights may be insufficient to protect our product candidates, the risk that we will be unable to obtain necessary capital when needed on acceptable terms or at all, our ability to enter into
strategic partnerships and to achieve the potential benefits of such partnerships, competition from other products or procedures, our reliance on third-parties to conduct our clinical and non-clinical
trials, our reliance on single-source third-party suppliers to manufacture clinical, non-clinical and any future commercial supplies of our product candidates, our ability to continue to scale and optimize
our manufacturing processes by expanding our use of automation, our expectations regarding the period during which we qualify as an emerging growth company under the JOBS Act, the extent and
duration of potential business disruptions such as the COVID-19 pandemic and the conflict between Ukraine and Russia, our expectations regarding customer demand for our product candidates,
increased regulatory requirements and other factors that are set forth in our filings with the Securities and Exchange Commission (“SEC”), including under the caption “Risk Factors” in our Annual
Report on Form 10-K for the year ended December 31, 2022, which was filed with the SEC on March 22, 2023, and our other public filings made with the SEC and available at www.sec.gov.

‘Trade names, trademarks and service marks of other companies appearing in this presentation are the property of their respective owners. Solely for convenience, the trademarks and trade names
referred to in this presentation appear without the ® and ™ symbols, but those references are not intended to indicate, in any way, that we will not assert, to the fullest extent under applicable law, our
rights, or the right of the applicable licensor to these trademarks and tradenames.

Forward-looking statements are inherently subject to risks and uncertainties, some of which cannot be predicted or quantified. In some cases, you can identify forward-looking statements by
terminology such as “anticipate,” “believe,” “contemplate,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “plan,” “potential,” “predict,” “project,” “should,” “target,” “look forward,”
“will” or “would,” or the negative of these terms or other comparable terminology. Investors are cautioned that such statements, including, without limitation, those regarding: the progress and focus
of our current and future clinical trials, potential of our platform technology, expected pipeline development milestones, and potential addressable markets for our technology and other statements
that are not historical facts, constitute forward-looking statements. You should not put undue reliance on any forward-looking statements. Forward-looking statements should not be read as a
guarantee of future performance or results, and will not necessarily be accurate indications of the times at, or by, which such performance or results will be achieved, if at all. Except as required by law,
Rani does not undertake any obligation to publicly update or revise any forward-looking statement, whether as a result of new information, future developments or otherwise.

This presentation contain statistical data, estimates and forecasts that are based on independent industry publications or other publicly available information, as well as other information based on our
internal sources. This information involves many assumptions and limitations, and you are cautioned not to give undue weight to such information. We have not independently verified the accuracy or
completeness of the information contained in the industry publications and other publicly available information. Accordingly, we make no representations as to the accuracy or completeness of that
information nor do we undertake to update such information after the date of this presentation. Footnotes are consolidated on a slide at the end of the presentation.

Rani .

THERAPEUTICS
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Productive Pipeline Across a Variety of Therapeutic Areas
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Rani’s Approach
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RaniPill Has Demonstrated High Reliability in Clinical Studies
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RT-102 Phase 2 Trial Expected to Initiate in2023
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RT-105: Oral Adalimumab Development
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RT-110: Oral Long-Acting PTH for Hypoparathyroidism
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RaniPill HC (High Capacity) Expands the RaniPill Platform
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Recent Preclinical Studies* of RaniPill HC Achieved 18/20 Successful
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RaniPill HC Development On Track with Positive Preclinical Results
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GLP-1 agonist exenatide

« Large and growing patient population seeking treatment

o options for obesity
5 X A Byetis® SC (N=5) « Approved therapies for obesity are non-ideal
g 200 @ Byetta® via Endoscopy (N=5) — Majority of obesity treatments are monthly or weekly
< T injectables
2 150 Bioavailsbility — Low bioavailability leading some to explore
§ 10 N extremely high dosing (up to145x SC dose )
a — Small molecules unlikely for multi-agonist approach
£ 50
@ .
z Rani Strategy:

0602060 20T 0060 « Target 25% reduction in weight with multi-agonist

Time (min)
> Presented as a late-breaking abstract at the + Dosing flexibility .
American Diabetes Association Conference 2023 + Convenience of QW dosing

» Fractionated QD dosing with potentially
Ra n‘i’ improved tolerability
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Oligonucleotides: Preliminary Research with ASO

» ASO administered via endoscopic
injection that mimics RaniPill route of
administration

» PK profiles for Rani route of
administration and SC administration
were comparable

uuuuuuuuuuuu

Key Drivers:

Emerging area of drug development that offers a
promising alternative to therapies targeting
downstream processes

Chemistry attempts at oral delivery have had mixed
results in terms of bioavailability

Rani Strategy:

Provide a safe and efficacious way to deliver ASOs
orally

Some prior oral administration attempts have shown
five-fold increase in liver concentration.® Rani could
potentially couple this with serum bioavailability

equivalent to SC injection .
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Fertility: FSH Preclinical Study

ESH delivered via the RaniPill Yielded
Bioavailability Comparable to SC Injection

80
70 ) --RT-112 Oral, 18 1U/kg (N=7)

60
s ~~FSH SC, 20 1U/kg (N=3)

40
30

FSH Canine Serum Activity
(mIU/mL)

-12 0 12 24 36 48 60 72 84 96 108 120 132
Time (hours)

Key Drivers:

* Market Poised for significant growth:

— IVF services estimated at $3B market and
projected to grow at a 10% rate through 2024 1

— Between 2009 and 2016, number of women in
the US who froze their eggs rose by more than
1,000% 111

« Cash pay for high-cost treatment
* 7-14-day treatment
« Burdensome and difficult to administer injections

Rani Strategy:

» Provide oral option to expand market opportunity
even further with minimal manufacturing burden
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Anticipated Upcoming Milestones & Progress

r !
+ Initiate a Phase 2 clinical trial with RT-102 in 2023 ; : ¥
| — ™
 Initiate a Phase 1 clinical trial with RT-111 in 2023

* Progress development of RaniPill HC towards clinic

« Evaluate platform further in strategic areas of focus
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The RaniPill is Reinventing the Oral Delivery of Biologics

Clinically Demonstrated Bioavailability
Comparable To or Better Than Approved
Injectable Biologics

Xl

Platform Technology

- Peptides * Hormones

« Monoclonal Antibodies ~ * Large Proteins Robust Database

K

Differentiated Product

Xl

Best Therapeutic + Best Delivery

Potential for Wide Range of Biologic
Therapies to be Put into a RaniPill

Patients Prefer Orals

&

Rani w
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Significant opportunity for an oral parathyroid hormone
option for patients with osteoporosis

RT_1 02 Market » Current anabolic (bone forming) therapies require
Oppor'tunity daily or monthly injections

Oral PTH (1-34) for Treatment of

Ciboporees 1.5 million fractures in the US related to osteoporosis yet

fewer than 20% of women receive treatment for osteoporosis
— even after breaking a bone 2

» Oral option addresses injection aversion

» Potential to grow market with earlier intervention with
an oral option

Global PTH market expected to grow to $2.51B in 2026 at
CAGR of 4%

» Forteo (teriparatide) earned $613M in revenue in 2022 14
33
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Daily Dosing Has the Potential for Positive Clinical Impact

Celltrion infliximab subcutaneous Q2W* vs. IV

Actual data from 45mg SC injections of administration Q8W*s

ustekinumab every 12 Weeks vs simulated data

for Daily Doses of 0.5mg or 0.75mg B0y TRy mmermen e
3 so
H
§ 40
= H
i
2 8 20
a <
E 8 10
32 0
.5 Baseline Week 30 Week 54
3 Yoy Mo
m baseline ine
z at Week 30 at Week 54
5 Reference infliximab IV -23.77 -24.08
E CT-P13 IV -25.52 -25.52
(2] CT-P13SC -31.89 -34.09
) 28 56 84 112 140 168 196 224 2 280 308 336 364 392 420 448 476 504 . I
Time Increased frequency showed significant

D association between improved clinical response
(Days) with higher trough serum infliximab levels

Daily Administration of Fractionated Doses Enables Tight Banding and Titration
for More Controlled and Potentially More Effective Treatment Regimens
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Financing & Shareholdings
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Umbrella Partnership C Corporation (Up-C)

Rani TherapeutiCS Holdings, Inc. *Holders of interests in Rani Therapeutics,
(PubCo - Parent Company)

LLC can exchange those interests (together
with their Class B shares) for an equal
“Class A Shares” Common Stock number of shares of Class A common stock

“Class B Shares” Common Stock

Insiders own Rani Therapeutics, LLC*

48% of Class A e
shares on “as (SUbSIdlary)

exchanged” basis

1 Class A unit LLC + Class B common = “paired interest” = 1 Class A common [1:1 conversion]
as of 6/30/23 1 non-corresponding Class A unit LLC = 1 Class A common [1:1 conversion]

Rani .
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Financing History

AUGUST 2021 - IPO AUGUST 2022 — ATM AUGUST 2022 - LOAN
Controlled Equity*™ Sales Agreement

$ 84.3 million gross proceeds $Up to $150 million Aggregate principal amount up to
- [not utilized to date] $45.0 million; $30M drawn to date
THERAPEUTICS Raﬂnj Ran‘i'
Bank of America Stifel R T
Cantor Fitzgerald & Co. Canaccord .
g Genuity Cantor Fitzgerald & Co.
Avenue Capital
BTIG H.C. Wainwright & Co., LLC

To date, Rani has financed its operations primarily through an IPO, private placements and long-term
debt, as well as contract revenue generated from evaluation agreements

Rani .

THERAPEUTICS
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