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Item 2.02 Results of Operations and Financial Condition.

On August 7, 2025, Relmada Therapeutics, Inc. (the “Company”) issued a press release providing a corporate update and reporting its financial results for the second fiscal
quarter ended June 30, 2025. (These results are preliminary and unaudited.) The Company also announced that it would conduct a conference call and audio webcast on
Thursday, August 7, 2025, at 4:30 PM EDT / 1:30 PM PDT, to discuss the update and results. The Company’s complete unaudited financial statements and notes thereto as of,
and for the three and six months ended, June 30, 2025, and 2024, will be contained in its Quarterly Report on Form 10-Q to be filed with the Securities and Exchange
Commission. A copy of this press release is furnished herewith as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated into this Item 2.02 by reference.

In accordance with General Instruction B.2 of Form 8-K, the information in this Item 2.02 of this Current Report on Form 8-K, including the information set forth in Exhibit
99.1, is being furnished and shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), nor shall it be
deemed incorporated by reference in any filing under the Securities Act of 1933, as amended (the “Securities Act”), or the Exchange Act, except as shall be expressly set forth
by specific reference in such a filing.

Item 7.01 Regulation FD Disclosure.

On August 10, 2023, the Company updated its corporate presentation, a copy of which is furnished herewith as Exhibit 99.2 to this Current Report on Form 8-K and is
incorporated into this Item 7.01 by reference.

In accordance with General Instruction B.2 of Form 8-K, the information in this Item 7.01 of this Current Report on Form 8-K, including the information set forth in Exhibit
99.2, is being furnished and shall not be deemed “filed” for purposes of Section 18 of the Exchange Act, nor shall it be deemed incorporated by reference in any filing under
the Securities Act or the Exchange Act, except as shall be expressly set forth by specific reference in such a filing.

Item 9.01. Financial Statements and Exhibits.

(d) Exhibits

Exhibit No. Description

99.1* Press release dated August 7, 2025, regarding corporate update and second quarter 2025 financial results
99.2% Corporate Presentation dated August 7, 2025

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

*  Furnished herewith



https://content.equisolve.net/relmada/sec/0001213900-25-073130/for_pdf/ea025231001ex99-1_relmada.htm
https://content.equisolve.net/relmada/sec/0001213900-25-073130/for_pdf/ea025231001ex99-2_relmada.htm

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.

Dated: August 7, 2025 RELMADA THERAPEUTICS, INC.

By: /s/ Sergio Traversa

Name: Sergio Traversa
Title:  Chief Executive Officer




Exhibit 99.1

(B Relmada

Relmada Therapeutics Reports Second Quarter 2025 Financial Results and Announces NDV-01 6-Month Follow-up Safety and Efficacy Data in NMIBC
6-month follow-up for NDV-01 showed a 91% overall response rate at any time in non-muscle invasive bladder cancer, with good overall safety

Enrollment in the Phase 2 study for NDV-01 continues, with updates expected at 9 and 12 month data follow-up. Preparations underway to start
Phase Il registration trial in 1H 2026

Expecting to initiate a Phase 2 study for sepranolone in Prader-Willi syndrome in 1H 2026
Conference Call and Webcast Today at 4:30 PM ET
CORAL GABLES, FL — Aug 7, 2025 (GlobeNewswire) — Relmada Therapeutics, Inc. (Nasdaq: RLMD, “Relmada” or the “Company”), a clinical-stage biotechnology
company advancing innovative therapies for oncology-related and central nervous system indications, today reported financial results for the second quarter ended June 30,

2025, announced 6-month follow-up data from the Phase 2 study of NDV-01 in bladder cancer and provided a corporate and pipeline update.

Highlights of the 6-month follow-up data from the Phase 2 study of NDV-01:

Table 1: Baseline characteristics (n=29)
Gender n (%)
Male 24 (83%)
Female 5 (17%)
Median Age (years) (range) 73 (54-93)
Median BCG Doses (range) 6 (0-18)
e BCG-naive (n (%)) 12 (41%)
e BCG exposed (n (%)) 4 (14%)
e BCG unresponsive (n (%)) 13 (45%)
Stage (n (%))
Pure CIS 3 (10%)
Ta/TL + CIS 4 (14%)
Ta 18 (62%)
Tl 4 (14%)




Table 2: Clinical Results (Response Data)
Complete Response % (n/N)
Anytime 91% (21/23)
3 months 83% (19/23)
6 months 90% (19/21)

e  One subject has reached the 9-month assessment and had a complete response (CR)
e No patient had progression to muscle invasive disease
e No patient underwent a radical cystectomy
e No patient had >= Grade 3 TRAE and no patients discontinued treatment due to AEs
“We are pleased to report that the six-month follow-up from the Phase 2 study of NDV-01, a gemcitabine/docetaxel (Gem/Doce) sustained release formulation, produced
impressive results, with a 91% CR rate at any time point following NDV-01 treatment. The data reported today, in combination with the previously reported 3-month results,
raise our confidence in NDV-01 as a potential durable treatment for bladder cancer,” said Raj S. Pruthi, MD, CMO of Relmada. “Gem/Doce have long shown clinical utility
in non-muscle invasive bladder cancer (NMIBC), but the complexity of administration has limited their broader use. The sustained release formulation of NDV-01, which is
designed to increase exposure to drug and simplify delivery and accessibility, has the potential to significantly change how we manage patients with NMIBC in routine
practice.”
“As clinicians, we have embraced the combination of Gem/Doce as a highly effective therapy for many years,” said Yair Lotan, MD, Chair of Relmada’s Clinical Advisory
Board. “However, it is difficult to formulate outside of the hospital setting, often creating a significant burden for patient and provider. NDV-01’s simple, ready-to-use
sustained release formulation overcomes those burdens and could enable wider patient adoption transforming the care of NMIBC.”
Pipeline Highlights
NDV-01
A sustained-release intravesical formulation of gemcitabine and docetaxel (Gem/Doce)
e Indication: High-Grade/Intermediate-Grade Non-Muscle Invasive Bladder Cancer (HG-NMIBC)
o U.S. Market Opportunity: ~600,000 prevalent cases
o  Current Status: Phase 2 single-arm study actively enrolling
o Next Steps:

o FDA interactions and product supply scale-up in 2H 2025

o Initiation of Phase 3 registration-track study in 1H 2026




Sepranolone
A first-in-class GABA 4 Modulating Steroid Antagonist (GAMSA)
o Indications: Prader-Willi Syndrome (PWS), Tourette Syndrome (TS), Essential Tremor, and other compulsivity-related disorders
o US Prevalence: Estimated 20,000 for PWS, an orphan disease
o  Current Status: Preparing for Phase 2 initiation in PWS
e  Next Steps:
o FDA engagement and manufacturing activities in 2H 2025
o Planned Phase 2 study launch in 1H 2026
Financial Results
Three Months Ended June 30, 2025 Results

o R&D Expense: $2.8 million (vs. $10.7 million in Q2 2024), primarily associated with the wind-down of REL-1017 trial costs and lower stock-based compensation,
partially offset an increase in R&D employee compensation expense

o G&A Expense: $7.4 million (vs. $8.1 million), primarily due to lower stock-based compensation, partially offset by an increase in G&A employee compensation and
consulting services expenses

e Net Loss: $9.9 million or $0.30 per share (vs. $17.8 million or $0.59 per share)
Six Month Ended June 30, 2025 Results

o R&D Expense: $14.7 million (vs. $24.0 million in 1H 2024), reflecting reduced REL-1017 trial costs and lower stock-based compensation, partially offset by an
increase in costs associated with the NDV-01 and sepranolone acquisitions and an increase in R&D employee compensation expense

o G&A Expense: $13.7 million (vs. $17.8 million in 1H 2024), primarily due to lower stock-based compensation and use of consulting services, partially offset by an
increase in G&A employee compensation expense

o Net Cash Used in Operations: $24.5 million (vs. $26.3 million)
o Net Loss: $27.4 million or $0.86 per share (vs. $39.6 million or $1.31 per share)
e Cash, Equivalents & Short-Term Investments: $20.6 million as of June 30, 2025 (vs. $44.9 million at year-end 2024)
o Shares Outstanding: 33,191,622 as of August 4, 2025
Conference Call and Webcast
Relmada will host a conference call today, August 7, 2025, at 4:30 PM ET to discuss its Q2 2025 results and pipeline progress.
e Dial-in (U.S.): 1-877-407-0792
o Dial-in (International): 1-201-689-8263
e Conference ID: 13754263
o  Webcast Access: Click Here

A replay of the webcast will be available on the Investors section of the Relmada website at https://www.relmada.com/investors/ir-calendar.




About NDV-01

NDV-01 is a sustained-release, intravesical formulation of gemcitabine and docetaxel (Gem/Doce), in development for the treatment of non-muscle invasive bladder cancer. It
is designed to enable Gem/Doce bladder retention and gradual drug release over 10 days. The formulation creates a soft matrix that enhances local exposure while minimizing
systemic toxicity. NDV-01 is convenient to administer in-office, in less than 10 minutes, and does not require anesthesia or specialized equipment. It is protected by patents
through 2038.

About the Phase 2 Study

The Phase 2 study (NCT06663137) is an open-label, single-arm, single-center study evaluating the safety and efficacy of NDV-01 in patients with HG-NMIBC. Patients are
treated with NDV-01 in a biweekly induction phase, follow by monthly maintenance for up to one year, with regular assessments via cystoscopy, cytology, and biopsy, as
indicated. The primary efficacy endpoints are safety and complete response rate (CRR) at 12 months, and secondary efficacy endpoints are duration of response (DOR) and
event free survival (EFS).

About NMIBC

NMIBC represents ~75% of all bladder cancer cases and is associated with high recurrence (50-75% over 7 years). With over 600,000 prevalent cases in the U.S. and limited
treatment options,

the market opportunity is significant. NDV-01 has the potential to serve as a frontline or salvage therapy and could be applicable across multiple NMIBC subtypes.

About Sepranolone and GABA Modulation

Sepranolone, a synthetic isoallopregnanolone, selectively modulates GABA 5 receptors by antagonizing allopregnanolone (ALLO), without disrupting GABA signaling. It
targets disorders linked to excess GABAergic activity such as Prader-Willi syndrome, Tourette syndrome, and Obsessive-Compulsive Disorder (OCD). More than 335 patients
have been treated with sepranolone in clinical trials to date, with an excellent safety profile.

About Prader-Willi Syndrome (PWS)

PWS is a rare genetic disorder caused by chromosomal deletions on chromosome 15, leading to neurodevelopmental and behavioral complications. US prevalence is estimated
to be 20,000 patients. Current treatments address symptoms but do not modify the underlying neurobehavioral pathology.

About Relmada Therapeutics, Inc.

Relmada Therapeutics is a clinical-stage biotechnology company focused on developing transformative therapies for oncology-related and central nervous system conditions.
Lead candidates NDV-01 and sepranolone are advancing through mid-stage clinical development with the potential to address significant unmet needs.

For more information, visit www.relmada.com




Forward-Looking Statements:

The Private Securities Litigation Reform Act of 1995 provides a safe harbor for forward-looking statements made by us or on our behalf. This press release contains statements
which constitute “forward-looking statements” within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the Securities Exchange Act of 1934. Any
statement that is not historical in nature is a forward-looking statement and may be identified by the use of words and phrases such as “if”, “may”, “expects”, “anticipates”,
“believes”, “will”, “will likely result”, “will continue”, “plans to”, “potential”, “promising”, and similar expressions. These statements are based on management’s current
expectations and beliefs and are subject to a number of risks, uncertainties and assumptions that could cause actual results to differ materially from those described in the
forward-looking statements, including potential for Relmada’s product candidates to progress, including the potential for Phase 2 NDV-01 data to continue to deliver positive
results supporting further development, potential for clinical trials to deliver statistically and/or clinically significant evidence of efficacy and/or safety, failure of top-line
results to accurately reflect the complete results of the trial, failure of planned or ongoing preclinical and clinical studies to demonstrate expected results, potential failure to
secure FDA agreement on the regulatory path for NDV-01, and sepranolone, or that future NDV-01, or sepranolone, clinical results will be acceptable to the FDA, failure to
secure adequate NDV-10, or sepranolone, drug supply, and the other risk factors described under the heading “Risk Factors” set forth in the Company’s reports filed with the
SEC from time to time. No forward-looking statement can be guaranteed, and actual results may differ materially from those projected. Relmada undertakes no obligation to
publicly update any forward-looking statement, whether as a result of new information, future events, or otherwise. Readers are cautioned that it is not possible to predict or
identify all the risks, uncertainties and other factors that may affect future results and that the risks described herein should not be a complete list.

Investor Contact:

Brian Ritchie

LifeSci Advisors
britchie@lifesciadvisors.com

Media Inquiries:

Corporate Communications
media@relmada.com




Relmada Therapeutics, Inc.
Condensed Consolidated Balance Sheets

Assets
Current assets:
Cash and cash equivalents
Short-term investments
Prepaid expenses
Total current assets
Other assets

Total assets

Liabilities and Stockholders’ Equity

Current liabilities:
Accounts payable
Accrued expenses

Total current liabilities

Stock appreciation rights

Total liabilities

Stockholders’ Equity:
Preferred stock, $0.001 par value, 200,000,000 shares authorized, none issued and outstanding
Class A convertible preferred stock, $0.001 par value, 3,500,000 shares authorized, none issued and outstanding
Common stock, $0.001 par value, 150,000,000 shares authorized, 33,191,622 and 30,174,202 shares issued and outstanding,
respectively
Additional paid-in capital
Accumulated deficit
Total stockholders’ equity

Total liabilities and stockholders’ equity

As of
June 30, As of
2025 December 31,
(Unaudited) 2024
$ 1,353,351 3,857,026
19,266,190 41,052,356
474,628 886,461
21,094,169 45,795,843
21,975 21,975
$ 21,116,144 45,817,818
$ 1,361,911 4,130,563
3,772,636 6,160,827
5,134,547 10,291,390
32,116 4,467
$ 5,166,663 10,295,857
$ 33,191 30,174
684,224,232 676,373,822
(668,307,942) (640,882,035)

15,949,481 35,521,961
$ 21,116,144 45,817,818




Operating expenses:
Research and development
General and administrative

Total operating expenses

Loss from operations

Other (expenses) income:
Interest/investment income, net
Realized (loss) gain on short-term investments
Unrealized (loss) gain on short-term investments

Total other income

Net loss

Loss per common share — basic and diluted

Weighted average number of common shares outstanding —

Relmada Therapeutics, Inc.
Condensed Consolidated Statements of Operations
(unaudited)

Three months ended

Six months ended

June 30, June 30,
2025 2024 2025 2024

$ 2,819377 $ 10,721,089 $ 14,770,400 $ 24,026,395
7,401,929 8,097,695 13,669,342 17,780,249
10,221,306 18,818,784 28,439,742 41,806,644
(10,221,306) (18,818,784) (28,439,742) (41,806,644)
321,458 963,013 761,745 2,018,901

47,203 133,114 110,156 186,247

(13,797) (45,465) 141,934 5,248

354,864 1,050,662 1,013,835 2,210,396
$ (9,866,442) $  (17,768,122) §  (27,425,907) $  (39,596,248)
$ (0.30) $ 0.59) $ (0.86) $ (1.31)
basic and diluted 33,191,622 30,174,202 31,807,943 30,153,186




Balance — December 31, 2024

Stock based compensation

Issuance of Restricted Common Stock
Net loss

Balance — March 31, 2025

Stock based compensation

ATM Expenses

Net loss

Balance — June 30, 2025

Balance — December 31, 2023

Stock based compensation

Options exercised for common stock
ATM Expenses

Net loss

Balance — March 31, 2024

Stock based compensation

Net loss

Balance — June 30, 2024

Relmada Therapeutics, Inc.
Condensed Consolidated Statements of Changes in Stockholders’ Equity

(unaudited)

Three and Six months ended June 30, 2025

Additional
Common Stock Paid-in Accumulated
Shares Par Value Capital Deficit Total
30,174,202 30,174 $§ 676,373,822 $§ (640,882,035) 35,521,961
- - 3,572,769 - 3,572,769
3,017,420 3,017 902,209 - 905,226
- - - (17,559,465) (17,559,465)
33,191,622 33,191 680,848,800 (658,441,500) 22,440,491
- - 3,448,453 - 3,448,453
- - (73,021) - (73,021)
- - - (9,866,442) (9,866,442)
33,191,622 33,191 $ 684224232 $ (668,307,942) 15,949,481
Three and Six months ended June 30, 2024
Additional
Common Stock Paid-in Accumulated
Shares Par Value Capital Deficit Total
30,099,203 30,099 $§ 646,229,824 $§ (560,902,681) 85,357,242
- - 8,295,468 - 8,295,468
74,999 75 246,672 - 246,747
- - (25,000) - (25,000)
- - - (21,828,126) (21,828,126)
30,174,202 30,174 654,746,964 (582,730,807) 72,046,331
- - 7,213,419 - 7,213,419
- - - (17,768,122) (17,768,122)
30,174,202  $ 30,174 $ 661,960,383 $ (600,498,929) 61,491,628




Cash flows from operating activities
Net loss

Relmada Therapeutics, Inc.
Condensed Consolidated Statements of Cash Flows
(Unaudited)

Adjustments to reconcile net loss to net cash used in operating activities:

Stock-based compensation
Realized (gain) on short-term investments
Unrealized (gain) on short-term investments
Change in operating assets and liabilities:
Prepaid expenses and other assets
Accounts payable
Accrued expenses
Stock appreciation rights compensation
Net cash (used in) operating activities

Cash flows from investing activities
Purchase of short-term investments

Sale of short-term investments

Net cash provided by investing activities

Cash flows from financing activities
Proceeds from options exercised for common stock
ATM Expenses
Net cash (used in)/provided by financing activities
Net (decrease)/increase in cash and cash equivalents
Cash and cash equivalents at beginning of the period

Cash and cash equivalents at end of the period

Six months ended

June 30,
2025 2024

$  (27,425907) $  (39,596,248)
7,926,448 15,508,887
(110,156) (186,247)
(141,934) (5,248)
411,834 637,035
(2,768,652) 668,559
(2,388,191) (3,326,511)
27,649 -
(24,468,909) (26,299,773)
(809,375) (8,313,312)
22,847,630 32,386,030
22,038,255 24,072,718

- 246,747
(73,021) (25,000)

(73,021) 221,747
(2,503,675) (2,005,308)
3,857,026 4,091,568

$ 1,353,351 § 2,086,260
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Disclosures

The Private Securities Litigation Reform Act of 1995 provides a safe harbor for forward-looking statements made by us or
on our behalf. This press release contains statements which constitute “forward-looking statements” within the
meaning of Section 27A of the Securities Act of 1933 and Section 21E of the Securities Exchange Act of 1934. Any
statement that is not historical in nature is a forward-looking statement and may be identified by the use of words and
phrases such as “if", “may", “expects”, “anticipates”, “believes”, “will", “will likely result”, “will continue”, “plans to”,
“potential”, “promising”, and similar expressions.

These statements are based on management’s current expectations and beliefs and are subject to a number of risks,
uncertainties and assumptions that could cause actual results to differ materially from those described in the forward-
looking statements, including potential for Phase 2 NDV-01 data to continue to deliver positive results supporting
further development, potential for clinical trials to deliver statistically and/or clinically significant evidence of efficacy
and/or safety, failure of top-line results to accurately reflect the complete results of the trial, failure of planned or
ongoing preclinical and clinical studies to demonstrate expected results, potential failure to secure FDA agreement on
the regulatory path for sepranolone, and NDV-01, or that future sepranclone, or NDV-01 clinical results will be acceptable
to the FDA, failure to secure adequate sepranolone, or NDV-01 drug supply, and the other risk factors described under
the heading “Risk Factors” set forth in the Company's reports filed with the SEC from time to time.

No forward-looking statement can be guaranteed, and actual results may differ materially from those projected.
Relmada undertakes no obligation to publicly update any forward-looking statement, whether as a result of new
information, future events, or otherwise. Readers are cautioned that it is not possible to predict or identify all the risks,
uncertainties and other factors that may affect future results and that the risks described herein should not be a
complete list.

©2025 Relmada - Al rights reserved | 2




Targeting life changing treatments with a
diversified portfolio

5 Focused on innovative Positive Positive Phase 2a data
Strategic programs with early Phase 2a data showed 90% ORR at anytime?
pipeline proof points, near-term p
deve|opment milestone(s) and focused or NDV-01, Phase 3 trial planned for H1
markets for NMIBC 2026

Potential use in Prader Willi

Strong team Proven team with strong Sepranolone, syndrome (PWS) backed by
supported by development skills for PWS, positive POM data in Tourette
o syndrome
~$21 million TN backed by
cash 2IMiin cashswith noident POM data Phase 2b trial planned for H1
2026

5: 2. American Urological Association 2025 presentation. Relmada press release and Investor Event April 28, 2025 NMIBC: Non-Muscle Invasive Bladder Cancer
te; POM: Proof-of-Me: i ©2025 Relmada - All rights reserved | 3




Innovative pipeline of potential high-value assets

Focused on programs with positive proof-of-concept data
Candidate / indication Phase 1 Phase 2 Phase 3 Potential populations Status / potential next steps

68K new US patients with Q42025 9 Month data
NDV-01! NMIBC? Q12026:12 Month data

Non-muscle invasive NMIBC US prevalence: H2 2025 FDA interaction and
bladder cancer (NMIBC) 4 product supply scale up
600K patients? 1H 2026: Initiate Phase 3 study

Sepranolone

Prader-Willi Syndrome
(PWS)

Q4 2025: Prep for next studies,
WW prevalence: including manufacturing
350K to 400K patients®

H12026: Initiate Phase 2b study

Including TS, Essential
Tremor, OCD and other
compulsivity-related
indications

Sepranolone

e YE 2025; Identify next opportunity
Other indications

N |

1 b
NMIBC: N C ww: | TS:
©2025 Relmada - All rights reserved | 4




NDV-01

A sustained-release intravesical
formulation of gemcitabine/docetaxel
(Gem/Doce) for patients with NMIBC,
with positive Phase 2a data'




Class leading therapy in NMIBC

01
NMIBC Supported by d:?avp?lvli::e

needs new positive g
treatments clinical data yp
of-concept

NMIBC affects Use of intravesical Potent and durable
>600,0002 people in Gem/Doce high efficacy cytotoxic activity and
the US, with ~67,8903 in BCG-naive, -exposed, optimized drug exposure
new patients each year and -unresponsive in the bladder
disease*”
BCC“ ORR: AU: : PK . NM[EC:JE\V

Phase 2 data

presented at
AUA 2025

Phase 2 data presented
at AUA show 90% ORR at

any time point®

©2025 Relmada - All rights reserved
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NMBIC opportunity! — high prevalence and high
recurrence rate

Supply issues for prior BCG-standard and gaps in care driving NMIBC innovation

US prevalence of NMIBC!
~600,000 : .
600, (non-muscle invasive bladder cancer)

~85,000 New Bladder cancer cases?
70-96% 5-year overall survival, 6% with advanced disease?

~ 68,000 NMIBC cancer cases (75-80% of bladder cancers)4 ¢
50-80% recurrence rate (over five years)®

Intermediate-risk and high-risk have increased risk of recurrence
and progression (Intermediate-risk represents 45%% 7 and high-risk
represents 35%7 of NMIBC cases)

28397. NMIBC: Non-M ) Bladder; BCG: 1 ( ette-G ©2025 Relmada - All rights reserved | 7




NMIBC patient care journey

Physicians diagnose suspected cases of bladder cancer using cystoscopy and
cytology. (Most common presenting symptom is blood in urine.)

Treatment begins with TURBT (transurethral resection of bladder tumor) surgery
to stage, risk-stratify, and treat patients.

Following surgery, patients with HR-NMIBC typically receive intravesical BCG as
primary treatment

Regular cystoscopies and urine cytology (up to every 3 months) are used
to monitor patients and assess for recurrence

Following BCG therapy, for patients with recurrent disease, alternative intravesical
treatments are used, including chemotherapies such as Gem/Doce

©2025 Relmada - All rights reserved | 8




Targeted intravesical therapy

Bladder-targeted solid matrix enables
prolonged tumor exposure to the
cytotoxic drug combination via
multiple delivery modalities

Spheric drug reservoir
(Matrix)

f JA0Y. A‘fl S
g qgu.eh «d =
e @ e iy s
* y <Y v ./ &
Diffusion Diffusion Osmotic Erosion
through through the pumping

pores polymer

©2025 Relmada - All rights reserved




NDV-01's innovative approach

< 5 minutes procedure
in the doctor's office

An in-situ drug
reservoir made with
GRAS polymers
instilled inside the
bladder

Followed by the two
cytotoxic drugs
1000mg gemcitabine
then 40mg docetaxel
(Gem/Doce)

GRAS: Gene Re

> 10 days of drug exposure

The reservoir and the
drugs form a soft
matrix inside
the bladder

Ten-day sustained
tumor exposure to
the drugs potentially
enhances efficacy
while reducing
systemic toxicity

Fully clears the body
in 12-14 days

Reservoir matrix
disintegrates, and is
safely excreted via
the urine

©2025 Relmada - All rights reserved | 10




Gem/Doce combination has been embraced by the
urologic oncology community

(| Effective salvage treatment for patients who have failed or are intolerant to BCG
with reported 2-year RFS ~50%" 2 3

Gem/Doce is an effective alternative first-line agent in high-risk BCG naive
patients with 2-year RFS of 82%*

Gem/Doce use expanding into intermediate-risk and low-grade tumors with
reported 2-year RFS of 70-80%> 6

Gem/Doce avoids/delays radical cystectomy”8

Large ongoing cooperative “BRIDGE" study (n=870) evaluating Gem/Doce
combination v. BCG (NCT05538663)

©2025 Relmada - All rights reserved | 11




Gem/Doce combination stands out in Urology
Times survey!'

What is your preferred treatment for patients When selecting intravesical therapy after BCG-
with BCG-unresponsive NMIBC? unresponsive NMIBC, which agent do you most
commonly use?

Intravesical Gemcitabine plus
chemotherapy docetaxel (Gem/Doce)
Nadofaragene

firadenovec Gemcitabine

(Adstiladrin) .
Nadofaragene
Clinical trial . Firadenovec
(Adstiladrin)

Pembrolizumab
(Keytruda)

Mitomycin-C

Nogapendekin alfa
inbakicept (Anktiva)

Nogapendekin alfa
inbakicept (Anktiva)

0% 20% 40% 60% 80% 100% 0% 20% 40% 60% 80% 100%
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NDV-01 In-vitro drug concentrations show
continuous & optimized drug release in the bladder

Gemcitabine

NDV-01 Gem/Doce concentration over time NDV-01 cumulative release profile
3000 30
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90
2500 | —&—Cem, pg/ml 25
¥ 80
DCTX, |
2000 Ha/m 20 i
© [
1500 15 9 8 50
/ o] @
| a T 40
1000 f 10 & . .
| S8 0 —=—GCemcitabine Release %
I 20
500 | \_. 5 o Docetaxel Release %

\
i’ ot
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6]

20 40 60 80 100 120 140 160 180 200
Time (hours) Time (hours)

In-vitro profiles demonstrate stable and predictable drug levels, minimizing peaks and troughs associated
with systemic side effects.

Controlled drug exposure can potentially enhance anti-tumor activity while reducing the frequency of
administration, enabling biweekly dosing.

% docetaxel formulation was inst; r—ri nto10ml artificial urine (AUF) Mxi kept in an orbital shaker incubator at 370C, 20 rpm. The
sh AUF. The drugs concertation in the UAF was quantitatively determined by HPLC ©2025 Relmada - All rights reserved |
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Study TRCG-011

high-risk NMIBC
patients

An open-label, single-arm, single-center study to evaluate safety
and efficacy of NDV-01in HR NMIBC patients (NCTO6663137)

tation. Relmada pre elease d estor Event April 28, 2025. HR: High R NMIBC: N nuscle e bladderc € ©2025 Relmada - All rights reserved | 14




ONGOING TRCG-011 STUDY

Study design

Inclusion criteria Purpose Primary endpoint Secondary endpoint Exploratory
» High-risk disease with Evaluate the potential » Safety - DOR ° PK
i 1,2
CIS/Tis, Ta, T1tumors of NDV-01 as a safe . CRR at 12 months . EFS
- BCG naive, BCG- and effective
unresponsive, treatment for patients
intolerant and with high-risk NMIBC

experienced patients

Intravesical NDV-01 Follow up

N=70 Induction Urinary cytology

HR NMIBC 6 biweekly instillations Cystoscopy
Upper tract imaging
TURBT or bladder biopsy if necessary

Maintenance
Monthly instillations

Event Free Su PK: P T etics; TURBT: T sure esect f bladder tumo ©2025 Relmada - All rights reserved | 15




ONGOING TRCG-011 STUDY

Demographic data

Characteristics N=29 %
Age
Median (range) 73 (54-93) yr
Sex
Male 24 83%
Female 5 17%
BCG doses
Median BCG doses (range) 7 (0-18)
BCG-status
BCG-naive 12 41%
BCG-exposed 4 14%
BCG-unresponsive 13 45%
Stage
CIS 3 10%
CIS + Ta/T 4 14%
Ta HG 18 62%

TIHG 4 14%

©2025 Relmada - All rights reserved | 16




ONGOING TRCG-011 STUDY

Treatment emergent AE and tolerability

Of the 28 patients
who received >=1
dose of NDV-01, 21
(72%) had a TRAE

77% dysuria

9% asymptomatic
positive urine culture

4% hematuria

No patient had >=
Grade 3 TRAE

No patients
discontinued
treatment due to
AEs

©2025 Relmada - All rights reserved | 17




ONGOING TRCG-011 STUDY

Efficacy

Complete response n/N %
Anytime 21/23 91%
3-month 19/23 83%
6-month 19/21 90%

One subject has reached the 9-month assessment and had a CR
No patient had progression to muscle-invasive disease

No patient underwent a radical cystectomy

©2025 Relmada - All rights reserved | 18




ONGOING TRCG-011 STUDY

Demonstrated durable response over time

Patient #

015
002
003
007
009
010
on

91%
Anytime CR rate

CR: Complete response

Pending
Pending
Pending
Pending
Consented

3 months

\AAAA

83%
3-month CR rate

6 months

>
>
>
>
>
>
>
>
>
>
>
L 4
>
»
»>
>
>
»
>

® cr

@ Non-CR

. Re-induced

= Ongoing

@ Withdrew consent

920%
6-month CR rate

9 months

Pending
completion

©2025 Relmada - All rights reserved
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Overview of NMIBC treatment landscape

Risk of recurrence (50-80%)

Complications (>15%) Supply issues

OR procedure under L BCG/ Complex handling requirements
anesthesia surgery .
_ immunotherapy (BCG TICE®, Adstilaradin,
Patient burden Anktiva, Cretostimogene,
TARA-002)

Approved and
emerging
treatments

Risk of recurrence .
Emerging dataset

(NDV-01, TAR-200, ZUSDURI™)

Systemic Intravesical

Risk of immune-mediated or
systemic side effects treatment chemotherapy

(KEYTRUDA®, sasanlimalb)

Relmada internal market research, 2025. NMIBC: Non-muscle-Invasive Bladder Cancer; TURBT: Transurethral resection of bladder tumor; BCG: Bacillus Calmette-Gués ©2025 Relmada - Al rights reserved | 20




NDV-01: a differentiated intravesical approach

Product / product profile

Sponsor

Active Agent

NMIBC subtype

Phase

Dosing Format

Presentation

Requires device removal?

NDV-01
Relmada

Gemcitabine/docetaxel
(Gem/Doce)

High-risk or intermediate-
risk

Phase 2

Sustained-release
hydrogel

Pre-filled syringe ready for
intravesical delivery

No

TAR-200

Johnson & Johnson

Gemcitabine

High Risk

Phase 3

Indwelling silicone delivery
system

Catheter-based insertion;
cystoscopic removal

Yes, via cystoscope!

ZUSDURI™

UroGen

Mitomycin C

Low grade, intermediate risk

FDA approved

Reverse-thermal hydrogel

In-office dosing kit requires in-
office reconstitution under
chilled conditions

No

©2025 Relmada - All rights reserved | 21




Competitive advantages

NDV-01 is an investigational intravesical therapy designed for the extended
release of gemcitabine and docetaxel (Gem/Doce)

% Ready for use Convenience
NDV-01is supplied as prefilled syringe

ready for use, easily instilled via

catheter in < 5 minutes

Patients are treated in doctors' office

Based on an existing effective treatment

Gem/Doce, an existing, effective and well
understood treatment for NMIBC, is frequently
used by urologists

Sustained release

NDV-01 releases Gem/Doce inside the
bladder continuously for 10 days,
resulting in sustained tumor exposure

and meaningful improvement in Safely excreted
patient outcome

NDV-01 polymer biodegradable, gradually
disintegrates, and is safely excreted via the urine

©2025 Relmada - All rights reserved | 22




Expecting to advance NDV-01 towards
registration-track studies in H1 2026

Phase 2 data updates
Results from 9 and 12 month follow-up

FDA Engagement
Including planned FDA interactions and manufacturing

Initiate Phase 3 study
Target population to be confirmed through FDA discussions

©2025 Relmada - All rights reserved | 23




Sepranolone

A novel candidate, with potential to
overcome the challenges of current
therapies for compulsivity disorders

©2025 Relmada - All rights reserved |




Sepranolone has the potential to normalize GABA ,
receptor activity

GABA
(Y-aminobutyric
acid) is the primary

neurotransmitter,
involved in anxiety
and compulsive
disorders

GABA, : Y-aminobutyric acid type A; ALLO: Allopregnanolon

Allopregnanolone
(ALLO) typically
enhances GABA,
calming effects

In some
individuals,

ALLO exacerbates
anxiety and
compulsivity

Sepranoclone
normalizes GABA,
receptor activity
without interfering
in GABA signaling

©2025 Relmada - All rights reserved | 25




Sepranolone normalizes GABA, receptor activity (in
vitro)

GABA + ALLO
{;’ Sepranolone

GABA + ALLOD ‘
+ Sepranclone : | / GABA

2
- h

GABA + ALLD
¥

GABA

GABA T
\_ J \ V, \. J
Endogenous Sepranolone attenuates ALLO-enhanced Sepranolone does not
GABA-activation of the GABA, receptor'in a interfere with

dose-dependent manner, with with high specificity 2 GABA signaling

12025 Relmada - All rights reserved | 26




Topline sepranolone safety and efficacy data’

Sepranolone treatment
produced a 28% drop in
tic severity (p=0.051), with
consistent positive impact
on secondary endpoints

Positive results across
secondary Quality of Life
measures, using widely
accept scoring systems
including the Gilles de la
Tourette Syndrome
Quality of Life total score
(69% increase)

No CNS off-target or
systemic side effects
were observed

©2025 Relmada - All rights reserved | 27




Positive Phase 2 data and unique MOA give

sepranolone broad potential

Prader-Willi
Syndrome

Essential
Tremors

Genetic disorder often defined
by persistent hunger and
overeating

Global prevalence
350-400K people!

Neurological disorder that
causes involuntary, rhythmic
shaking. Primarily notice during
voluntary movements

US prevalence 6.4 MM
people?

Tourette
Syndrome

Obsessive-
Compulsive
Disorder and
related
disorders

Neurological disorder
characterized by repetitive,
involuntary tics, with
childhood onset

US prevalence 350-450K
children?

OCD is characterized by
intrusive, unwanted thoughts
(obsessions) and repetitive
behaviors (compulsions)

US prevalence 8.2M people“

©2025 Relmada - All rights reserved | 28




Impact on compulsivity could open the door to use
in Prader-Willi Syndrome

Prader-Willis Sepranolone is a Planning a

Phase 2 study in
1H 2026

Syndrome is an first-in-class
unmet need candidate

Prader-Willi syndrome Sepranolone’s ability to Advancing

(PWS) affects 350,000 to target the GABA, and manufacturing scale-up
400,000 people impact compulsivity and preparations to meet
worldwide' disorders with FDA

osis#H12. GABA,, : Y-aminobutyric acid type A ©2025 Relmada - All rights reserved | 29




Expecting to advance sepranolone towards
Phase 2 studies in Prader-Willi Syndrome in H1 2026

Phase 2 PWS preparations
Including planned FDA interactions and further

development of product supply

Initiation of Pilot Phase 2 study in Prader-Willi Syndrome
Focus on evaluating early proof-of-concept




Corporate summary




Financial overview

As

of J

une 30, 2025

$20.6

million

Cash, cash
equivalents &
short-term
investments

Unlevered

balance
sheet

Common shares No outstanding
outstanding debt

(45.1 million as

converted)
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NDV-01 and sepranolone poised to make important

progress in 2025-2026

PWS: Prader-Willi syndrome

NDV-01

Sepranolone

NDV-01

Sepranolone

Planned FDA interactions, manufacturing build-out

Planned FDA interactions, product supply expansion

Initiate registration-track study

Initiate pilot PWS study
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Thank you!




Appendix




Sepranolone has the potential to normalize GABA,
receptor activity

Extrasynapticreceptors
containa § subunit

Extrasynaptic
GABA, receptors

Novel PAM
bindingsite

Increased tonic
GABAergiccurrent

Postsynaptic terminal

https://asarinapharma.com/sepranolone/how-does-sepranolone-work/ ©2025 Relmada - Al rights reserved | 36




