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Item 8.01 Other Events.
On April 19, 2023, the Company updated its corporate presentation, a copy of which is filed herewith as Exhibit 99.1 and is incorporated herein by reference.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits.

Exhibit No. Description

99.1 Corporate Presentation dated April 19, 2023

104 Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Exhibit 99.1

Relmada

THERAPEUTICS

Targeting Major
Advances in the
Treatment of CNS

Disorders

April 19th, 2023
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Investment highlights

CNS focused, with a novel MOA lead program REL-1017 currently in Phase 3 for Major Depressive Disorder
(MDD)

Efficacy and safety profile of REL-1017 potentially address limitations of current MDD treatments options

Significant lessons learned from post-hoc analyses of Phase 3 data provide confidence in the path forward to
ongoing and future studies

Highly experienced clinical team with a successful track record advancing CNS programs through NDA
approval

Major Depressive Disorder
and REL-1017’s Novel
Mechanism of Action
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Prevalence of depression

Individual adults i e US had at least
one major de episode in 2019'

People of all ages suffering
from depression globally®

Limitations of current treatments for MDD

Limited efficacy Slow onset of action Safety and tolerability
challenges

~65% MDD patients do not Standard antidepressants, even Side effects of atypical
respond to first antidepressant when effective, may take up to 8 antipsychotics approved as
treatment’ weeks to reach efficacy? adjunctive treatments for MDD

include tardive dyskinesia,
metabolic syndrome, cognitive
impairment and stroke?




Unique profile of REL-1017 addresses limitations of current
treatments

Potential as a rapid, oral, once-daily antidepressant for MDD, if approved

Clinical data has demonstrated:

Robust, rapid, and sustained statistically significant
Novel Mechanism of antidepressant effects on all tested scales*

Action: preferentlal - Rapid onset: significant efficacy effects by Day 44
targeting of NMDAR

: Favorable safety and tolerability profile consistent
Chal:mels p?tent'all¥2 . across all studies**8: no opioid and no psychotomimetic
associated with MDD"% adverse events and no metabolic side effects#56

+ Orally administered, once-daily tablet
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REL-1017 Phase 1 & 2
Efficacy and Safety Data
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All phase 1 studies for REL-1017 are completed

Multiple Ascending Dose (MAD) study

V Single Ascending Dose (SAD) study

v/ Intravenous Ketamine Human Abuse Potential (HAP) study

Renal Impairment study

\/ Hepatic Impairment study

The results of experimental studies predictive of human abuse potential  and the results of human abuse potential
studies in recreational opioid users # and in recreational ketamine users ® indicate no meaningful abuse potential and
support the DEA statement below:

“The d-isomer lacks significant
respiratory depressant action and
addiction liability...”

US Drug Enforcement Administration
December 20194




Phase 2 study REL-1017: primary efficacy endpoint

REL-1017 25 and 50 mg (Day 1 loading dose 75 and 100 mg, respectively) showed rapid and

sustained differences in MADRS change vs. placebo

P=0.4340;

d=03 |

P=0.0087- d=0.9 ek P=0.0096; d=0.8

P=0.0308; d=0.7

%

]1 P=0.0103; d=0.9

P=0.0122; d=0.8 L

AMADRS Day 2 Day 4 Day 7
25mg -1.9 1.9 -8.7
50mg 0.3 16 -1.7

wh P=0.0039; d=1.0

Day 14
9.4

-104°

W Placebo
REL-1017 25mg

A REL-1017 50mg

REL-1017 phase 2 study efficacy: response & remission

Percentage of subjects achieving response
(= 50% MADRS improvement from baseline)

Day 14
63%
50%
38% 44%
25%
13%
0%
PBO REL REL

25mg 50 mg

Percentage of subjects achieving remission
(MADRS <10)

Day 14
50%
40%
30%
20%
10%
0%

PBO REL

25mg*

REL
50 mg *




Reliance: The Phase 3
Program for REL-1017

f
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REL-1017 phase 3 program for the treatment of MDD

 Reliance |+1I

Randomized two-arm,
placebo-controlled pivotal
studies in patients with MDD and
inadequate response to ongoing
standard antidepressant
treatment. These are two studies
conducted one after the other.

In MDD patients with inadequate
response to 1-3 ADT in the current
MDE

Primary Endpoint: Change in
MADRS at Day 28

Key Secondary Endpoints:
Change in CGI-S score at Day 28
Change in MADRS score at Day 7

.’ Reliance Il

Randomized, two-arm, placebo-
controlled pivotal study as a
monotherapy treatment for
patients with MDD.

In patients experiencing an untreated
MDE (patients receiving no ADT)

Primary Endpoint: Change in MADRS
at Day 28

Key Secondary Endpoints
Change in CGI-S score at Day 28
Change in MADRS score at Day 7

_ Reliance oLs

Long-term, open-label safety
study.

Patients continuing from Reliance |,

&
Patients new to REL-1017

_ Reliance

Additional phase 3 adjunctive
MDD trial

Trial design in preparation with
consideration of the lessons learmed
from Reliance | and 11l
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Reliance | and Reliance lll results overview

. Reliance | and Reliance |l did not reach
primary endpoint, however, post-hoc analyses show a positive

efficacy signal

. Reliance | showed a significant 40% response rate compared to
placebo (p=0.044)

Reliance | and Reliance Il confirmed REL-1017’s favorable safety
profile consistent with data from Phase 2

REL-1017 demonstrated a lack of abuse potential consistent with
data from the HAP studies

Lessons learned have been taken into consideration for Reliance
I amendments and an additional Phase 3 study

Pivotal phase 3 trial design for adjunctive therapy

- SAFER INTERVIEW* 28 DAYS OF DOSING (QD)
 Reliance |

ADJUNCTIVE THERAPY

Primary endpoint:
Change in MADRS at Day 28

ADT + 25 mg REL-1017 (Day 1 Iloading dose 75 mqg)

Key secondary endpoints: . 1:1 RANDOMIZATION |

Change in MADRS score at Day 7

Start dosing™ D1 D4 D7 D14 D21 D28 End of freatment




Reliance | primary efficacy endpoint: REL-1017 showed a clinically meaningful
-2.3 MADRS point difference vs. placebo at Day 28 in the full analysis set

B Placebo

] REL-1017 25mg
f == 1
{

AMADRS (N=227) Day 4 Day 7 Day 14 Day 21 Day 28
Placebo N=114, 25 mg N=113, 43 sites End of Treatment

Placebo Mean (SD)

-93(7.3) -11.8(9.9) -122(10.9) -13.0(11.2) 12,9 (10.4)
25 mg Mean (SD) -8.3 (8.9) -10.2 (9.5) -12.4 (9.4) -14.4 (10.4) 5.1 (11.3)
Placebo LSMean (SE), MMRM -85 (0.8) -11.9(0.9) -12.4(1.0) -13.0 (1.0) -13.4 (1.1)
25 mg LSMean (SE), MMRM -8.3(08) -10.2 (0.9) -12.6(1.0) -14.2(1.0) -15.1 (1.1)
REL-1017 vs Placebo LSMean Diff (SE); 0.2 (1.2) 1.7(1.3); 0.2 (1.4); 1.2 (1.5); 1.7 (1.5);
p-value, MMRM 0.85 0.20 0.88 0.42 0.26

Reliance | achieved a statistically significant response rate of 40%
(p=0.044), and achieved remission rate of 22% (p=0.076) at Day 28 in the
full analysis set

Percentage of subjects achieving response
(2 50% MADRS improvement from baseline)

Day 28

PBO REL
25 mg

Percentage of subjects achieving remission
(MADRS <£10)

Day 28

50%

40%

-
0%

PBO REL
25 mg




Reliance |I: REL-1017 showed a clinically meaningful -3.1 MADRS point
difference vs. placebo at Day 28 in the Reliance | per protocol set*

I.\‘ B Placebo
l REL-1017 25mg
L
AMADRS (N=198) Day 4 Day 7 Day 14 Day 21 Day 28
Placebo N=97, 25 mg N=101 End of Treatment
Placebo Mean (SD) B0(74) -11.2(9.7) -11.8(10.2) -12.5 (10.8) -12.5(9.9)
25mg Mean (SD) 83(87) -104(95) -12,6 (9.5) -15.0 (10.5) -15.6(11.2)
Placebo LSMean (SE), MMRM 82(09) -11.2(10) -11.9(1.0) -123(1.1) -12.7(1.1)
25 mg LSMean (SE), MMRM -83(0.8) -104(1.0) -12.9(1.0) -14.6 (1.1) =156 (1.1)
REL-1017 vs Placebo LSMean Diff (SE); 08(1.2); 08(14) -1.0(1.4); -2.3(1.5) -2.94 (1.5);
p-value, MMRM 0.95 0.56 0.50 0.12 0.057
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Reliance I: REL-1017 vs placebo with post-hoc removal of two sites with
paradoxical results

Modified analysis of 41 of 43 centers and 185 of 227 subjects®

[ B Placebo
L REL-1017 25mg
l

AMADRS (N=185) Day 4 Day 7 Day 14 Day 21 Day 28
Placebo N=88, 25 mg N=97, 41 sites End of Treatment

Placebo Mean (SD) -8.5(7.0) -11.0 (9.6) -11.0(10.8) -11.8 (10.3) -12.6 (9.8)

25mg Mean (SD) -8.8(9.1) -10.7 (9.6) -13.4(9.1) -15.3 (10.1) -16.7 (11.1)
REL-1017 vs Placebo LSMean Diff (SE);

-1.0(1.3) 0.1 (1.4); -2.6(1.5) -3.3(1.6); -3.7(1.6);
p-value, MMRM 0.45 0.95 0.08 0.03 0.02
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Patient sources: verifiable vs. unverifiable

Verifiable sources Unverifiable sources

Past patients at site* Radio/TV AD

Current patient* Banner/Pop AD

Site database** Social media

HCP referral Internet search

Friend

*For past/current patients at site, they are not necessary RecrUitme nt Company
patients who were Ireated by the site. For sites that are )
R h-only (no psychiatric practice), these patients have Referral from other patlents
worked with the sites for Research purposes, but not for

ongoing care

**Patients from site database are patients that sites have
contacted in the past
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Reliance I: MADRS10 results for patients from verifiable sources vs
unverifiable sources

Patients from verifiable sources Patients from unverifiable sources

—r BLA —FREL PLA

Mean MADRS10 score
Mean MADRS10 score

(¥ J

Baseline/ Day4 Day7 Day 14 Day 21 Day 28 Baseline/ Day4 Day7 Day 14 Day 21 Day 28
Day 1 Day 1
REL 52 50 50 50 49 49 REL 61 61 60 60 59 60
PLA 40 39 39 39 a7 37 PLA 74 70 70 66 65 T0
Average change from baseline on REL-1017 -17.22 p=0.01614 Average change from baseline on REL-1017 -13.22 p=0.58911
Day 28 Day 28

PLACEBO -11.76 PLACEBO -14.31
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Potential impact of the COVID-19 pandemic on Reliance I:
MADRS10 results for patients enrolled* before vs. after April 1st, 2022

Patients enrolled before April 1st, 2022

Patients enrolled after April 1st, 2022

—EL  —PLA —RE] s— LA

40 40
® 35 o s
g 8
9 @ w0
o o
o 5 n =®
4 14
o a
< <
= 15 =15
c =4
g o é 10
= 5

0 ]
Baseline/ Day4 Day7 Day 14 Day 21 Day 28 Baseline/ Day4 Day7 Day 14 Day 21 Day 28
Day 1 Day 1
REL 65 63 62 62 62 62 REL 48 48 48 48 46 47
PLA 64 63 62 60 59 61 FLA 50 46 47 45 43 46
Average change from baseline REL-1017 -14.52 p=0.89048 Average change from baseline REL-1017 -15.68 p = 0.08898
on Day 28 on Day 28 PLACEBO -11.63

PLACEBO

-14.79

REL-1017 displays a robust safety profile and confirms no evidence

for abuse potential or dissociative effects across studies

Cardiac safety

No AE related to QTcF

prolongation

Suicidality

No evidence of increased
suicidal ideation/behavior

measured with C-SSRS' scales

Dissociative effects
and withdrawal
symptoms

No evidence of drug-induced
dissociation based on CADDS?

No evidence of withdrawal
symptoms based on the
SOWS?, COWS* and PWC-20°
scales

Abuse potential

These results are consistent with safety and tolerability findings from the Phase 2 study

MADDERS® reports®

No signal of abuse potential as
assessed in the MADDERS®
reports®
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In Reliance | no serious treatment related treatment-emergent adverse
event (TEAE) and no opioid like effects were observed

Treatment-emergent adverse events by preferred term in patients with MDD in the safety analysis set

Variable

Patients with at least one TEAE 61 53.5 55 48.7 116 51.1
Patients with at least one treatment related TEAE 28 246 30 26.5 58 256
Patients with at least one serious treatment related TEAE 0 0.0 0 0.0 0 0.0

Treatment-emergent adverse events* occurring in 5% or more patients per treatment arm

Headache 9 7.9 13 11.5 22 9.7
CovID19 10 8.8 6 53 16 7.0
Upper respiratory tract infection 6 53 8 71 14 6.2
Nausea 5 4.4 8 A 13 57
Diarrhea 7 6.1 5 Ex 12 5.3
Constipation 7 6.1 3 2.7 10 4.4
Dizziness 2 1.8 7 6.2 9 4.0

Key learnings from stakeholders following Reliance | and
Reliance lll results

. Study site visits were too long and entailed too many assessments

. High enrolling sites with high placebo rates were over-represented
in the final dataset

Study screening eligibility adjudication needed improvement

. COVID-19 impacted our trial due to the large number of patients
experiencing situational depression related to isolation and other
pandemic related issues




Changes to improve subject quality and better manage
placebo response for ongoing and new studies

Requirement of medical records to verify depression diagnoses and ADT history
to ensure enroliment of patients with true clinical depression

. Increased clinical trial oversight and management to improve screening
eligibility adjudication

. Careful site selection based on the wealth of data gathered from recent trial
experiences

. Limiting the number of patients enrolled per site to ensure there is not a
disproportionate effect on study outcomes

Protocol simplification to reduce the duration of site visits and assessments,
. enhance recruitment, and minimize placebo response

Significant progress on the path to NDA

\/ All non-clinical & phase 1 studies completed

\/ All Human Abuse Potential studies (HAPs) completed

\/ Considerable safety data collected from two phase 3 studies and open-label extension




Corporate Information
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Financial overview

$35.9

million

Cash, cash equivalents Warrants outstanding Operating cash burn Common shares
. Inp®
& short-term investments outstanding
As of 12/31/2022 As of 12/31/22, weighted average 4Q22 As of 12/31/2022
exercise price, $17.02




Relmada development program & timeline

Program Q23 2Q23 3Q23 4Q23 1H 24 2H 24

Reliance Il (302): adjunctive MDD trial
Reliance OLS: long-term,
REL-1017 open-label study in MDD
Study 304: adjunctive MDD trial

Upcoming events

Complete Reliance-OLS mid-2023
Complete ongoing Reliance |1 1H 2024
Initiating additional phase 3 adjunctive MDD trial mid-2023 with completion anticipated 2H 2024

£2023 Relmada - All rights reserved

Investment summary

REL-1017 is in Phase 3 for depression, a primary cause of disability worldwide'

) ) REL-1017 potentially addresses the limitations of current MDD treatments where 50%-66%
Focus on CNS diseases and lead of patients do not fully recover on an antidepressant medication?, take 2-8 weeks to work,
program in major depressive disorder and have significant side effects

Highly experienced clinical team with CNS focused backgrounds and a successful track
record advancing programs through NDA approval

Phase 3 program underway with positive efficacy signals and safety data consistent with
phase 1 and 2 studies

Novel MOA with successful Phase 2 trial in adjunctive MDD that showed statistically significant,
robust, rapid, and sustained antidepressant effects with favorable safety and tolerability profile?
Strong intellectual property position around REL-1017 with expirations through the mid/late-
2030s

Highly compelling opportunity
in REL-1017

Improved clinical trial management
Quality patient selection

Careful site selection

Protocol simplification

£2023 Relmada - All rights reserved







