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Forward looking statements and safe harbor
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The statements in this document that are not historical facts are “forward-looking statements” as that term is defined in the Private Securities Litigation Reform Act of 1995. Forward-looking statements in this document include statements regarding: 
the planned design, enrollment, timing, commencement, interim and full data readout timing, scope, regulatory pathways, and results of the Company’s current and planned clinical trials, including the Phase 2b study of enobosarm in 
combination with a GLP-1 agonist for the treatment of obesity and related muscle wasting, the confirmatory Phase 3 study of sabizabulin for certain COVID-19 patients (if undertaken), the Phase 3 study of sabizabulin in adult hospitalized patients 
with ARDS (if undertaken), the Phase 2b/3 study of enobosarm in combination with abemaciclib for the 2nd line treatment of AR+ ER+ HER2 metastatic breast cancer, and whether any of such studies will meet any of its primary or secondary 
endpoints; whether and when the IND for the enobosarm/GLP-1 combination study will be filed with the U.S. FDA, whether the FDA will require any additional studies or any preclinical studies, whether the study, if started, will have the same target 
patient populations as described in this presentation, and whether and when the planned study will commence enrollment and read out data;  whether the historical clinical results showing enobosarm’s effect on preventing muscle wasting, 
increasing or maintaining muscle mass and bone density or assisting with preferential fat loss will be replicated to any significant degree or at all in the planned Phase 2b study or in any future study and whether, if approved, any such results would 
be seen in commercial clinical use; whether and when any of the planned interim analyses in the planned Phase 3 confirmatory study of sabizabulin for certain COVID patients or in ARDS patients or in any other trial will occur and what the results 
of any such interim analyses will be; whether the results of any such interim analyses or any completed Phase 3 study or any other interim data will be sufficient to support an NDA for sabizabulin for any indication; whether and when any potential 
NDA would be granted; whether and when the Company will meet with BARDA regarding any potential partnering opportunities and whether those efforts will be successful, and when the Company might learn the results of any potential 
partnering efforts with BARDA; whether and how the Company will fund the planned Phase 3 studies of sabizabulin in COVID-19 and ARDS or any other indication; whether the current and future clinical development efforts of the Company, 
including all studies of sabizabulin in COVID-19, ARDS, or any other infectious disease indications or enobosarm in obesity or oncology indications, and any of their results will demonstrate sufficient efficacy and safety and potential benefits to 
secure FDA approval of any of the Company’s drug candidates; whether the drug candidates will be approved for the targeted line of therapy; whether government and private payors will provide sufficient coverage for enobosarm for obesity 
or any of the Company’s other drugs, if approved in each case; whether the companies that develop and commercialize GLP-1 drugs for obesity will accept the use of enobosarm in combination with their respective products; whether the 
intellectual property portfolio for enobosarm is sufficient to protect the Company’s interest in enobosarm in obesity, breast cancer or any other indication and whether it will prevent competitors from developing SARMs for the same indication or 
whether the Company will have the resources or be successful in enforcing its intellectual property rights; whether and how long the relative lack of competition in the obesity market for drugs and drug candidates that might help mitigate muscle 
wasting will continue and what the effects of any such competition might be on the Company’s prospects in the sector; whether enobosarm will become a treatment, in combination or alone, for obesity or breast cancer, and whether sabizabulin 
will become a treatment for broad ARDS or COVID-19; whether the Company’s FC2 telemedicine portal sales will grow or replace prior revenue from the U.S. prescription sales of FC2; whether the Company will recover any of the monies owed it 
by The Pill Club; whether and when the Company will receive the remaining installments from Blue Water in connection with the sale of ENTADFI or will receive any of the potential sales milestones related thereto and whether the Company will 
ever be able to liquidate the preferred stock that it owns in Blue Water; whether, when and how many shares may be sold under the Lincoln Park Capital Fund equity line; whether the cash raised by any future equity offering will be sufficient for 
the Company’s planned or expected operations; and whether the Company’s current cash will be sufficient to fund its planned or expected operations. These forward-looking statements are based on the Company’s current expectations and 
subject to risks and uncertainties that may cause actual results to differ materially, including unanticipated developments in and risks related to: the development of the Company’s product portfolio and the results of clinical studies possibly being 
unsuccessful or insufficient to meet applicable regulatory standards or warrant continued development; the ability to enroll sufficient numbers of subjects in clinical studies and the ability to enroll subjects in accordance with planned schedules; 
the ability to fund planned clinical development as well as other operations of the Company; the timing of any submission to the FDA or any other regulatory authority and any determinations made by the FDA or any other regulatory authority; 
the Company’s existing product, FC2 and any future products, if approved, possibly not being commercially successful; the ability of the Company to obtain sufficient financing on acceptable terms when needed to fund development and 
operations; demand for, market acceptance of, and competition against any of the Company’s products or product candidates; new or existing competitors with greater resources and capabilities and new competitive product approvals 
and/or introductions; changes in regulatory practices or policies or government-driven healthcare reform efforts, including pricing pressures and insurance coverage and reimbursement changes; risks relating to the Company's development of its 
own dedicated direct to patient telemedicine and telepharmacy services platform, including the Company's lack of experience in developing such a platform, potential regulatory complexity, and development costs; the Company’s ability to 
protect and enforce its intellectual property; the potential that delays in orders or shipments under government tenders or the Company’s U.S. prescription business could cause significant quarter-to-quarter variations in the Company’s operating 
results and adversely affect its net revenues and gross profit; the Company’s reliance on its international partners and on the level of spending by country governments, global donors and other public health organizations in the global public 
sector; the concentration of accounts receivable with our largest customers and the collection of those receivables; the Company’s production capacity, efficiency and supply constraints and interruptions, including potential disruption of 
production at the Company’s and third party manufacturing facilities and/or of the Company’s ability to timely supply product due to labor unrest or strikes, labor shortages, raw material shortages, physical damage to the Company’s and third 
party facilities, product testing, transportation delays or regulatory actions; costs and other effects of litigation, including product liability claims and securities litigation; the Company’s ability to identify, successfully negotiate and complete 
suitable acquisitions or other strategic initiatives; the Company’s ability to successfully integrate acquired businesses, technologies or products; and other risks detailed from time to time in the Company’s press releases, shareholder 
communications and Securities and Exchange Commission filings, including the Company’s Form 10-K for the fiscal year ended September 30, 2023 and subsequent quarterly reports on Form 10-Q. These documents are available on the “SEC 
Filings” section of our website at www.verupharma.com/investors. The Company disclaims any intent or obligation to update these forward-looking statements.



Program Mechanism Indication 2023 2024 2025 2026

Metabolic

Enobosarm and 
GLP-1 receptor agonist

 combination

Selective androgen 
receptor modulator 

(SARM)
+

GLP-1 receptor agonist

Obese or overweight elderly 
patients receiving a GLP-1 RA

Breast Cancer

Enobosarm 
+/- 

abemaciclib
combination

Selective androgen 
receptor modulator  

(SARM)
+

CDK 4/6 inhibitor

Phase 3  ENABLAR-2 
AR+ ER+HER2- metastatic 

breast cancer  
(2nd line metastatic setting)*

Infectious Disease- Acute Respiratory Distress Syndrome

Sabizabulin

Oral microtubule 
Disruptor

Broad host targeted 
antiviral and anti-

inflammatory agent

Phase 3 (902) study- 
Hospitalized COVID-19 
patients at high risk for 

ARDS

Phase 3 (904) study - 
Hospitalized patients with 

viral ARDS**
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Phase 2b 
FPI 

Drug candidate pipeline
Biopharmaceutical company

Active

Positive Phase 3 study

Fast Track Designation

Phase 3 
FPI -408

Phase 3 
data

Lilly clinical collaboration and supply agreement
Phase 3 data-

stage 1
Phase 3 FPI 
Stage 1- 160

Paused*

Paused**

Completed

Phase 2b 
Protect 

muscle loss 
from GLP-1 

data

Phase 2b 
Rescue

open-label 
data

IND

*Subject to availability of funds **Subject to funding from government grants, pharmaceutical company partnerships, or other similar third-party external sources



• Weight loss drugs GLP-1 receptor agonists demonstrated a 6.2-17% 
average total weight loss1,2 

• 20-50% of the total weight loss is from muscle loss1,3,4,5

1 Wilding JPH et al. NEJM 384:989-1002, 2021|2 Wegovy FDA PI |3 Sargeant JA et al. Endocrinol Metab 34:247-262, 2019| 4 Ida S et al. Current Diabetes Rev 17:293-303, 
2021|5 McGrimmon RJ et al. Diabetologia 63:473-485, 2020 |
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1 pound of muscle for 1 pound of fat



Currently GLP-1 RA drugs result in significant loss of both fat and muscle
The target population is the at risk obese or overweight patients with low muscle reserves

• Approximately 42% of older adults (>60 yo) have obesity 
or overweight and could benefit from weight-loss drugs1

• Subpopulation: older obese or overweight patients with 
low muscle mass/ functional limitations

• 30% of people over 60 years old and more than 50% of those over 
80 years old have sarcopenia

• Elderly patients with sarcopenia obesity have a higher risk of 
frailty/muscle weakness, which can lead to poor balance, 
decrease in gait, loss of muscle strength, functional limitations, 
mobility disability, falls and fractures, higher hospitalization rate, 
and increased mortality2-4

1 CDC |2 Wennamethee SG et al. Current Diabetes Reports 2023|3 Spanoudaki M et al. Life 13:1242, 2023|4 Roh E et al. Front Endocrinol 11: 2020|5 Batsis J et al. Nature 
Reviews Endocrinology 14:513-537, 2018

Normal5

Sarcopenic obesity5

CT scans
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WEGOVY FDA label now shows fracture safety data from SELECT Cardiovascular 
outcomes study

1 Wegovy PI page 4

6



Lumbar surgery patients on Wegovy were at greater risk for repeat operations1

Wegovy induced sarcopenia, or muscle loss the cause?

1 Khalid, S. American Association of Neurological Surgeons 2024 Annual Meeting, May 2024
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• Patients from all-payer Mariner database 
• Patients aged 18-74 years with type 2 diabetes who 

underwent elective transforaminal lumbar interbody 
fusions (TLIFs) between 1/18- 10/22and October 
2022

• 447 patients with semaglutide use and 1334 with no 
semaglutide use. More than half (56%) were female, 
62% used insulin, and 81% underwent single-level 
TLIF

• Results:
• Patients taking semaglutide were nearly 12 times 

more likely to have an additional lumbar surgery at 1 
year than did those who did not use the drug (27.3% 
vs 3.1%; OR, 11.79; 95% CI, 8.17-17.33 log-rank 
p<0.0001)

• Syed Khalid, MD, study PI, believes that muscle loss from GLP-
1 drugs is the cause for repeat operations1



GLP-1 receptor agonist drug seems to have stopped working?
What do I do now and how do I stop? How do I keep the weight off after stopping?
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Wegovy approval clinical studies1: overweight and obese adult patients
Rate of weight loss reaches a plateau 

1FDA Wegovy PI |2 Dulloo AG et al. Eur J Clin Nutrition 71:353-357, 2017; 3 Dulloo A Obesity 25:277-279, 2017

Stopped drug

Appetite comes back
One explanation: deficit in lean 
body mass (muscle) drives an 
increase in appetite and fat 
rebound weight regain2,3

9



Muscle produces myokines 
Myokines regulate appetite control and energy balance1,2

10

Depleted muscle- low energy balance

Appetite

Energy expenditure

Lipid break-down

1 Dulloo A Obesity 25:277-279, 2017 | 2Grannell A et al. Muscles 1:26-47, 2022

Myokines



Enobosarm is a novel oral selective androgen receptor modulator (SARM)
designed to reduce fat mass and increase lean mass (muscle and bone)

• Enobosarm (Ostarine, MK2866, GTx-024) is a nonsteroidal, selective 
androgen receptor modulator1,2

• Data from clinical trials and preclinical studies support enobosarm’s 
potential:
• Once-a-day oral dosing
• Activates the androgen receptor, a well-established mechanism

• Tissue selective
• Improves muscle mass and physical function2,6

• Stimulates lipolysis, inhibits lipogenesis, and decreases fat mass7,8

• Builds and heals bone-potential to treat bone loss/osteoporosis3-5 

• Safety
• Lack of masculinizing effects

• Not converted to estrogen or dihydrotestosterone

• No liver toxicity- no DILI observed in clinical studies ( 27 clinical studies)

Chemical structure of enobosarm

1 Narayanan R et al. Mol Cell Endocrinol 2017|2 Dalton JT et al. Curr Opin Support Palliat Care 7:345-351, 2013|3Kamrakova M et al Calcif Tissue Int 106:147-157,2020|4 Hoffman DB et al. J Bone 
Metab 37:243-255, 2019|5 Kearbey JD et al Pharm Res 26:2471-2477, 2009| 6Dobs AS et al. Lancet Oncol 14:335-45, 2013|7Dalton JT et al. J Cachexia Sarcopenia Muscle 2:153-161, 2011|
8 Leciejewska N et al. J Phys and Pharma 70:525-533, 2019 11



Enobosarm clinical data from 5 clinical trials approx. 1,000 patients conducted 
by GTx or Merck in subjects with and without muscle wasting

Sarcopenic= presence of low muscle mass; LBM= lean body mass; SCP= stair climb power (Watts), power exerted in a 12-step stair climb; CSR=clinical study report ; N.S.=not significant 12

Subjects
(n=) Phase Population Purpose Muscle (LBM) Muscle strength/ 

function Fat Mass Duration Source

120 (24 
received 

enobosarm 
3mg)

2

Males over 60 years of 
age and postmenopausal 

women
(Study G200501)

Dose-finding
(0.1mg-3mg) placebo 

controlled

3mg=1.25 kg increase
(p< 0.001 compared to placebo)

3.1% increase from baseline

3mg
Increase SCP 

(p=0.049 compared to 
placebo)

3mg=0.32 kg decrease
(p=0.049 compared to 

placebo)
2-5% decrease in fat mass 

12 weeks

Dalton JT 
J Cachexia 

Sarcopenia Muscle 
2:153, 2011 and 

CSR

48 (12 
received 

enobosarm 
3mg)

2
Sarcopenic 

postmenopausal women
(Study 003)

Double-blind placebo 
controlled  (3mg)

3mg=1.54 kg increase
(p<0.001 compared to placebo)

3.7% increase from baseline.

Bilateral leg press 
3mg 21.96 lbs. increase 

from baseline vs 
placebo 1.5 lbs. increase 

from baseline 

Not collected 12 weeks
Merck study Clinical 

study report (on 
file)

159 (41 
received 

enobosarm 
3mg)

2b Muscle wasting cancer
(Study G200502)

Double-blind placebo 
controlled

(1 and 3 mg)

3mg = 1.27 kg (2.8%) increase
(p=0.041 compared to baseline)

3mg
16.8 watt increase SCP.
(p=0.001 compared to 

baseline)

3mg= 0.76 kg decrease in 
total fat mass

(p=0.086 compared to 
placebo)

4% decrease of total fat 
mass

16 weeks

Dobs AS Lancet 
Oncology 14:335, 

2013
And CSR

321 (160 
received 

enobosarm 
3mg

3

Lung cancer muscle 
wasting receiving 
cisplatin + taxane 

chemotherapy
(Study G300504)

Double-blind placebo 
controlled

(3mg)

0.8 kg Increase in LBM at Day 84 
(p<0.001 from baseline)

Higher mean slope of the 
change from baseline than 

placebo (p=0.0002 Day 84 and 
p<0.0001 Day 147)

5.17% Increased in SCP 
at Day 84 vs. -1.27% in 

the placebo 

Higher mean slope of 
the change from 

baseline (p=0.0147 at 
Day 84, p=0.049 at Day 

147)

Not collected 21 weeks Clinical study report 
(on file)

320 (159 
received 

enobosarm 
3mg) 

3

Lung cancer muscle 
wasting receiving 

cisplatin + nontaxane 
chemotherapy

(Study G300505)

Double-blind placebo 
controlled

(3mg)

0.73 kg Increase in LBM Day 84 
and 0.67 kg increase at Day 147 

(p=0.013)

Higher mean slope of the 
change from baseline compared 

to placebo
(p=0.0111 at Day 84, and 

p=0.0028 at Day 147)

SCP N.S. Not collected 21 weeks Clinical study report 
(on file)



Healthy elderly men (>60 yo) and postmenopausal women receiving enobosarm in Phase 2 
double-blind placebo controlled clinical trial (G200501) demonstrated improved lean body 
mass and physical function

1 Dalton JT et al. J Cachexia Sarcopenia Muscle 2:153-161, 2011|2 G200501 Clinical Study Report

• 120 subjects enrolled
• 12 weeks of treatment

% Change in lean mass % Change in stair climb power

Blood glucose was significantly decreased by an average of 6.9 ± 2.5 mg/dL in the enobosarm 3mg versus placebo (n=24; 
P = 0.006) 

Blood insulin was reduced by 2.2 ± 1.1 µIU/mL in the enobosarm 3mg versus placebo (n=24; P = 0.052) 
 
Insulin resistance (HOMA-IR) was reduced in the enobosarm 1-mg and 3-mg treatment groups (placebo = 2.6% ± 8.6, 
1 mg = −9.3% ± 5.5, 3 mg = −27.5% ± 7.6 )( P = 0.013 3 mg vs. placebo)

Metabolic changes

0 0.1 0.3 1 3

0 0.1 0.3 1 3Dose (Mg)
Dose (Mg)

N=24 for each group N=24 for each group
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Mean change in fat mass

0 0.1 1 3

Dose (Mg)

0.3

N=24 for each group
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Phase 3 randomized, double-blind, placebo-controlled 504 clinical trial of evaluating the 
effects of enobosarm on muscle wasting in patients with non-small cell lung cancer on first 
line platinum plus a taxane chemotherapy1

1 Study G300504 CSR data on file Veru 

3mg enobosarm treatment in 321 subjects enrolled for 21 weeks

Up to Day 84 visit

Up to Day 147 visit

Lean body mass (muscle)
Up to Day 84 visit

Up to Day 147 visit

Stair climb power

14



Phase 3 randomized, placebo-controlled 504 clinical trial of evaluating enobosarm on 
muscle wasting in patients with non-small cell lung cancer on first line platinum plus a 
taxane chemotherapy1

1 Study G300504 CSR data on file Veru 

Up to Day 84 visit
Total lean body mass

Up to Day 84 visit
Total fat mass

15

Up to Day 147 visit
Total body weight*

Post-hoc analysis of obese subpopulation (BMI ≥ 30)

Placebo N=15, Treated N=14
Placebo corrected % change = +4.96%

Placebo N=15, Treated N=14
Placebo corrected % change = -5.77%

Placebo N=12, Treated N=12
Placebo corrected % change = -4.51%

Placebo Placebo Placebo3 mg 3 mg 3 mgAb
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Total Fat mass
Placebo corrected % change = -14.4%



Percentage of healthy and cancer subjects in all 5 clinical and 
Phase 1 clinical trials reporting a treatment-emergent serious 
adverse event with a frequency of ≥ 1%

Enobosarm has an extensive safety database
Combined Safety data from 5 Phase 2 and 3 clinical trials in cancer and healthy subjects 
and Phase 1 studies 

1Taken from GTx Investigator Brochure 2017

Percentage of healthy and cancer subjects in all 5 clinical and 
Phase 1 clinical trials reporting a treatment-emergent adverse 
event with a frequency of ≥0.5%

16

MedDRAPreferred
Term

Enobosarm
(N=896)

Placebo
(N=437)

n(%)

MedDRAPreferred 
Term

Enobosarm 
(N=896)

Placebo 
(N=437)

All subjects 
(N=1333)

n(%) n(%) n(%)
Any treatment related 
adverse event

219 (24.4) 73 (16.7) 292 (21.9)

Headache 51 (5.7) 10 (2.3) 61 (4.6)
Nausea 27 (3.0) 12 (2.7) 39 (2.9)
Alanine 
aminotransferase 
increased

19 (2.1) 2 (0.5) 21 (1.6)

Diarrhoea 19 (2.1) 12 (2.7) 31 (2.3)
Dizziness 18 (2.0) 2 (0.5) 20 (1.5)
Back pain 13 (1.5) 2 (0.5) 15 (1.1)
Constipation 12 (1.3) 3 (0.7) 15 (1.1)
Vomiting 12 (1.3) 4 (0.9) 16 (1.2)
Pain In extremity 11 (1.2) 4 (0.9) 15 (1.1)

Hyperhidrosis 9 (1.0) 1 (0.2) 10 (0.8)
Pruritus 9 (1.0) 3 (0.7) 12 (0.9)
Somnolence 9 (1.0) 0 (0) 9 (0.7)
Dyspnoea 8 (0.9) 0 (0) 8 (0.6)
Fatigue 8 (0.9) 5 (1.1) 13 (1.0)
Abdominal Pain 7 (0.8) 2 (0.5) 9 (0.7)
Hot Flush 6 (0.7) 2 (0.5) 8 (0.6)
Muscle Spasms 6 (0.7) 1 (0.2) 7 (0.5)
Myalgia 6 (0.7) 1 (0.2) 7 (0.5)
Dizziness Postural 5 (0.6) 0 (0) 5 (0.4)

Insomnia 5 (0.6) 1 (0.2) 6 (0.5)
Rash 5 (0.6) 0 (0) 5 (0.4)



Enobosarm has an extensive safety database

• Evaluated in 27 clinical trials comprising >1580 
subjects dosed (235 subjects dosed at > 9mg) 

• Data reported from 12 Phase 1 studies:
• No QT effects
• No significant drug-drug interactions2

• No significant food effect
• No significant renal or hepatic effects
• Major metabolites analysis and route of 

elimination- renal elimination and only metabolite 
is enobosarm glucuronide

• Cytochrome P450 3A4- enobosarm is not an 
inhibitor

1Dalton JT et al. J Cachexia Sarcopenia Muscle 2:153-161, 2011 | 2: Enobosarm has not been evaluated for adverse drug-drug interactions in combination with GLP-1

Safety of special interest: 
Elderly healthy volunteers G200501 Phase 2 study 
conducted by GTx1

HDL changes are similar to what has been observed for testosterone replacement

17



Enobosarm +/- GLP-1 RA for the treatment of obesity
Clinical and regulatory strategy for all patients who are overweight or obese

• New drug in combination with GLP-1 RA should show incremental 
increase in weight loss

• Enobosarm potential direct effects: 
• Prevents muscle loss: active protein synthesis in muscle 
• Increases fat loss: increase in lipolysis and decrease in lipogenesis

GLP-1 RA 
Treatment of 

Obesity Enobosarm + GLP-1 RA

High quality weight loss: preferential fat loss 
and preservation of muscle Regulatory 

Primary endpoint*:
Weight loss

18

Strategy 1 - Entire 
obesity population



If muscle is preserved, can there still be significant weight loss?

19

The amount of fat mass compartment is greater
 than the muscle mass one



If muscle is preserved, could be there be greater weight loss without a plateau ?

20

Effect of long-term testosterone in hypogonadal men with obesity 
(8 years)

1Lincoff AM, Brown-Frandsen K, Colhoun HM, et al. Semaglutide and cardiovascular outcomes obesity without diabetes. N Engl J Med 2023;389:2221-32. DOI: 
10.1056/NEJMoa2307563 | 2  Saad F et al. Int J Obesity 40: 162-170, 2016.

SELECT Trial: 
Effect of semaglutide vs placebo on body weight 

(4.25 years)

BMI 30-34.9 BMI 35-39.9 BMI >40



If muscle is preserved, no muscle deficit, there could be significant weight loss

21

Greater amount of fat loss and 
resultant weight loss on GLP-1RA?

Prevent rebound fat and weight gain 
and maintain weight loss when off GLP-1RA?

+ Enobosarm?

Enobosarm 
monotherapy?

1FDA Wegovy PI |2 Dulloo AG et al. Eur J Clin Nutrition 71:353-357, 2017; 3 Dulloo A Obesity 25:277-279, 2017| 4Grannell A et al. Muscles 1:26-47, 2022



Sarcopenic obese or overweight elderly patients at risk for developing muscle weakness 
and functional limitations when receiving GLP-1 RA for weight loss

22
1 Taken from Malandrino N et al. Endocrinol Metab Clin N Am 52 (2023) 317–339 



Enrolling Phase 2b QUALITY Trial- Phase 2 double-blind, placebo controlled, randomized, 
dose finding trial of enobosarm in preventing muscle loss and increasing fat loss in patients 
receiving a GLP-1 RA for weight loss

Ra
nd

om
iza

tio
n

1:
1:

1 Enobosarm 3 mg PO
+ GLP-1 RA

Placebo
+ GLP-1 RA

16 weeks Treatment

Sample size calculation
• N=150 patients  
(50 subjects/arm)

Key Inclusion criteria:
• Obese or overweight
• Age ≥60 years
• GLP-1 RA is indicated

23

Enobosarm 6 mg PO
+ GLP-1 RA

Enobosarm and GLP-1 RA combination study
Primary endpoint:
• LBM (muscle mass) 
measured by DEXA scan

Secondary endpoints:
• Change in total body fat
• Change in total body 

weight  
• Change in HOMA-IR – 

insulin resistance
• Stair climb physical 

function test

Enobosarm 3 mg PO

Stop GLP-1 RA extension study
12 weeks 

Primary endpoint of LBM 
at 16 weeks

1 Wilding JPH et al. NEJM 384:989-1002, 2021

• Semaglutide treatment  for obesity1

• 6.92 kg of lean body mass lost by 68 weeks (40% of total weight loss) 

• 49% of total weight loss at 68 weeks occurred by 16 weeks

• Study Power Assumptions

• α=0.05 (two-sided), power = 90%

• 1.6 kg loss in lean mass at 16 weeks in placebo group

• 0.3 kg loss in lean mass at 16 weeks in enobosarm groups

 

Principal Investigator- Steven B. Heymsfield, M.D., a Professor and the 
Director of the Body Composition-Metabolism Laboratory at the Pennington 
Biomedical Research Center in Baton Rouge, Louisiana
 

Enobosarm 6 mg PO

Placebo

Induction Maintenance



Enobosarm is a muscle drug 
Muscle should be the target for greater high quality weight loss (precision weight loss)

Dulloo AG et al. Eur J Clin Nutrition 71:353-357, 2017; Dulloo A Obesity 25:277-279, 2017

• Prevent loss of muscle to preserve physical function
• Older adults with sarcopenic obesity are at risk for developing 

physical function decline; accelerated development of frailty
 

• Preserve muscle to stop the GLP-1 weight loss plateau 
• Loss of muscle creates a muscle deficit that triggers increase in 

appetite that counters the hypocaloric benefit of GLP-1 drugs 
leading to the weight loss plateau 

• Without muscle deficit, GLP-1 drugs may potentially remove more 
fat mass in a maintained hypocaloric state
 

• Adequate muscle reserve upon cessation of GLP-1 drugs may 
prevent fat mass rebound weight regain

• Muscle deficit when stopping the GLP-1 drives over-eating and 
collateral fattening 

• Fat is preferentially regained over muscle; rebound total weight 
gain is primarily fat 

24



Enobosarm and GLP-1 receptor agonists
Target product profile

• Enobosarm is a nonsteroidal, selective androgen receptor modulator that targets the androgen receptor, a 
well-established mechanism of action1,2

• Data from clinical trials and preclinical studies support enobosarm’s potential:
• Administration: Once-a-day oral dosing

• Efficacy
• Avoidance of muscle loss - improves muscle mass and physical function2,6

• Reduction of fat mass - stimulates lipolysis and inhibits lipogenesis7,8

• Metabolic effects- decrease glucose, lowers insulin, and reduces insulin resistance

• Builds and heals bone-potential to treat bone loss/osteoporosis3-5 

• Safety
• Large safety database

• Not converted to estrogen or dihydrotestosterone

• Lack of masculinizing effects in women

• No liver toxicity - no DILI observed in clinical studies ( 27 clinical studies)

• Minimal GI side effects: frequencies of nausea, vomiting, and diarrhea are similar to placebo9

1 Narayanan R et al. Mol Cell Endocrinol 2017|2 Dalton JT et al. Curr Opin Support Palliat Care 7:345-351, 2013|3Kamrakova M et al Calcif Tissue Int 106:147-157,2020|4 Hoffman DB et al. J Bone 
Metab 37:243-255, 2019|5 Kearbey JD et al Pharm Res 26:2471-2477, 2009| 6Dobs AS et al. Lancet Oncol 14:335-45, 2013|7Dalton JT et al. J Cachexia Sarcopenia Muscle 2:153-161, 2011|
8 Leciejewska N et al. J Phys and Pharma 70:525-533, 2019 | 9: Taken from GTx Investigator Brochure 2017 25



Metabolic diseases program
Phase 2b QUALITY clinical trial- Clinical milestones
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Obesity Program

Drug candidates
Enobosarm and GLP-1 receptor 
agonist combination

Mechanism
Selective androgen receptor 
modulator (SARM) + GLP-1 Receptor 
agonist

Indication
Prevent muscle loss in obese or 
overweight elderly patients 
receiving a GLP-1 RA

2023 2024 2025

IND cleared

Phase 2b
First patient in

April 2024
n=90

Phase 2b study
LBM topline 

data

Phase 2b 
extension 

study topline 
data



1 An aggregate of 17.1 million stock options and stock appreciation rights are outstanding and are, or could potentially be, dilutive in excess of the 146.4 million common shares above

Financial highlights

Balance Sheet as of March 31, 2024

Cash $   34.7 mm
US/UK NOL carryforward $138.6/63.0 mm
Common Shares Outstanding1 146.4 mm
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Q2 FYTD 2024
Results of operations

Q2 FYTD 2024 Net Revenues $   6.3 mm

Q2 FYTD 2024 Gross Profit $   1.8 mm

Q2 FYTD 2024 Operating Loss $ 17.8 mm

Q2 FY 2024
Results of operations

Q2 2024 Net Revenues $   4.1 mm

Q2 2024 Gross Profit $   0.7 mm

Q2 2024 Operating Loss $   9.9 mm


