Peptide Review Table

Peptide

Meets 503A Bulk
Requirements

Studied in Humans

Route/Dosing

o0 0
o0 0
[ N

Fagron

academy

Noates on Uses/Studies

Anti-Obesity Drug (AOD-
9604)%,23

peptide fragment of
human growth hormone

16 amino acids

Body Protection
Compound BPC-157)%7

derived from a much
larger molecule isolated
from human gastric juice

15 amino acids in length

Not permitted for
compounding

Not currently
permitted for
compounding — up for
evaluation July 23
2026

Yes, limited data on oral
use

Yes, limited data on
intraarticular dosing

Limited data on 1mg per day
oral for weight loss

No studies on efficacy in
humans for IV use

Not studied in humans via the
oral, IV, IM, or SC routes

Intraarticular dosing at 1-4mg
studied in a small-scale trial

Reported use for weight loss

12 week randomized controlled trial on Tmg/day oral AOD-
9604 found patients lost an average of 2.6kg vs 0.8kg in the
placebo group, but a 24 week trial later in 2007 didn’t find
significant weight loss vs placebo.

1mg dose demonstrated better weight loss than 10mg dose
in one trial.

Dosing between 25-400mcg/kg bodyweight for [V
administration (evaluation of single doses) has been found
to produce limited adverse effects, with headache being
most commonly reported. A few subjects did report mild or
moderate euphoria that could be related to treatment

Reported use for injury recovery, accelerated healing, tissue
repair

One study evaluated the impact of BPC-157 intra-articular
injection on patients with knee pain of various causes
including ligamentous and tendinous sprains. The study was
small, with 12 patients receiving BPC-157 injections and four
receiving combination BPC-157 and thymosin-beta 4 (TB4)
injections. Of the 12 patients on BPC-157 alone, 11 reported
improvement and of the 4 on combination therapy, three
reported improvement. The studied doses were 4mg BPC-157
(2mg/mL with a 2mL injected volume) or 1-4mg BPC-157 (in 1-
2mL) combined with 3-6mg (1-2mL) of TB4. Adverse effects
were not noted in this study, though, the patient population
was very small.

Studies on BPC-157 in humans via the oral, intramuscular,
subcutaneous, or intravenous routes are not currently
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Bremelanotide (PT-141)*

12

Analog of a-melanocyte-
stimulating hormone (a-
MSH)

7 amino acids

Cathelicidin LL-37 **
Y(ropocamptide)

37 amino acids

Yes, FDA approved
product

Not currently
permitted for
compounding — up for
evaluation February
2027 by the FDA

Yes, data on
subcutaneous and
intranasal administration

Yes, data on topical use

1.75mg per SC injection at
least 45 minutes prior to
sexual activity (no more than
8 doses per month and no
more than once in 24 hours)

7-20mg nasally 30min prior to
intercourse

Studies available on 0.5-
3.2mg/mL topical application
twice weekly

3 Fagron

academy

available. Studies in rats for injury have looked at 10ng/kg up
to 10mcg/kg both orally and via injection. The human
equivalent dose of 10mcg/kg in rats per FDA provided
calculations would be 1.89mcg/kg, corresponding to
approximately 110 — 130mcg doses in a 60 to 70kg human.
Though appropriate dosing for humans remains unclear given
the lack of studies, animal data suggests a very favorable
safety profile

BPC-157 is currently banned by various sport regulatory
authorities including the World Anti-Doping Agency (WADA),
the Ultimate Fighting Championship (UFC), and the National
Football League (NFL).

Commercially available as a SC injection for use for hypoactive
sexual desire disorder (HSDD) in women. For FDA approved
indication SC dosing is 1.75mg per injection at least 45
minutes prior to sexual activity (no more than 8 doses per
month and no more than once in 24 hours)

Nasal bioavailability appears to be variable compared to the
SC route, but studies on 7.5mg nasally in combination with
sildenafil in men with erectile dysfunction and doses up to
20mg nasally in women have noted benefit. Dosing at below
7mg nasally may not result in significant clinical impact based
on limited data. Adverse effects include nausea, headache,
and blood pressure increases (the latter potentially related to
variable bioavailability via the nasal route).

An endogenous protein that plays an essential role in the
inflammatory process in the innate immune system.
Cathelicidin is being studied for a potential role in treating
melanoma, acne, and diabetic foot ulcers

One study evaluating the efficacy of LL-37 on venous leg ulcers
at 0.5, 1.6, and 3.2mg/mL doses applied twice weekly vs
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CJC-1295822

Growth hormone
releasing hormone
analogue

30 amino acids

Not permitted for
compounding

Yes, data on SC use in
humans

Limited data on intratumoral
use

CJC-1295 with DAC* studied at
30-60mcg/kg SC once weekly
or every other week in a small
scale trial

3 Fagron
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placebo over a period of four weeks found significant
reduction in ulcer size in the 0.5 and 1.6mg/mL groups (with
the 0.5mg/mL group performing the best) as compared to
higher doses and placebo. The study did not note systemic or
local adverse events.

Larger studies on 0.5mg/mL vs 1.6mg/mL twice weekly vs
placebo over three months did not note benefit of treatment
vs placebo with pooled results, though numerically the
0.5mg/mL group did have faster mean times to wound closure
and faster mean times to 50% and 70% ulcer reduction
compared with the placebo and 1.6mg/mL groups. The rate of
adverse events was similar to placebo in the 0.5 and
1.6mg/mL groups.

A small-scale study aimed at evaluating safety looked at 250-
500mcg per injection once weekly for 8 weeks into metastatic
melanoma suggested there may be a potential role for
intratumoral injection. This study was too small to draw
conclusions on adverse events

Reported use to increase levels of growth hormone, typically
with the goal of improving body composition (increased lean
mass, decreased adiposity), and managing symptoms of
hypogonadism

Evaluations of the safety and tolerability of once-weekly or
every other week repeated dosing tested doses between 30
and 60mcg/kg and found no significant increases in prolactin,
TSH, or LH levels associated with treatment. No serious
adverse events were noted as part of treatment.

*Note, CJC-1295 may be listed as “DAC” or “without DAC”.
DAC is short for “drug affinity complex” and refers to a
modification of the lysine side chain of the C-terminus that
allows CIC-1295 to bind to serum albumin resulting in an
increased half life
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Dihexa?*?*

(N-hexanoic-tyrosine-
isoleucine-(6)
aminohexanoic amide)

Analog of angiotensin IV

6 amino acids

Emideltide (DSIP)?>?7

delta sleep-inducing
peptide analog

9 amino acids

Epitalon?®-32

(also referred to as
epithalon)

Epithalamin analog

Not currently
permitted for
compounding — up for
evaluation February
2027

Not currently
permitted for
compounding — up for
evaluation July 24t
2026

Not currently
permitted for
compounding — up for
evaluation July 24t
2026

No No studies are currently
available on human use

Yes Studied IV in some small-scale
studies, one study on human
sleep behavior evaluated
25nmol/kg (this would
correspond to ~21mcg/kg)
dosing IV

Yes, data on IM use One study on 10mg epitalon
injected 5 times with 3-day
intervals

3 Fagron
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Reported use to improve cognition, memory, and assist with
age related cognitive decline.

Data in humans is lacking, but data in mice suggests that oral
use may reduce levels of inflammatory cytokines, decrease
activation of astrocytes and microglia, and restore spatial
learning and cognitive function. This study in mice evaluated
1.44-2.88mg/kg, which corresponds to approximately 0.115 —
0.23mg/kg in humans per recommended conversions from the
FDA

Most human dosing protocols evaluate 2-20mg daily oral
dosing, though, data is not currently available in humans to
corroborate the safety and efficacy of this dosage range.

Studied for sleep and management of pain in patients with
chronic pronounced pain episodes. A study that evaluated the
effect in seven patients with migraine episodes, vasomotor
headaches, chronic tinnitus, and psychogenic attacks found
that IV administration daily for five days followed by dosing
every two to three days for five injections significantly
improved pain in six out of seven patients. Exact dosing was
not provided by the abstract, full study unavailable (from
1984). Adverse effects noted in some studies include
headache, nausea, and vertigo, though studies are too small to
determine rate of adverse event.

A study on the impact of DSIP on sleep evaluated 25nmol/kg
IV infusion in six patients and found significant increases in
sleep pressure with administration of DSIP

Currently being explored as a potential treatment for anti-
aging and sleep regulation

Animal studies have noted epitalon can extend the lifespan of
mice and fruit flies and restore circadian rhythms of melatonin
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4 amino acids

GHK-Cu333¢

Complex of copper and
endogenous glycl-I-
histudyl-I-lysine

3 amino acids

Gonadorelin3”32

Analog of gonadotropin
releasing hormone

10 amino acids

Ibutamoren (MK-677)3%%

Growth hormone (GH)
secretagogue

Not a peptide

Not currently Yes, data on topical use
permitted for

compounding — up for

evaluation February

2027

Yes — previously FDA Yes, data on parenteral
approved for induction use

of ovulation in women

with primary

hypothalamic

amenorrhea

Not permitted for Yes, data on oral use

compounding

Most commonly dosed
topically for cosmetic use at
0.2-2% (0.5% being the most
commonly requested
strength) once to twice daily

No human data on SC or
intranasal use

Lutrepulse (gonadorelin
acetate) dosing per package
insert is 5-20mcg/pulse every
90 minutes

10-25mg daily orally has been
found to increase GH levels
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and cortisol production in monkeys

Ex vivo studies on human cell lines note that epitalon can
extend telomere length in normal healthy mammalian cells

One study in humans evaluated epitalon in older adults.
Patients were treated with five injections of 10mg epithalamin
IM or saline (placebo) over 3 day intervals. Patients were
treated every 6 months for 3 years and then followed for a
total of 9 years. Patients in the treatment group observed a
28% decreased mortality rate and a 2 fold lower rate of
cardiovascular disease-specific mortality. No serious adverse
events were reported.

Used topically for aging skin, wound care, and alopecia.
Limited data on systemic use (nasal administration) for
cognitive decline and injectable use for recovery.

Much of the human data on topical GHK-Cu is from studies
that do not specify the concentration used, however, generally
products have been used in cosmetic preparations at
concentrations between 0.2-2%. Local irritation or redness has
occasionally been reported as an adverse effect.

Studied off label for spermatogenesis, pulsatile therapy:
10mcg every 90 minutes subcutaneously (range was 3mcg to
15mcg every 90 minutes). Though injection site reactions may
occur, the package insert previously available reported the
drug to have no known other adverse effects.

Though not a peptide drug, ibutamoren (also known as MK-
677) is also used to increase levels of growth hormone (GH).
Unlike many of the other GH increasing substances,
ibutamoren has significant oral bioavailability, estimated to be
greater than 60%, making it a good candidate for those unable

The topics and descriptions discussed within this review are not intended and should not be interpreted to make recommendations or claims regarding the use, efficacy, or safety of products, formulas, or vehicles. Only a
physician or other appropriately licensed professional, as a learned intermediary, can determine if a formula, product or service is appropriate for a patient. Furthermore, this review is not intended and should not be
interpreted to make recommendations or claims regarding the legality of compounding any specific preparation using any substance covered in this review. Compounders should understand federal and state legal and
regulatory requirements before handling these substances. Consultation with experienced legal counsel is recommended.



Peptide Review Table

Ipamorelin®?4

Ghrelin analog (growth
hormone secretagogue)

5 amino acids

Kisspeptin-10>-+7

Kisspeptin is an
endogenous
neuropeptide —
stimulates gonadotropin-
releasing hormone

10 amino acids

Not permitted for Yes, data on IV use 0.03mg/kg IV twice daily in
compounding one study

No data in humans on SC or
buccal administration

No, currently on 503A  Yes, data on IV and SC Studied IV and SC at up to
bulks list category 2 use 10nmol/kg (13mcg/kg) and
32nmol/kg (42mcg/kg)

respectively
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to tolerate injectable therapies.” One study of 32 elderly adult
male and female patients compared ibutamoren 2, 10, or
25mg orally once daily to placebo, measuring serum GH, IGF-1,
cortisol, fasting glucose, and insulin among other parameters.
The higher doses of ibutamoren (10 and 25mg) were found to
increase GH concentration by 57% and 97% respectively and
the higher 25mg dose was also found to increase IGF-1 levels
by 55% at 2 weeks and 88% at the 4-week marker. Available
data on human use is limited, but increased appetite was the
only adverse effected significantly higher in the treatment
group as compared to placebo.

Ipamorelin is a pentapeptide (5 amino acid peptide) and a GH
secretagogue. Among peptides studied for increasing levels of
GH, ipamorelin is of particular interest as it is thought to
increase GH without significant impact on
adrenocorticotrophin and therefore to have a minimal impact
on prolactin and cortisol. By comparison, sermorelin, a GHRH
analogue, has been noted to increase prolactin levels to a
limited extent. Serious treatment related adverse events were
not noted in the small human trial on IV use.

Stimulates gonadotropin release, a potential treatment for
infertility and hypogonadism as well as a potential treatment
for hypoactive sexual desire disorder (HSDD)

Studies thus far have mainly evaluated safety and general
impact on circulating reproductive hormones in men and
women. IV dosing up to 10nmol/kg (approximately 13mcg/kg)
and SC dosing up to 32nmol/kg (approximately 42mcg/kg)

Studies on kisspeptin-10 IV administration have found
elevations in LH and FSH as a result of therapy. One study in
humans found similar impact on gonadotropin releasing
hormone (GnRH) at 0.3 and 1nnmol/kg/hr dosing
(1.3mcg/kg/hr). Human data is limited, though significant
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K Pv48,49

Segment of alpha-
melanocyte-stimulating
hormone

3 amino acids

Mechano Growth Factor,
Pegylated>®5! (PEG-MGF)

Pegylated isoform of
insulin-like growth factor-
1

24 amino acids

Melanotan 1°%>%

Analog of alpha
melanocyte stimulating
hormone

13 amino acids

Not currently
permitted for
compounding — up for
evaluation July 23
2026

Not currently
permitted for
compounding — up for
evaluation February
2027

Yes — currently FDA
approved product
(afamelanotide)

No

No

Yes, data on SC use

Not currently studied in
humans

Not currently studied in
humans

Commercially available as a
16mg implant given SC every 2
months

3 Fagron
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acute or chronic adverse effects have not yet been noted
associated with therapy.

May potentially play a roll in inflammatory conditions such as
ulcerative colitis by decreasing inflammation and regulating
inflammatory mediators.

KPV has been studied at 1mg/kg orally, but benefit as
compared to proKPV (altered to improve oral bioavailability)
may be reduced per some studies (Juan et al) which suggest
that proKPV can achieve a 3.8x greater colonic accumulation
than free KPV

Studied for muscle recovery, regeneration, and tissue repair.
The pegylated form increases the half life of MGF

IGF-1 plays an essential role in a variety of conditions such as
ALS, cancer, and heart failure among others due to its
essential role in muscle repair and management of
inflammatory processes, however, bioidentical IGF-1 faces
significant challenges regarding half-life and administration.
PEG-MGF was designed to overcome some of these
challenges, but robust data on its use and efficacy has yet to
be published.

FDA approved as a SC implant for erythropoietic
protoporphyria to improve pain-free light tolerance

Some literature has evaluated the potential of melanotan |
and melanotan Il as sunless tanning agents, increasing the
production of eumelanin

Melanotan | (20mg/mL strength) has been studied at
0.16mg/kg daily for 5 days per week for four weeks for sunless
tanning
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Melanotan I1°®

Analog of alpha-
melanocyte stimulating
hormone

7 amino acids

MOTs-C>7->°
(mitochondrial open
reading frame (ORF) of
the 12S rRNA Type-c)

Endogenous
mitochondrial derived
peptide

16 amino acids

Not currently
permitted for
compounding — up for
evaluation February
2027

Not currently
permitted for
compounding — up for
evaluation July 23™
2026

Yes, limited data on SC
use

Dosing information on
humans is extremely limited.
One small scale trial
recommended 0.025mg/kg SC
every other day

Not currently studied in
humans

3 Fagron
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One small study comparing 0.16, 0.26, and 0.4mg/kg
subcutaneous dosing over 10 days did not note evidence of
improved tanning above 0.16mg/kg

The FDA approved subcutaneous implant is associated with a
variety of adverse effects including nausea, local reaction,
fatigue, skin hyperpigmentation, and skin irritation among
others.

A synthetic analogue of alpha MSH (alpha melanocyte
stimulating hormone) that has been studied for sunless
tanning and arousal. Small trials evaluating dosing between
0.005-0.03mg/kg have suggested 0.025mg/kg every other day
as a reasonable dose for future study. Studies are too small to
draw conclusions, but somnolence and fatigue have been
noted with treatment as well as spontaneous erection lasting
1-5 hours and mild nausea

Theorized to play a role in regulation of obesity, diabetes, and
potentially play a role in longevity. Data is not yet available in
humans, but in mice MOTs-C has been studied for improving
exercise tolerance, restoring insulin sensitivity

Studies in mice have evaluated 5-15mg/kg/day intraperitoneal
dosing for improving physical performance and have noted
benefits in running time in mice that increase with increasing
dosage. These results have not been replicated in humans, but
this dosing would correspond to 0.4 to 1.2mg/kg in humans
per available FDA dosage conversion information

Some studies in mice have evaluated intermittent dosing (3x
per week) for long term improvement of physical capacity and
healthspan in mice
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Oxytocin®0-63

Endogenous
neuropeptide

9 amino acids

Retatrutide®¢’

GLP-1 analog (targets
GLP-1, GIP and Glucagon
receptors)

39 amino acids

Selank®®7!

Analog of endogenous
tuftsin

7 amino acids

Yes - currently an FDA
approved product

Not permitted for
compounding (no FDA
approved product as of
June 2026)

Not permitted for
compounding

Yes, data on a wide range
of routes of
administration including
parenteral, nasal, buccal,
and lingual routes

Yes, data on SC use

No

Doses vary, studied between
8-401U per dose intranasally
for social cognition, libido, and
anorgasmia

Studies on weight loss
generally evaluate nasal use,
one study found clinically
significant weight loss with
241U administered four times
daily (once before each of 3
meals and again before bed)

Phase 3 trials are evaluating
2mg dosing that increases
each month (every 4 weeks)
up to a maintenance dose of 9
or 12mg every week

Not currently studied in
humans

Fagron
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Studied for a wide range of conditions including social
cognition, libido, anorgasmia, weight loss etc. Most data
(outside of commercial parenteral indications) is on the nasal
route of administration at doses between 8-401U per dose

Studies on weight loss generally evaluate nasal use, one study
found clinically significant weight loss with 241U administered

four times daily (once before each of 3 meals and again before
bed)

Oxytocin via nasal routes of administration has not been
associated with an increased risk of adverse events over
placebo.

Studied for weight loss (obesity), obstructive sleep apnea,
and knee osteoarthritis. Studied dosing is similar to other
GLP-1s in that there is a titration schedule with 2mg dosing
that increases each month (every 4 weeks) up to a
maintenance dose of 9 or 12mg every week

A meta-analysis of clinical trials suggests superior weight loss
with retatrutide as compared to tirzepatide. The phase 3 trial
for retatrutide noted patients on the 12mg dose reported
28.7% body weight reduction on average at 68 weeks, by
comparison tirzepatide showed 20.9% weight loss at 72 weeks
(15mg dose) and semaglutide showed 14.9% weight loss at 68
weeks (2.4mg dose). Most common adverse effects are Gl
related and include diarrhea, vomiting, and constipation.
Comparative studies have found adverse events to be more
common with retatrutide as compared to tirzepatide.

Thought to have an anxiolytic effect via an impact on the
GABAergic system.

One exploratory study on rats 300mcg/kg nasally, which would
correspond to 48mcg/kg in humans. Another study evaluated
250-500mcg/kg dosing in rats, corresponding to 40-80mcg/kg
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Semaglutide’>7®
GLP-1 analog

31 amino acids

Semax’’

Analog of
adrenocorticotropin

7 amino acids

Yes — currently an FDA  Yes, data on oral and SC

approved product use

Not currently
permitted for use
compounding — up for
evaluation July 24t

2026

Yes, data on intranasal

SC dosing starting at 0.25mg
weekly and escalating every 4
weeks (to 0.5mg, 1Img etc.) up
to 1.7-2.4mg weekly as
tolerated

Oral dosing starts at 1.5mg for
30 days and escalates every 30
days to 4mg, 9mg, up to 25mg
as a maintenance dose

Typically 200-300mcg per
dose but varies depending on
the indication. Pediatric
dosing is typically 200-400mcg

3 Fagron
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in humans though data on nasal dosing in human patients is
not available

Placebo-corrected weight loss reports from clinical trials
suggest approximately 5% weight loss with liraglutide, 12%
with semaglutide, and 18% with tirzepatide. The STEP trial
(Semaglutide Treatment Effect in People with Obesity)
found semaglutide 2.4mg to produce mean weight loss of
14.9% as compared to 2.4% with the placebo group over a
treatment period of 68 weeks. Semaglutide oral therapy
has also been evaluated for weight loss. The OASIS-1 trial
evaluated semaglutide oral tablets over 68 weeks. The
dose was escalated starting with 3mg daily for 4 weeks and
escalating to 7mg, 14mg, 25mg and then eventually 50mg
daily in 4-week intervals. The study found 15.1% weight
loss compared to just 2.4% with placebo.®’ Though the
study did not include an injectable treatment arm, it should
be noted that this weight loss is comparable to that
reported with 2.4mg semaglutide subcutaneous injection.
Gl adverse events are the most commonly reported
including nausea, vomiting, diarrhea, constipation.
Gallbladder related adverse events have also been noted
associated with semaglutide.

Human trials are not yet available on buccal or sublingual
dosing, however, animal studies have found semaglutide to
be bioavailable sublingually especially when in
combination with permeation enhancers.

Commercially available as a 1% nasal product in other
countries and indicated for ischemic stroke and as a nootropic
agent. Dosing is typically 200-300mcg per dose but varies
depending on the indication. Pediatric dosing is typically 200-
400mcg per day divided into twice daily dosing. Adverse
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Sermorelin’® Yes — previously FDA
approved product, not
discontinued for safety
or efficacy reasons

Growth hormone
releasing hormone
(GHRH) analogue

29 amino acids

Tesamorelin”® No, this is an FDA
approved product, but

&% Gl e 1 e it qualifies as a biologic

Growth hormone-
releasing factor (GHPF)
analog

Thymosin Alpha-18%81 Not permitted for

compounding
Fragment of thymosin

fraction 5

28 amino acids

Yes, data on SC use

Yes, data on SC use

Yes, data on SC use

per day divided into twice
daily dosing

0.5-1mg SC twice daily or up
to 2mg SC once nightly has
been studied for
hypogonadism

Commercial product is dosed
at 1.4mg SC once daily

Most studies have evaluated
1.6mg SC twice weekly dosing

3 Fagron
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effects include potential discoloration of the nasal cavity and
increases in blood glucose levels in diabetic patients.

Sermorelin, a large 29 amino acid sequence peptide and a
GHRH analogue like CJC-1295, has the shortest half-life of the
three peptides. Despite this, as a previously FDA approved
product, sermorelin has the most human data for
management of hypogonadism between the three peptides.
Studies in men looking at injections between 0.5-1mg twice
daily or up to 2mg once nightly have found increases in GH
associated with treatment. While total weight was not noted
to significantly change throughout the course of the studies,
waist to hip ratio did show an age independent inverse
correlation with sermorelin administration and, in elderly
men, serum testosterone levels were increased with
sermorelin administration, though, the difference did not
reach the level of statistical significance. Sermorelin is
generally well tolerated, though nausea, facial flushing, and
injection site reactions have been noted.

FDA approved for reduction of excessive abdominal fat in
HIV-infected adult patients with lipodystrophy and dosed at
1.4mg SC once daily. Adverse effects include hypersensitivity,
edema-related reactions, hyperglycemia, and injection site
reactions.

Thymosin az is thought to play an important role in the
regulation, differentiation and function of thymocyte
lymphocytes (T cells). Itis thought to enhance immune
properties including T-cell maturation, antigen recognition,
cytokine modulation, and chemokine production as well as
enhancing natural killer (NK) cell mediated cytotoxicity.? Given
its impact on the immune system, thymosin a1 has been
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Thymosin Beta-43%%5 Not permitted for Yes, studied IV and
compounding, also this ophthalmic use
peptide is 43 amino
43 amino acids acids in length and
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protein and be subject

to FDA biologic

restrictions

Endogenous peptide

Thymosin Beta-4 Not currently No, though, a clinical trial
Fragment (TB-500)%6-38 permitted for is planned to start in
) ) compounding —up for 2026 on TB4 fragment in
7 SIS ST evaluation July 23™ atherosclerotic
2026

Data on IV use is mainly for
safety rather than efficacy.

An ophthalmic 0.1% product
dosed at 1-2 drops per eye
twice daily have noted benefit
for dry eye

No data on human use at this
time
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studied for a variety of conditions including for viruses such as
Hepatitis B and C as well as COVID-19. Some studies have also
evaluated its potential as an adjuvant in cancer treatment.
Adverse effects are limited with injection site reactions being
most common. One study evaluating combination thymosin
alpha 1 with interferon alpha 2b did note fever, fatigue,
muscle aches, nausea, vomiting, and neutropenia as rare
adverse effects.

Thymosin beta 4 is an endogenous peptide thought to play an
important role in tissue repair, regeneration, and cellular
protection. Thymosin Beta4 is thought to be potentially
beneficial in promoting myocardial cell survival during acute
myocardial infarction. One dose finding study on IV thymosin
betad evaluated the safety of 42, 140, 420, or 1260mg doses
daily for 14 days. Toxicity was not noted at any dose.

Another placebo-controlled study evaluating the safety of 0.5,
2 and 5mcg/kg IV daily for 10 days found all doses studied to
be well tolerated with only minor and transient adverse events
noted.

Phase Il clinical trials have evaluated thymosin beta4 0.1% vs
placebo (1-2 drops into each eye twice daily over 28 days) and
found the treatment superior to placebo for managing dry
eye.

Further data on IV use at 1200mg or 450mg IV push doses
dosed daily for 3 days followed by once weekly dosing for 4
weeks were planned but have not been stared.

A fragment of Thymosin Beta 4 active region, it has been used
anecdotally for muscle growth and tissue repair. Data is only
in vitro or in animals at this time.
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Tirzepatide®%°

GLP-1and GIP receptor
agonist

39 amino acids

Vasoactive Intestinal
Peptide (VIP)*!

VIP is an endogenous
neuropeptide

28 amino acids

References:
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Yes, FDA approved
product currently
available

Yes — currently

cardiovascular disease
(NCT07487363)

Yes, studied via the SC
route

Yes, data on intranasal

category 1 on the 503A use

bulks list

2.5mg SC once weekly with
dosages increasing every 4
weeks (5mg, 7.5mg, 10mg
etc.) up to 10mg weekly in
pediatric patients or 15mg in
adults

50mcg/0.1mL — one spray four
times daily for one month,
then two sprays four times
daily if symptoms were
uncontrolled
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The SURMOUNT-1 Trial found weight loss at all three doses of
tirzepatide (5, 10, 15mg) with the most significant weight loss
in the 15mg group with a reported 20.9% mean weight loss as
compared to 3.1% for placebo over a 72-week trial. Gl
adverse events are the most commonly reported including
nausea, vomiting, diarrhea, constipation.

Studied for chronic inflammatory response syndrome at
50mcg/0.1ml nasal spray. Patients were started on one spray
four times daily for one month, then increased to two sprays
four times daily if the symptoms were not resolved at the end
of the first month of VIP treatment. No serious adverse events
were noted as part of the study, though the study was small
(just 35 patients on the VIP product).
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