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(54) Title: GHRH OR ANALOGUES THEREOF FOR USE IN TREATMENT OF HEPATIC DISEASE

Enrollment Assessed for eligibility (n=143)

Excluded (n=82)

+ Not meeting inclusion criteria (n=66)
48 liver fal fraclion <5%
* Sunable to undergo MRI
« 3 heavy alcohol use
« 10 exclusionary lab abnormality
« 2others

+ Declined to participate (n=14)

+ Lostto follow-up before completion
of sereening procedures (n=2)

Randomized (n=61)

I [ Atocsion ] l

Allocated to Tesamorelin (n=31)

+ Received allocated intervention (1=30)

+ Did not receive allocated intervention:
withdrew consent at baseline visit (n=1)

Allocated to Placebo (n=30)
+ Received allocated intervention (n=30)

l Foll

low-Up l

Discontinued before interim MRUMRS (n=4)

« Investigator discontinued due to possible
side-effects (n=1, hyperglycemia)

«  Selfdiscontinued due to possible side
effects (n=1, fatigue)

«  Selfdiscontinued for other reasons (n=2)

Discontinued after follow-up MRI (n=5)

«  Investigalor discontinued due to possibie
side-effects (n=3, hyperglycemia, trigger
finger, allergic reaction)

+  Selfdiscontinued due lo possible side
effects (n=2, arthralgia, fatigue)

Discontinued before interim MRUMRS {n=2)
« Investigator discontinued due to possible

side-effects (n=1, fingling post injections)
»  Lostto follow-up (n=1)

Discontinued after follow-up MRI (n=2)

«  Self-discontinued due o possible side
effects (n=1, arthralgia)

»  Lostto follow-up (n=1)

| (

Analysis

] 1

Number in Primary Analysis

*  Variables with repeated measures [liver fat
fraction, VAT, ALT, AST, glucose] (1=26)

+  Variables measured at beseline and 12
months (1=22)

Number in Primary Analysis

* Variables with repeated measures [iver fat
fraction, VAT, ALT, AST, glucose] (1=28)

+  Variables measured at baseline and 12
months (n=26)

wo 20207205498 A 1 | AIK A0 7K 00 0O O

IG. 1

(57) Abstract: The present application relates to novel methods for preventing, slowing the progression of, or treating nonalcoholic
fatty liver (NAFL), nonalcoholic steatohepatitis (NASH), and/or liver fibrosis, and/or reducing the risks of liver cancer in subjects,
such as HIV-infected subjects, using a GHRH molecule, e.g., frans-3-hexenoyl-GHRH.44)-NH>, or a pharmaceutically acceptable salt
thereof. The subjects may have particular pathological features such as liver fibrosis, a hepatic fat fraction (HFF) of at least about 10%,
serum alanine aminotransferase (ALT) levels of at least about 30 U/L, and/or a NAFLD Activity Score (NAS) of at least 4 or 5.

[Continued on next page]
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