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Enrollment ]

Assessed for eligibility (n=143)

Excluded (n=82)

+ Not meeting inclusion criteria (n=66)
e 46 liver fat fraction <5%
e 5unable to undergo MRI
e 3 heavy alcohol use
e 10 exclusionary lab abnormality
e 2others

+ Declined to participate (n=14)

+ Lost to follow-up before completion
of screening procedures (n=2)

Randomized (n=61)

Allocation ]

J

Allocated to Tesamorelin (n=31)

+ Received allocated intervention (n=30)

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

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

|

Follow-Up

1 }

J

Discontinued before interim MRI/MRS (n=4)

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

e Self-discontinued due to possible side
effects (n=1, fatigue)

o Self-discontinued for other reasons (n=2)

Discontinued after follow-up MRI (n=5)

e Investigator discontinued due to possible
side-effects (n=3, hyperglycemia, trigger
finger, allergic reaction)

e Self-discontinued due to possible side
effects (n=2, arthralgia, fatigue)

Discontinued before interim MRI/MRS (n=2)
¢ Investigator discontinued due to possible

side-effects (n=1, tingling post injections)
¢ Lost to follow-up (n=1)

Discontinued after follow-up MRI (n=2)

¢ Self-discontinued due to possible side
effects (n=1, arthralgia)

¢ Lost to follow-up (n=1)

v |
\

Analysis J L

Number in Primary Analysis

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

e Variables measured at baseline and 12
months (n=22)

Number in Primary Analysis

e Variables with repeated measures [liver fat
fraction, VAT, ALT, AST, glucose] (n=28)

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

FIG. 1
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3\ ----- -Tyr-Ala-Asp-Ala-lle-Phe-Thr-Asn-Ser-Tyr-Arg-Lys—
Val-Leu-Gly-Gin-Leu-Ser-Ala~-Arg—-Lys—Leu-Leu~Gin—
Asp-lle-Met-Ser-Arg—Gin-Gin—-Gly-Giu-Ser-Asn-Gin—
Glu-Arg-Gly—-Ala—-Arg-Ala-Arg-Leu—-NH,

FIG. 5



