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Expertmental: fhutamoren {LUM-201} 25 mg

tablet [Lumos Pharma]

Drug: Ibutamoren

{ Ibutamoren 25 mg po daily
Other Name: ibutamoren; LUM-210,

Oratrope™

Experimental: fhutamoren (LUM-201) 25 mg
plus Proglitazone 30 mg for two months

followed by 45 mg for remaining 10 months

DPrug: butamoren (LUM-201) plus

Pioglitazone 30 mg or 45 myg

Placebo Comparator: Placebo

wlentical placebo given orally daily

Drug Ientical Placebo
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-Active consideration for a procedure or treatment that involves significant radiation

exposure as defined above in the 12 months following randomization

-Not willing or able to adhere to dose schedules and required procedures per protocol

-Since FDA has warned that overall, the data suggest that pioglitazone use may be
linked to an increased risk of bladder cancer. Therefore, in this trial, patients with a

history of or presence of bladder cancer will not be included in this study

-Judged by the investigator to be inappropriate for the study for other reasons not

detailed above.

[0097] Numerous modifications and variations of the present invention are possible in light
of the above teachings. It is therefore to be understood that within the scope of the appended

claims, the invention may be practiced otherwise that as specifically described herein.

[0098] It is to be understood that, if any prior art publication is referred to herein, such
reference does not constitute an admission that the publication forms a part of the common

general knowledge in the art, in Australia or any other country.

[0099] In the claims which follow and in the preceding description of the invention, except
where the context requires otherwise due to express language or necessary implication, the
word “comprise” or variations such as “comprises” or “comprising” is used in an inclusive
sense, i.e. to specify the presence of the stated features but not to preclude the presence or

addition of further features in various embodiments of the invention.
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WHAT IS CLAIMED IS:

1. A method of treating non-alcoholic fatty liver disease (NAFLD) or non-alcoholic
steatohepatits (NASH), comprising the steps of administering to a patient in need thereof:

a therapeutically effective amount of a growth hormone secretagogue (GHS), which is
ibutamoren; and

a therapeutically effective amount of a second drug, which is pioglitazone.

2. The method of Claim 1, wherein the therapeutically effective amount of ibutamoren is

25-50 mg/day.

3.  Use of ibutamoren and pioglitazone, in the manufacture of a medicament for treating

non-alcoholic fatty liver disease (NAFLD) or non-alcoholic steatohepatits (NASH).

4.  Use of ibutamoren, in the manufacture of a medicament for treating non-alcoholic fatty
liver disease (NAFLD) or non-alcoholic steatohepatits (NASH), wherein the medicament is

to be administered in combination with pioglitazone.

5.  Use of pioglitazone, in the manufacture of a medicament for treating non-alcoholic
fatty liver disease (NAFLD) or non-alcoholic steatohepatits (NASH), wherein the

medicament is to be administered in combination with ibutamoren.

6. A method of treating NAFLD or NASH, comprising: administering to a patient in need
thereof:

a a therapeutically effective amount of a growth hormone secretagogue (GHS),
which is ibutamoren;

b a therapeutically effective amount of a second drug, which is pioglitazone; and

c a therapeutically effective amount of a third drug, which is metformin.

7.  The method of Claim 6, wherein the therapeutically effective amount of ibutamoren is

25-50 mg/day.

8.  Use of ibutamoren, pioglitazone and metformin, in the manufacture of a medicament
for treating non-alcoholic fatty liver disease (NAFLD) or non-alcoholic steatohepatits

(NASH).
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9.  Use of ibutamoren, in the manufacture of a medicament for treating non-alcoholic fatty
liver disease (NAFLD) or non-alcoholic steatohepatits (NASH), wherein the medicament is

to be administered in combination with pioglitazone and metformin.

10. Use of pioglitazone, in the manufacture of a medicament for treating non-alcoholic
fatty liver disease (NAFLD) or non-alcoholic steatohepatits (NASH), wherein the

medicament is to be administered in combination with and ibutamoren and metformin.

11.  Use of metformin, in the manufacture of a medicament for treating non-alcoholic fatty
liver disease (NAFLD) or non-alcoholic steatohepatits (NASH), wherein the medicament is

to be administered in combination with ibutamoren and pioglitazone.

12. A drug composition, comprising:
a a therapeutically effective amount of a GHS, which is ibutamoren;
b a therapeutically effective amount of a second drug which is pioglitazone; and,
C a pharmaceutically acceptable carrier;

wherein the composition is useful in treating NAFLD and/or NASH.

13. The drug composition of Claim 12, wherein the therapeutically effective amount of

ibutamoren is 25-50 mg/day.

14. A drug composition, comprising:
a a therapeutically effective amount of a GHS, which is ibutamoren;
b a therapeutically effective amount of a second drug, which is pioglitazone;
c a therapeutically effective amount of a third drug, which is metformin; and,
d a pharmaceutically acceptable carrier;

wherein the composition is useful in treating NAFLD and/or NASH.

15. The drug composition of Claim 14, wherein the therapeutically effective amount of

ibutamoren is 25-50 mg/day.
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