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1.

A method for treating diabetes in a human in need thereof comprising once weekly
administration to the human of a pharmaeentical composition comprising exendin-4 in #h
smount to achieve a mean steady staie plasma concentration of exendin-4 at 170 pghtl to
350 pg/m] for at least one month in the human to treat diabetes.

The method of Clalm 1, wherein the pharmaccutical composition further comyrises a

poly(lactide-co-glycolide) copolymer,

The method of Claim |, wherein the pharmaceutical compesition comprises a
poly{lactide-co-glycolide) copolymer and 2.0 myg exendin-4.

The methed of Claim [, wherein the pharmaceutical compositiof comprises 5% (wfw)
exendin-4, 2% (w/w) sucrose, and 93% (w/w) poly(lactide-ca-glycolide)copolymer.

The method of any one of Claims 1-5, wherein the diabepés is Type 2 diabetes.

A method for reducing one or more of HbA1C, fastipg plasma glucose, and body weight
in a human in need ﬂ\eredfccmpr‘ising once weekly administrafion 1o the human of a
pharmaceutical composition comprising exendifi-4 in an amount to achieve a mean
steady slate concentration of exendin-4 at 170 pg/ml to 350 pg/ml for at least one month
inthe homan to reduce one or more of H¥A IC, fasting plasina glucose, and body weight.

The method of Claim 6 for reducing HbA IC in the human.
The method of Claim 6 for redugifig fasting plasma glucose in the human.

The method of Claim 6 for reducing body weight in (he human,

The method of Claim 6, 7, 8, 9, or 10, wherein the pharmaceutical composition further
comprises a poly(lactide-co-glycolide) copolymer.

The method of Clgim 6, 7, 8, or 9, wherein the phannaceutical composition comprises a

poly{lactide-cofglycolide) copolymer and 2.0 mg exendin-4.

The method of Claim 6, 7, 8, or 9, wherein the pharmaceutical composition comprises
5% (wiyl) exendin-4, 2% (w/w) sucrose, and 93% (w/w) poly(lactide-co-
glycglide)copalymer.

7hie method of any one of Claims 6-13, wherein the pharmaceutical composition is

administered to the human onee weekly,
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4,

A method Tor treating Type 2 diabetes in a human in need thereof comprising onee
weokly administration to the humen of a pharmeccutical composition comptising 5%
{w/w) exendin4, 2% (w/w) sucrose, and 93% (wiw) poly(Jactide-co-giveolide)copolymer

to achieve a mean steady state plasma concentration of exendin-4 at 170 pg/mi to 350

pe/ml for at [cast one month in the-human to treat Type 2 diabetes,




CLAIMS

1. A pharmaceutical composition in a unit dosage form comprising an amount of exendin-4, and
a pharmaceutically acceptable carrier, for use in the treatment of diabetes in a human in need
thereof, wherein the pharmaceutical composition is for use once weekly and achieves an average
plasma concentration of the exendin-4 at 170 pg/ml to 600 pg/ml for at least one month in the

human, and wherein the amount of exendin-4 is 1.5 to 3.0 mg.

2. The pharmaceutical composition of claim 1, which further comprises a poly(lactide-co-

glycolide) copolymer.

3. The pharmaceutical composition of claim 1, wherein the average plasma concentration of

exendin-4 is 170 pg/ml to 350 pg/ml.

4, The pharmaceutical composition of claim 1, wherein the average plasma concentration of
exendin-4 is 170 pg/ml to 290 pg/ml.

5. The pharmaceutical composition of claim 1, wherein the amount of exendin-4 is about 2.0

mg.

6. The pharmaceutical composition of claim 1, comprising 2% (w/w) sucrose, 93% (w/w)

poly(lactide-co-glycolide)copolymer, and 5% (w/w) exendin-4.

7. The pharmaceutical composition of any one of claims 1-6, wherein the diabetes is Type 2

diabetes.

8. A pharmaceutical composition in a unit dosage form comprising an amount of exendin-4, and
a pharmaceutically acceptable carrier, for reducing one or more of HbAIC, fasting plasma
glucose, and body weight in a human in need thereof, wherein the pharmaceutical composition is

for use once weekly and achieves an average plasma concentration of exendin-4 at 170 pg/ml to
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600 pg/ml for at least one month in the human, and wherein the amount of exendin-4 is 1.5 to 3.0

mg.

0. The pharmaceutical composition of claim 8 for reducing HbA1C in the human.

10. The pharmaceutical composition of claim 8 for reducing fasting plasma glucose in the

human.

11. The pharmaceutical composition of claim 8 for reducing body weight in the human.

12. The pharmaceutical composition of any one of claims 8-11, which further comprises a

poly(lactide-co-glycolide) copolymer.

13. The pharmaceutical composition of claim 8, wherein the average plasma concentration 1s

170 pg/ml to 350 pg/ml.

14. The pharmaceutical composition of claim 8, wherein the average plasma concentration is

170 pg/ml to 290 pg/ml.

15. The pharmaceutical composition of claim 8, wherein the amount of exendin-4 is about 2.0

mg.

16. The pharmaceutical composition of any one of claims 8-16, comprising 2% (w/w) sucrose,

93% (w/w) poly(lactide-co-glycolide)copolymer and 5% (w/w) exendin-4.

17. A pharmaceutical composition in a unit dosage form comprising 5% (w/w) exendin-4 in an
amount of about 2 mg, 2% (w/w) sucrose, and 93% (w/w) poly(lactide-co-glycolide)copolymer
for use in the treatment of Type 2 diabetes in a human in need thereof, wherein the
pharmaceutical composition is for use once weekly in an amount that achieves an average
plasma concentration of exendin-4 at 170 pg/ml to 350 pg/mi for at least one month in the

human.
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