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Docket No.: 085199-0034 PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of : Customer Number: 20277

AmirSHO.lAEI Confirmation Number: 7083

Application No.: llJ'383,066 Group Art Unit: 1618

Filed: May 12, 2006 Examiner: Micah Paul YOUNG

For: CONTROLLED DOSE DRUG DELI\'!'ERY SYSTEM

AMENDMENT

Mail Stop AF
Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

Madam:

This is in response to the final Office Action mailed April 30, 2014. A request for

consideration under AFCP 2.0 accompanies this response.

Amendments to the claims a1'e reflected in the listing of the claims beginning on page 2

of this paper.

Remarksfarguments begin on page 7 of this paper.

To the extent necessaiy, a petition for an extension of time under 37 CFR. 1.136 is

hereby made. Please cha1'ge any shortage in fees due in connection with the tiling of this paper,

including extension of time fees, to Deposit Account 500417 and please credit any excess fees to

such deposit account.
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Listing of the Claims

1. (Currently amended) A pharmaceutical composition comprising: (a) an immediate

release bead comprising at least one amphetamine salt; (b) a first delayed release bead

comprising at least one amphetamine salt; and (c) a second delayed release bead comprising at

least one amphetamine salt; wherein the first delayed release bead provides pulsed release of the

at least one amphetamine salt and the second delayed release bead provides sustained release of

the at least one amphetamine salt;

wherein the second delayed release bead comprises at least one amphetamine salt layered

onto or incorporated into a co1'e; a delayed release coating laye1'ed onto the amphetamine co1'e;

and a sustained release coating layered onto the delayed release coating; and

wherein the first delayed release bead and the second delayed release bead comprise an

enteric coating.

2. (Canceled)

3. (Currently amended) The pharmaceutical composition of claim [2] l, wherein the

enteric coating is pH dependent.

4. (Currently amended) The pharmaceutical composition of claim [2] 1, wherein the

first delayed release bead and the second delayed release bead comprise different enteric

coatings.

5. (Currently amended) The pharmaceutical composition of claim [2] l, wherein the

first delayed release bead and the second delayed release bead comprise the same enteric coating.

6. (Canceled)
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7. (Original) The pharmaceutical composition of claim 1, wherein administration of

a 37.5 mg dose of the pharmaceutical composition to a human patient results in a d—amphetarnine

Cum of about 50 ng/ml.

8. (Original) The pharmaceutical composition of claim I, wherein the d-

amphetamine area under the curve from time 0 to the last measured time (AUCg_1.m) after

administration of a 37.5 mg dose of the pharmaceutical composition to a human patient is about

1058 nghrfml.

9. (Original) The pharmaceutical composition of claim I, wherein the d-

amphetamine area under the curve from time 0 to time infinity (AUC[H,.;) after administration of

a 37.5 mg dose of the pharmaceutical composition to a human patient is about 1085 nghr/ml.

10. (Original) The phaimaceutical composition of claim 1, wherein the d-

amphetamine Tam is about 8.2 hours after administration of a 37.5 mg dose of the

pharmaceutical composition to a human patient.

11. (Original) The pharmaceutical composition of claim 1, wherein the l-

amphetamine Cm“ after administration of a 37.5 mg dose of the pharmaceutical composition to a

human patient is about 15 ng/ml.

12. (Original) The pharmaceutical composition of claim 1, wherein the 1-

amphetamine area under the curve from time 0 to the last measured time (AUC(}_[a5t) after

administration of a 37.5 mg dose of the pharmaceutical composition to a human patient is about

354 nghrfml.
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13. (Original) The pharmaceutical composition of claim 1, wherein the 1-

amphetamine area under the curve from time 0 to time infinity (AUCu_;,,f) after administration of

a 37.5 mg dose of the phannaceutical composition to a human patient is about 373 nghrfml.

14. (Original) The pharmaceutical composition of claim 1, wherein the l-

amphetamine Tm“ is about 8.4 hours after administration of a 37.5 mg dose of the

pharmaceutical composition to a human patient.

15. (Original) The pharmaceutical composition of claim 1, wherein the immediate

release bead and at least one delayed release bead are present on a single core.

16. (Original) The pharmaceutical composition of claim 1, wherein the immediate

release bead and at least one delayed release head are present on different cores.

1?. (Original) The pharmaceutical composition of claim 1, wherein the at least one

amphetamine salt is coated onto a co1'e.

18. (Original) The pharmaceutical composition of claim 1, wherein the at least one

amphetamine salt is incorporated into a core.

19. (Currently amended) The pharmaceutical composition of claim [2] L, which

further comprises a protective layer over at least one enteric coating.

20. (Currently amended) The pharmaceutical composition of claim [2] l, which

further comprises a protective layer between the amphetamine salt and at least one enteric

coating.
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21. (Original) The pharmaceutical composition of claim 1, wherein the at least one

amphetamine salt is selected from the group consisting of dextroamphetamine sulfate,

dextroamphetamine saccharate, amphetamine aspartate monohydrate. amphetamine sulfate, and

mixtures thereof.

22. (Original) The pharmaceutical composition of claim 21, wherein the at least one

amphetamine salt is a mixture of dextroamphetamine sulfate, dextroamphetamine saccharate,

amphetamine aspartate monohydrate, and amphetamine sulfate.

23. (Original) The pharmaceutical composition of claim 1, wherein the composition

does not exhibit a food effect.

24. (Previously presented) The composition of claim 1, wherein the amount of at least

one amphetamine salt is about 12.5 mg.

25. (Previously presented) The composition of claim 1, wherein the amount of at least

one amphetamine salt is about 18.25 mg.

26. (Previously presented) The composition of claim 1, wherein the amount of at least

one amphetamine salt is about 25 mg.

27. (Previously presented) The composition of claim 1, wherein the amount of at least

one amphetamine salt is about 31.25 mg.

28. (Previously presented) The composition of claim 1, wherein the amount of at least

one amphetamine salt is about 37.5 mg.
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