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V. Sumpmary of the Clalmed Subject Matter

The claimed subject matter under examination is directed generally to antibiotic products.
Claims 1, 37, and 39 are the only independent claims.

Claim 1 is directed to a once-a-day, oral antibiotic product comprising three dosage
forms, where the first and second dosage forms are delayed release dosage forms and the third
dosage form is a delayed sustained release dosage form (i.e., a DR-DR-DSR release profile) and
where the antibiotic product does not contain any immediate release dosage forms. Each of the
dosage forms comprises at lease one antibiotic having a half life of 2-10 howrs and a
pharmaceutically acceptable carrier. The third dosage form initiates release of antibiotic after the
second dosage form initiates release of antibiotic, and the second dosage form initiates release of
antibiotic after the first dosage form initiates release of antibiotic. Cmax of the total antibiotic
release from the antibiotic product is achieved in less than 12 hours from initial release of
antibiotic and the once-a-day antibiotic product contains the total dosage of antibiotic for a
twenty-four hour period. Support for claim 1 can be found throughout the specification,
inctuding, for example, at paragraphs [0013], [0015], [0021], [0022], {0032}, [0033], and [0064)
and in original clabms 1, 3, and 6.

Claim 37 is similar to claim 1 except the antibiotic is amoxicillin. Thus, claim 37 is
directed to a onee-a-day, oral amoxicillin product comprising three dosage forms, where the first
and second dosage forms are delayed release dosage forms and the third dosage form is a
delayed sustained release dosage form (i.e., a DR-DR-DSR release profile) and where the
antibiotic product does not contain any immediate release dosage forms. Fach of the dosage
forms comprises amoxicillin and a pharmaceutically acceptable carrier. The third dosage form
initiates release of amoxicillin after the second dosage form initiates release of amoxiciilin, and

the second dosage form initiates release of amoxicillin after the first dosage form initiates release
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of amoxicitlin. Cmax of the total amoxicillin release from the antibiotic product is achieved in
less than 12 hours from initial release of amoxicillin and the once-a-day amoxicillin product
contains the total dosage of amoxicillin for a twenty-four hour period. Support for claim 37 can
be found throughout the specification, including, for example, at paragraphs {001 31, [0015),
[0021], {60221, [0032], [0033], and [0064] and in original claims 1, 3, and 6.

Claim 39 is similar to claim 1 except the antibiotic is azithromycin. Thus, claim 39 is
directed to a once-a-day, oral azithromyein product comprising three dosage forms, where the
first and second dosage forms are delayed release dosage forms and the third dosage formisa
delayed sustained release dosage form (i.e., a DR-DR-DSR release profile) and where the
antibiotic product does not contain any immediate release dosage forms. Fach of the dosage
forms comprises azithromyein and a pharmaceutically acceptable carrier. The third dosage form
initiates release of azithromycin after the second dosage form initiates release of azithromyein,
and the second dosage form initiates release of azithromycin after the first dosage form initiates
release of azithromycin. Cimax of the total azithromycin release from the antibiotic product is
achieved in less than 12 hours from initial release of azithromycin and the once-a-day
amoxicillin product contains the total dosage of azithromyein for a twenty-four hour period.
Support for claim 39 can be found throughout the specification, including, for example, at
paragraphs {0013}, [0015], [0021], {0022], [0032], {0033}, and [0064] and in original claims 1, 3,
and 6.

The remaining claims under rejection depend directly or indirectly from claim 1.



