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Remark on Protest D The additional search fees were accompanied by the apphcant s protest and, where applicable, the
payment of a protest fee.

I:l' The additional search fees were accompanied by the applicant’s protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

D No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 (continuation of first sheet (2)) (April 2007)



INTERNATIONAL SEARCH REPORT International application No.

PCT/US 08/72914

Continuation of Box No. IIl - Observations where unity of invention is lacking

Group 1: is directed to an oral pharmaceutical composition, comprising: a barrier layer, comprising a first polymer, and a diffusion layer,
comprising a second polymer, substantially covering the barrier layer, wherein the diffusion layer is bonded to the barrier layer and
comprises a drug that is substantially homogeneously distributed within the second polymer and diffuses from the diffusion layer within
the gastrointestinal (Gl) tract.

Group H: is directed to an oral pharmaceutical composition, comprising a drug in a pharmaceutically effective amount, wherein the
pharmaceutical composition is configured such that when the pharmaceutical composition is administered in physically compromised
form to a subject, the Cmax and/or AVC achieved after administration is lower than the Cmax and/or AVC achieved after a time period
selected from the group consisting of 2 hours, 4, hours, 8 hours, 12 hours, 24 hours, and 48 hours after administration, of a
bioequivalent composition not comprising means for deterring abuse.

The inventions listed as Groups |-l do not relate to a single general inventive concept under PCT Rule 13.1 because, under PCT Rule
13.2, they lack the same or corresponding special technical features for the following reasons:

Group | does not include the inventive concept of administration of a drug wherein the Cmax and/or AVC achieved after administration is
lower than the Cmax and/or AVC achieved after a time period selected from the group consisting of 2 hours, 4, hours, 8 hours, 12 hours,
24 hours, and 48 hours after administration, of a bioequivalent composition not comprising means for deterring abuse, as required by
group .

Group |l does not include the inventive concept of a barrier layer, comprising a first polymer, and a-diffusion layer, comprising ‘a second
polymer, substantially covering the barrier layer, wherein the diffusion layer is bonded to the barrier layer and comprises a drug thatis
substantially homogeneously distributed within the second polymer and diffuses from the diffusion layer within the gastrointestinal (GI)
tract, as required by Group I.

Groups |-l therefore lack unity under PCT Rule 13 because they do not share a same or corresponding special technical feature.
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