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~ composition in variable amount from 0.1% to 99.8% (80.to 5% and §0% to 10%).

Similarly, this art also discloses the concentration of the surface stabilizer in
variable concentrations from 0.01% to 90% in addition to other preferable values
(1% to 75%, or 10% to 60% or from 10% to 55%) by weight (see the entire
document especially, column 9, line 18 to 28).

Desleno et.al. also teaches variable concentrations of drug and suggest
the concentration range from about 0.1% to 60% (preferably from 5% to 30%,
wiw)., .Addiﬁonally, they also provide gult.iance about the concentration of surface
stabilizer from about 0.1% to 80% (preferably 1% to 75%, more preferably from
20% to 60%) by weight (see entire document especially, column 6, line 37 fo 47).

AIfhough Ryde et al. do not te_ach exclusively about the term “sugar
spheres® but disclose the use of suitable diluents such as microcrystalline
cellulose, lactose, starch, sucrose and glucose (see the entire document
especially, column 8, line 52 to 60).

Desieno et al. teach the use of sugar spheres, microcrystalline cellulose,
dextrose and disaccharides (in addition to others) as suitable camiers (see the
entire document especially, column §, line 34 to 38) and suggest the dispersion
of surface modified nanpp_articles can be spm§ coated onto sugar sphél'e or onto
phamaceutical excipient in a fluidized bed. .

Furthermore, Ryde et al. do not disclose the concentration of sugar
spheres In their composition. However, this is taught by Desieno et al. in their
examples and found to 'be 29.9 % to 30% (see the entire document specially,
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Claim Rejections - 35 USC § 103

-

The followlng. is a quotation of 35 U.S.C. 103(a) whiéh forms the basis for

all obviousness rejections set forth in this Office action:

(a) A patent may not be cbtained though the invention is not identically disclosed or described as set
forth in section 102 of this tile, if the differences between the subject matter sought {o be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
- invention was made to a person having ordinary skill in the art to which sald subject matter pertains.
. Patentabllity shall not be negatived by the manner in which the invention was made.

Claims 1-14 are rejected under U.S.C. ‘iba(a)' as being unpatentable over
Ryde et al. (US Patent 6,375,986) in view of Desiéno et al. (US Patent
5,573,783). - ' |
| Ryde et al. dlsc!oge the hanoparticulate active agent compositioris,
}s ' comprising a nanoparticulate active agent and at least one polymeric gurfactant,
if . have an effective average particle size prior to incorporation in solid dose form of
less than 1 micron (1600 nm) in addition to less than 400 nm and 200 nm |
i " (see the entire document especially, column 6, line 27 to 33). They also disclose
the use of surface stabilizers such as hydroxypmp&l cdluloéa"and sodium lauryl
~ sulfate as lubrian! (see the entire document especially, c’olumn'7. line 40 and
column 10, line 67). This -art also teaches spréy-drylng aqueous dispersion of
nanoparticulate drug with a polymeric gmrfaoe stabllizer and use of suitable

mnie.rslextenders such as sucrose, starches and lactose in addition to surface
stabilizers,-

hyde et al. further disclose the éoncentratlon of active agent (drug) in the
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