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DECI S| ON ON APPEAL

This is a decision on appeal fromthe exam ner's final
rejection of clainms 1 through 7 and 10 t hrough 12.

The appellant's invention relates to a nethod and
apparatus for the transdermal delivery of a conpound. An
under st andi ng of the invention can be derived froma reading
of exenplary clainms 1 and 4, which appear in the appendix to

the appellant's brief.
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The prior art

The prior art references of record relied upon by the

exam ner in rejecting the appeal ed cl ai ns are:

Ganderton et al. (Ganderton) 3,814, 097 June 4,
1974
Cerstel et al. (Gerstel) 3,964, 482 June 22,
1976
Goss et al. (Goss) 5,279, 544 Jan. 18, 1994

Blinov et al. (SU 1296174) SU 1296174* Mar. 15, 1987

The rejections

Claim 12 stands rejected under 35 U.S.C. § 102(b) as
bei ng antici pated by SU 1296174.

Claims 1 through 5, 10 and 11 stand rejected under 35
U S . C 8 102(b) as being as being anticipated? by Gerstel.

Clainms 1 through 5, 10 and 11 stand rejected under

35 U.S.C. 8 102(b) as being anticipated by Ganderton.

1 Qur understanding of SU 1296174 is based upon a
transl ation prepared by the U S. Patent and Trademark O fice
(PTO. A copy of that translation acconpani es this deci sion.

2 Afinal rejection of clains 8 and 9 under 35 U. S.C. 8§
103 as bei ng unpat entabl e over Ganderton, Gross or GCerstel and
further in view of @ikfeld has been w thdrawn. (Answer at
page 10).
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Clainms 1 through 5, 10 and 11 stand rejected under 35
U s C

8 102(b) as being anticipated by G oss.?

Clains 6-7 stand rejected under 35 U S.C. § 102(b) as
anticipated by, or, in the alternative, under 35 U.S.C. § 103
as obvious over Ganderton, G oss or alternatively Cerstel.

Rat her than reiterate the conflicting viewoints advanced
by the exam ner and the appellant regardi ng the above-noted
rejections, we nmake reference to the answer (Paper No. 8) for
the exam ner's conpl ete reasoning in support of the
rejections, and to the brief (Paper No. 7) for the appellant’s

argunent s thereagai nst.

OPI NI ON
In reaching our decision in this appeal, we have given
careful consideration to the appellant's specification and
clainms, to the applied prior art references, and to the
respective positions articul ated by the appellant and the
exam ner. As a consequence of our review, we make the

determ nati ons which foll ow
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We turn first to the examner’s rejection of claim12
under 35 U. S.C. 8§ 102(b) as being anticipated by SU 1296174.
The exam ner finds that SU 1296174 discloses a plurality of
m croprotrusions that are of different |length coupled to a
housing with a reservoir therein.

The appel l ant argues that there is no teaching in SU
129617 that the device cuts through a first layer of skin into
a second | ayer of skin when the device is noved parallel to
t he surface of the skin.

The exami ner states that statenents of intended use are
given weight to the extent that the references nust be capable
of performng the function. The exam ner finds that the sharp
distal tip of the mcroprotrusions of SU 1296174 are
i nherently capable of providing a cut into the skin of a
patient since needles in the nedical art have extrenely sharp
distal tips for penetrating skin and that dragging the tip

across a patient's skin would nost certainly create a wound.

The SU 129617 device includes needles 9 which are
i nserted under the skin by pressing the upper end face of body

1 until an electrode 3 cones in contact with the patient’s
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skin. (Page 3; also see Fig. 1). In our view, the exam ner
had a reasonabl e basis for finding that the SU 129617 devi ce
is inherently capable of cutting through a first |layer of skin
when the device is noved parallel to the surface of the skin.

As such, we conclude that the exam ner has established a prima

faci e case of anticipation based on inherency.

After the PTO establishes a prinma facie case of

antici pati on based on i nherency, the burden shifts to the
appellant to prove that the subject matter shown to be in the
prior art does not possess the characteristics of the clained

invention. See In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964,

966 (Fed. Cir. 1985);

In re King, 801 F.2d 1324, 1327, 231 USPQ 136, 138 (Fed. GCr
1986). Hence, appellant's burden before the PTOis to prove
that the mcroprotrusions disclosed in SU 1296174 are not
capabl e of performng the functions defined in the clains.

The appel | ant has not submtted any evidence to prove that the
SU 1296174 m croprotrusions are not capable of cutting through
the first layer of skin into the second | ayer of skin when the

device is noved parallel to the surface of the skin. W note
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t hat argunent of counsel is no substitute for evidence. In re
Li ndner, 457 F.2d 506, 508, 173 USPQ 356, 358 (CCPA 1972).

In view of the foregoing, we will sustain the rejection
of claim 12 as anticipated by SU 1296174.

We turn next to the examner’'s rejection of clains 1
through 5, 10 and 11 under 35 U. S.C. 8 102(b) as being
anticipated by Gerstel. It is the examner’s opinion that
Gerstel discloses:

“mcroprotrusions” with an el ongate
crossectlons whi ch are described as
puncturing projections and “puncturing
proj ections includes any projections
adapted to puncture, penetrate, scrape or
cut the stratum corneum The projections
can be of any geonetric shape and di aneter
that leads itself to be made into
proj ections, such as needl es, spikes,
tines, pointed triangles, pointed cones,
pyram dal points, hollow or solid with an
opening at one or at both ends thereof, and
the |like”(enphasis added). . . The exam ner
al so considers the cutting tips of the
needl e configurations to be bl ades as well.
Gerstel teaches that the length of the
m croprotrusions are to vary from.5 umto
100 microns in length (colum 7, |ines 64-
65) which clearly overlaps applicant’s
di scl osed range of 50umto 75um
[ exam ner's answer pages 4 and 5]

Appel  ant argues that Cerstel teaches that the

proj ections do not cut into the underlying epiderms.
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Appel | ant quotes portions of the Gerstel disclosure which
appel | ant argues denonstrate that the Gerstel device does not
penetrate the stratum corneum (See brief at page 5).

Most of the |anguage of Gerstel quoted in the brief is
directed to the puncturing of the stratum corneum but is
silent about the layers of skin underlying the stratum
corneum In regard to the portion of Gerstel quoted in the
appel lant’ s brief which indicates that the interior |ayers of
the skin are not punctured, scraped or cut to a substanti al
extent (col. 2, line 14), we note that by using the phrase “to
a substantial extent” Gerstel discloses that sone non zero
puncturing, scraping and cutting of the interior skin may take
pl ace when the Gerstel device is utilized.

CGerstel discloses that the height of the projections is
subject to variations that correspond to the natural thickness
of the skin (col. 7, line 54). GCerstel also discloses that
the mcroprojections are 5 mcrons to about 100 mcrons in
l ength which is within the range of |lengths (50 mcrons to 175
m crons) for the mcroprotrusions disclosed in appellant’s

speci fication.
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Appel l ant’ s specification also indicates that the precise
l ength of the m croprotrusi ons needed to disrupt the stratum
corneum may vary from patient to patient because of
differences in the thickness of the stratum corneum between
patients and other surface characteristics of the patient’s
skin and may al so vary fromdelivery site to delivery site on
the sane patient (specification at page 7). As there are
these differences in the thickness of the stratum corneum from
patient to patient and fromdelivery site to delivery site on
the sane patient (specification at page 7), it is our view
that for at |east sone patients the m croprotrusions of
CGerstel would be capable of cutting into
the underlying epiderms, which is all that apparatus claim1
requires.

We note that Gerstel does not seemto disclose blades of
el ongated cross section. However, appellant does not argue
this as a difference and thus it will be assuned that this

l[imtation is nmet by Gerstel. Cf In re Baxter Travenol Labs,

952 F.2d 388, 391, 21 USPQ@d 1281, 1285 (Fed. GCir. 1991)(“It
is not the function of this court to exanmine the clainms in

greater detail than argued by an appellant, |ooking for
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nonobvi ous di stinctions over the prior art.”); In re Wsenan,

596 F.2d 1019, 1022, 201 USPQ 658, 661 (CCPA 1979) (argunents
must first be presented to the Board).

In view of the foregoing, we will sustain the exam ner’s
rejection under 35 U.S.C. §8 102(b) of apparatus claim1l as
bei ng anticipated by Gerstel. W wll also sustain this
rejection as it is directed to apparatus clains 2 and 3 as the
appel  ant has not addressed the separate patentability of

these clainms. In re N elson, 815 F.2d 1567, 1572, 2 USPQd

1525, 1528 (Fed. Cir. 1987).

In regard to nethod clains 4 and 5, appellant argues that
CGerstel does not disclose the step of “determ ning the depth
of the cut that will extend through the stratum corneum of

that animal at said delivery site but not penetrate the derms

of that aninmal at said delivery site.”

The examner is of the opinion that this [imtation in
claim4 is met by Gerstel and states:

a step for determning the depth to
mhlch the m croprotrusions should cut,
which is inherent to the nanufacturlng
process of Gerstel since he desires a
certain depth of penetration which requires
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the determ nation of the depth of cutting.
[ exam ner’ s answer at page 6].

Appel l ant’ s specification discloses that a series
of mcrocutters having blades of different length along with
ink markers are used to neasure the thickness of the | ayers of
skin at a specific delivery site for each patient
(specification at page 8). Wile CGerstel does disclose that
the Gerstel delivery device is designed to penetrate the
stratum corneum for the adm nistration of a drug w thout
contacting the nerves for achieving an essentially painless
drug adm ni stration, Gerstel does not disclose that the device
is designed for a particular patient and a particular site on
the patient to ensure that the device penetrates the stratum
corneum wi t hout contacting the body of nerves.

In view of the foregoing, we will not sustain the
examner’s rejection of method claim4 or method clainms 5, 10
and 11 dependent therefrom

We turn next to the examner’'s rejection of clains 1
through 5 and 10 through 11 under 35 U S.C. 8§ 102(b) as being
antici pated by Ganderton. In support of this rejection, the

exan ner states:
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Ganderton et al is a device simlar to
Gerstel in that it has a reservoir and a
plurality of mcroprotrusions 3 extending
therefromto deliver drugs transdermally.
Ganderton et al teaches a penetration depth
of 20 umto 1000 um whi ch covers
appel lant’ s entire disclosed range.
[ exam ner’ s answer at page 6].
The appel | ant argues that Ganderton does not disclose a
bl ade havi ng an el ongat ed cross-section.
The exam ner considers the spikes disclosed in exanple 5
in Ganderton to be blades as broadly recited in claim1.
Exanpl e 5 of Ganderton discloses that holes are forned by
punching a disc with a sewi ng needl e nounted on a chuck and
that burrs (to penetrate the skin) are thereby produced.
Ganderton describes these burrs as tiny fibre-1like spikes
(col. 8, lines 53 to 64).

Appel l ant’ s specification does not define the term

“bl ade.” However, Webster’s Il New Riverside University

Dictionary, Riverside Publishing Conpany, pg. 179 (1984)
defines a bl ade as

“the flat-edged cutting part of a sharpened tool or weapon.”
It is not clear fromthe Ganderton discl osure whether the

burrs disclosed in Ganderton are fl at-edged or whether the
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burrs are of sonme other configuration. Therefore, we wll not
sustain this rejection as it is directed to claim1 or clains
2 and 3 dependent therefrom because an anticipation rejection

can not be based on an anbi guous disclosure. 1n re Turlay,

304 F.2d 893, 899, 134 USPQ 355, 360 (CCPA 1962).

In regard to claim4, appellant argues that this
reference does not include a depth determning step as is
recited in claim4. The exam ner considers it inherent in
Ganderton to include this step since variations in
m croprotrusion |length is envisioned and notes columm 6 |ines
23-39 of Ganderton as showing that the device is checked to
ensure delivery.

Wil e colum 6, lines 23-39 of Ganderton does discl ose
that the Ganderton device is checked for efficacy at a
delivery site (the back) of an aninmal (a rabbit), Ganderton
does not disclose that this is a test to determ ne the depth
of cut necessary to penetrate through the stratum corneum but
not penetrate the derms. After all, the Ganderton device
woul d be effective (and thus pass the Ganderton test) whether
it penetrates the stratum corneum and not the derms or

penetrates the stratum corneum and the derm s.
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In view of the foregoing, we wll not sustain this
rejection as it is directed to claim4 or clainms 5, 10 and 11
dependent therefrom

We turn next to the examner’'s rejection of clains 1
through 5, 10 and 11 under 35 U. S.C. 8§ 102(b) as being
anticipated by G oss. In support of this rejection, the
exam ner states:

In review ng appel lant’s specification and cl ai s,
it has been determned that a “blade” may include a
m croprotusion wth a passage extendi ng
therethrough. It is unclear where the cutting edge
is fromappellant’s disclosure but one of ordinary
skill would conclude that it is on the tip of the
m croprotrusion (207) as seen in figure 1. The
exam ner contends that this constitutes nothing nore
than a needle type configuration. Goss et a

t eaches such configurations as can be seen in
figures 7a-7e . . . [exam ner's answer, page

7] (enphasi s added) .

Appel I ant’ s di scl osure teaches that the sinplest
enbodi nent of the present invention conprises a bed of
m croneedl es or mcrocutters (specification at page 5), but
that in the preferred enbodi nent the m croprotrusions are
bl ades (specification at page 7). As such, the appellant’s
di scl osure teaches that a blade is a type of m croprotrusion

but not that all mcroprotrusions are bl ades.
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The m croprotrusions disclosed in Goss are tubul ar
el ements or needles. These tubular elenents or needles are
not flat edged cutting parts and as such in our view are not
bl ades with el ongated cross sections as recited in claiml.

As such, we wll not sustain this rejection as it is directed
to claim1 or clains 2 and 3 dependent thereon.

In regard to the recitation in claim4 of a depth
determ ning step, the exam ner argues that the depth
determining step is inherent in the Goss disclosure since the
skin layer thickness nust be determ ned prior to inplenenting
the G oss device and because the G oss device envisions
variations in the length of the m croprotrusions.

Gross does not disclose that the m croprotrusions cut

into the stratum corneum but not into the derms. Rather, the
device pierces the |ayer of dead cells on the skin.
Therefore, the G oss device may very well pierce the |ayer of
dead cells on the skin and extend into and cut the derm s of
the skin. As such, we will not sustain this rejection as it
is directed to claim4 or clains 5, 10 and 11 dependent

t her ef rom
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We turn next to the examner’s rejection of clains 6-7
under
35 U.S.C. 8 102(b) as anticipated by or in the alternative
under
35 U.S.C. 8§ 103 as obvious over Ganderton, G o0ss or
alternatively Gerstel et al.

Claim6 recites the step of “determning if said
m crocut extends into the epiderm s of that individual at said
delivery site.”

As we di scussed above, it is our view that Gerstel,
Ganderton and Gross do not disclose this step of determ ning
the depth of a cut that will extend through the stratum
corneum of that animal at said delivery site but not penetrate
the derms of the aninmal at said delivery site. Therefore, in
our view, the cited references do not teach the step of
determining if the cut will extend through the stratum corneum
into the epiderms but not penetrate the derms for the
reasons stated above in our discussions of the rejections of
clainms 4, 5 and 10 and 11. As such, we will not sustain the
rejection of clains 6 and 7 under 35 U.S.C. § 102(b) as being

anticipated by in view Gerstel, Ganderton or G 0sSs.
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The exam ner argues that if the determ ning step of
clainms 6 and 7 is not inherent in the disclosures of Gerstel,
Ganderton and G oss, it would have been obvious to do so since
testing is required before taking a nedical device to the
mar ket pl ace.

Nei t her Gerstel, Ganderton nor G oss discloses or
suggests that the skin of a specific aninmal at a specific
delivery site be tested to determ ne the | ength of the
m croprotusions which will penetrate the stratum corneum and
not the derms. |Indeed, these references do not teach that
the stratum corneum at different sites on an ani mal woul d have
di fferent thicknesses.

In view of the foregoing, we will not sustain the
examner’s rejection of clainms 6 and 7 under 35 U.S.C. § 103
as being unpatentable in view of Gerstel, G oss or Ganderton.

I n summary:

The examner’s rejection or claim12 under 35 U S. C
§ 102(b)as being anticipated by SU 1296174 is affirned.

The examner’'s rejection of clainms 1 through 3 under
35 U.S.C. 8§ 102(b) as being anticipated by Gerstel is

af firned.
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The examner’'s rejection of clains 4, 5, 10 and 11 under
35 U.S.C. 8§ 102(b) as being anticipated by Gerstel is
reversed

The examner’s rejection of clains 1 through 5, 10 and
11 under 35 U.S.C. 8§ 102(b) as being anticipated by Ganderton
i S reversed.

The examner’s rejection of clains 1 through 5, 10 and 11
under 35 U.S.C. 8 102(b) as being anticipated by G oss is
reversed

The examner’s rejection of clains 6 and 7 under 35
UusS C
§ 102(b) and anticipated by or in the alternative as obvious
in view of Gerstel is reversed.

The exam ner’s rejection of clains 6 and 7 under
35 U.S.C. §8 102(b) and anticipated by or in the alternative as
obvious in view of Ganderton is reversed.

The examner’'s rejection of clains 6 and 7 under 35
U S C
8§ 102(b) and anticipated by or in the alternative as obvious

in view of Goss is reversed.
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No tinme period for taking any subsequent action in
connection with this appeal may be extended under 37 CFR
8§ 1.136(a).

AFFI RVED- | N- PART

| AN A. CALVERT
Adm ni strative Patent Judge

BOARD OF PATENT

LAWRENCE J. STAAB APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

MURRI EL E. CRAWORD
Adm ni strative Patent Judge
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