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DECISION ON APPEAL

This is an appeal under 35 U.S.C. § 134 from the final rejection of claims 29,
30, 86 and 87, all the claims remaining in the application.
The claims on appeal are reproduced below:

29. A peptide having the following amino acid sequence (SEQ ID NO: 25):

S2 Se SA S8 53 30 37 S

VI9-IT6-CJA-AFT-CTA-YT9-bLO-UH

TT TS T3 JT¢ T2 »“Te Ty T8 T3 35S0 ST S35 33 3¢

r6nN-26L-CGJU-CTA-ren-HTe-riAe-ren-CJU-LPL-JAL-pRO-CTU-IPL-
3 T N 3 ¢ 2 e A 8 3 T0

CH’CO-MH-CH-CO-YaU-I'6M1-26TL-LUL-YH~-CH~CO-I'671-I'6a7-CTA-TA2~-

| |
CHS— CO —MH— CH° -CH>-CH>-CH®

30. A peptide having the following amino acid sequence (SEQ ID NO: 26):

5y S8 sak 30g 210 S

A-AFT-CTA-YTS-bLO-
?g ?eT Jo Te T T8 T3 S0 3T 33 53U_3¢1_3$g_§$6_
eru-crn-ren-nre-rke—ren—cyu—mp:-ml:-bzo-cr Iy

g8 23 T0 TT TS
s 3 ¢ 2 0 Iy 2 70 1T IS
éHS—CO-VEU-PGU-BGI-LPI-MH-CH-CO-PGH-PG” ecTh-rA2-T6n-2
|5
éHS—-CO-MH——'CHS—CHS—CHS-CH
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86. A pharmaceutical composition to decrease the serum level of calcium, said
composition comprising an effective amount of the peptide having the following amino acid
sequence (SEQ ID NO: 25):

S2 5@ S) S8 S3 30 37T 5

VI9-IT6-CTA-AST-CTA-YI9-hTO-UH

JT TS T3 T¢ T2 Te TN T8 T3 S0 ST 33 33 3¢

r6nN-26L-CTU-CTA-T'6A-HTe-TAR-T6N-CTU-IPL-LAL-pRO-CTU-IPT~
T M 3 ¢ 2 e A 8 3 T0

CH3CO-UH-CH-CO-VaU-ren-26L-IPL-UH-CH-CO-Ten-ren-cTA-rhe-

|
M S

I
cHY— CO —MH— CH-CH -CH>-CH

to decrease the serum level of calcium and a pharmaceutically acceptable carrier therefor.

87. A pharmaceutical composition to decrease the serum level of calcium, said
composition comprising an effective amount of the peptide having the following amino acid
sequence (SEQ ID NO: 26):

Sy 38 53 30 37 S
CTA-A9T-CTA-YT9¥-pTO-}H

T3 T¢ T2 T@ T) T8 T3 S0 ST S5 33 S¢ S22 se
CTU-GTA-ren-HTB-IAR-I'6N-CTU-LPL~-JAL-pLO-CTU~IPL-YTF~IT6~

T . s 3 ¢ 2 e A .8 3 T0 TT TS
CH3-CO-V2U-ren-26L-IPL-UH-CH-CO-T6A-T6N-CTA-TAe-I6n-26 -
| |

CHS — CO — MH — CH°-CH-CH-CH®

to decrease the serum level of calcium, and a pharmaceutically acceptable carrier therefor.
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The references relied on by the examiner are:

Brugger et al. (Brugger) 3,798,203 Mar. 19, 1974
Riniker et al. Riniker) 3,910,872 Oct. 7,1975
Sakakibara et al. (Sakakibara) 4,086,221 Apr. 25, 1978
Orlowski et al. (Orlowski “386) 4,622,386 Nov. 11, 1986
Orlowski et al. (Orlowski "728) 4,746,728 May 24, 1988
Swiss (Rittel 1) PN 550,774 June 28, 1974
Eur. Pat. App. (Fuijii) 0330241 Aug. 30, 1989

Rittel et al. (Rittel 1), Helvetica Chimica Acta, 104. “Thyrocalcitonin Ill. Die Synthese des ** -
Thyrocalcitonins,” Vol. 51, pp. 924-28 (1968).

Claims 29, 30, 86 and 87 stand rejected under 35 U.S.C. § 103. As evidence
of obviousness, the examiner relies upon Brugger, Riniker, Orlowski I, Sakakibara,
Orlowski 11, Rittel I, Rittel Il and Fujii. We reverse.

DISCUSSION

In deciding patentability issues under 35 U.S.C. § 103, the court observed in

Panduit Corp. v. Dennison Mfg. Co., 810 F.2d 1561, 1567-68, 1 USPQ2d 1593, 1597

(Fed. Cir.), cert. denied, 481 U.S. 1052 (1987) “[a]nalysis begins with a key legal question
-- what is the invention claimed?” since “[c]laim interpretation . . . will normally

control the remainder of the decisional process.” In the present case, each of the claims
on appeal requires a calcitonin peptide analog with a defined amino acid sequence and

an amide bridge with a specific structure.
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According to the examiner, Brugger, Riniker, Orlowski I, Sakakibara, Orlowski I,
Rittel I and Rittel 1l disclose calcitonin analogs which differ from the claimed analogs in that
the claimed analogs have “an amide bridge at positions one and six of the peptide
sequence as opposed to the disulfide bridge of each of the above-cited prior art,” while
“Fujii discloses that a peptide sequence having an amide linkage has a considerably
improved stability as compared to the unstable disulfide bridge.” See page 5 of the
Answer.

The examiner concludes that “it would have been obvious to one having ordinary
skill in the art at the time the invention was made to replace the disulfide bridge in anyone
of the peptide sequences of e.g., Brugger with an amide linkage for the advantages taught
by Fujii.” See page 5 of the Answer.

In our judgment, the combined disclosures of the references are insufficient to reach
the subject matter on appeal. None of the references discloses an analog with the amino
acid sequence required by the claims. The statement of the rejection does not
acknowledge this fact, much less provide reasons why one skilled in the art would have
found it obvious to modify the amino acid sequences of the prior art analogs to
arrive at the present analogs. Further, Fujii discloses a number of calcitonin analogs with

amide bridges, but there is nothing in the reference, or in the examiner’s reasoning, which
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would lead one skilled in the art to substitute amide bridges of the particular structure
required by the claims for the disulfide binds of the prior art analogs.

It is well settled that the initial burden of establishing unpatentability rests on the
examiner. In re Oetiker, 977 F.2d 1443, 1446, 24 USPQ2d 1443, 1445 (Fed. Cir. 1992).
Moreover, 35 U.S.C. § 103 requires that obviousness be determined on the basis of the
claimed “subject matter as a whole.” Here, the examiner’s decisional process did not
begin with a fact-based analysis of what was being claimed. The inevitable result was that
the examiner’s conclusion of obviousness was based on less than the entire claimed
subject matter. Accordingly, we find that the examiner’s initial burden of establishing a
prima facie case of obviousness has not been met, and the
rejection of claims 29, 30, 86 and 87 under 35 U.S.C. § 103 is reversed.?

REVERSED

William F. Smith
Administrative Patent Judge

Joan Ellis

Administrative Patent Judge

)

)

)

) BOARD OF PATENT
)

) APPEALS AND

)

)

INTERFERENCES

2 Having determined that a prima facie case of obviousness has not been
established, we do not find it necessary to comment on appellants’ arguments at pages 7
through 13 of the Brief regarding unexpected results attributable to the present invention.
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Douglas W. Robinson
Administrative Patent Judge

Burns, Doane, Swecker & Mathis
George Mason Bldg.
Washington & Prince Streets
P.O. Box 1404

Alexandria, VA 22314-1404
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