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250

(FDA) FDA
! Stephen G Kunin etc., Reach-Through Claims In The Age Of Biotechnology,

American University Law Review, April 2002, p610
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claims to future inventions based on currently disclosed inventions
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X
X
X
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° Report on Comparative study on Biotechnology Party Practices Carried out Under Trilateral

project B3b http://www.european-patent-office.org/tws/sr-3.htm

EEnEZAT 71 8 93.11



MATENATENERHLBFATHE ZA v -
=8 ’Q‘*iaz?

T
I 1T 1 B NN .-

()
3sU.Sscsl0L ¢

®(eligible subject matter)

(Specific Utility)
(Substantial Utility)
(Credible)

(Well Established Utility)

(European Patent Convention) 57 8

http://www.uspto.gov/web/menu/utility.pdf

An invention shall be considered as susceptible of industrial application if it can
be made or used in any kind of industry, including agriculture.

° 2 2 6
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X
Y
() (Written Description)
35U.S.C.8112 M
35U.S.C.8112
091 12 12 p1-8-34

1 The specification shall contain awritten description of the invention, and of the

manner and process of making and using it, in such full, clear, concise, and exact terms asto
enable any person skilled in the art to which it pertains, or with which it is most nearly
connected, to make and use the same, or with which it is most nearly connected, to make
and use the same, and shall set forth the best mode contemplated by the inventor of carrying
out hisinvention.
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12

13

14

DNA

15

X
(cascade of second-messenger signals)

2 Manual of Patent Exami ning Procedure, M PEP.
http://www.uspto.gov/web/offices/pac/mpep/consolidated_|aws.pdf

13 L ockwood v. American Airlines, Inc., 107 F.3d 1565(Fed.Cir.1997)

14 Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555(Fed.Cir.1991)

15 Regents of the Univ. of Cal. v. Eli Lilly & Co., 119 F.3d 1559, 1556, 43 U.S.PQ.2d (BNA)
1389, 1404(Fed.Cir.1997)
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Enzo
16

() (Enablement)

35U.S.C.8112

1 Enzo Biochem., Inc. v. Gen-Probe, Inc., 296 F.3d1316(Fed. Cir. July 15, 2002)
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(sufficiency of disclosure)

18

19

20
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(treatment protocols)

18

(clarity and support)*®

%ﬁﬁi Q‘-:iii?

83

20

84

Genentech, Inc., v. Novo Nordisk, 108 F.3d 1361, 1366 (Fed. Cir. 1997)

“The European patent application must disclose the invention in a manner
sufficiently clear and complete for it to be carried out by a person skilled in the art.”

“The claims shall define the matter for which protection is sough. They shall be clear

and concise and be supported by the description.”
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3 83
84
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83 84

—. WER&J & (silico screening method)

(in vitro)

21

n wEpEEAT 71 8 93.11



METENTERNMER LENBITHE Sash
EIH]JZ.E “”EEE?

ey
I 1T I B N -------h—.____ﬁﬁ-'

X
2002
1 X
2 1 X
3. (8 X
1 X
X (binding pocket)
X
(b)
X ( 95
@...... 2.....3)...... 5 X

22 Report on Comparative study on Biotechnology Party Practices Carried out Under Trilateral

project WM4 Theme: Comparative study on “protein 3-dimensional (3-D) structure method
clams  http://www.european-patent-office.org/tws/project wm4/wmé report_start.htm
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1 1
2. A (pharmacophore)
3 3

1 2

3 4
5 6
5 6
1 2
23
CD
3

(accomplish a practical application)
(useful, concrete and tangible result)®
(useful result) %

2 |nre Warmerdam, 33 F.3d 1354, 1361, 31 USPQ2d 1754, 1760(Fed. Cir.1994)

% Sate Street Bank & Trust Co. V. Signature Financial Group Inc., 149 F.3d 1368, 1373, 47
USPQ2d 1596, 160-02 (Fed.Cir.1998)

= Arrhythmia Research Tech. v. Corazonix Corp., 958 F.2d 1053, 1057, 22 USPQ2d 1033,
1036(Fed.Cir.1992)
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Bayer AG v. Housey Pharmaceuticals Inc.?
Housey

% Bayer AG v. Housey Pharmaceuticals Inc.169F Supp. 2d 328, 61 U.S.PQ.2d 1051(D.
Del.2001)
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" Bayer Housey
Bayer Housey
*%(declaratory judgment) Housey

(unenforceable) Bayer

Housey Housey

(misuse) Housey
Bayer 35U.S.C.8271(9)
Bayer
35U.S.C.8271(9) 2 1988

(International Trade Commission, ITC)
(Exclusion Order)

1988

27 U.S. Patent 4980281, 5266464,5688655,5877007

28

% 35U.5.C.8271(q)

(1)
2
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Housey 35U.S.C.8271(g)
Housey
Bayer
35U.S.C.8271(9) 271(9)
30
271(0)
(U.S. Digtrict Court for the District of
Delaware) Housey Housey
(CAFC)*  Housey Bayer
271(0)

32

Bio-Technology General Corp. V.
Genetech Inc. Genetech -

(made by) 271(g)

%" methods of actually making or creating a product as opposed to methods of gathering

information about, or identifying, a substance worthy of further devel opment

3 Bayer AG v. Housey Pharms, Inc., 340 F.3d 1367 (Fed.cir.2003)

% Housey
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271(9)
“made” “manufactured”
“made”
(information) Bayer
«( )
Housey
271(9)
271(9)
3 8 64 2

“made’”  “manufactured”

271(0)

“manufactured”
Housey

33
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Housey
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35U.S.C.8271(e)(1)* 1984
(Drug Price Competition and Patent Term
Restoration Act )

35U.S.C.8271(e)(1) ®
(reasonably related) (patent
invention) (solely for use)

—., HRg271(e))REEAHBERREENEE

¥ 35U.S.C.8271(e)(1)

It shall not be an act of infringement to make, use, offer to sell, or sell within the United
States or import into the United States a patented invention (other than a new animal
drug or veterinary biological product (as those terms are used in the Federal Food, Drug,
and Cosmetic Act and the Act of March 4,1913) which is primarily manufactured using
recombinant DNA, recombinant RNA, hybridomagv technology, or other processes
involving site specific genetic manipulation techniques) solely for uses reasonably
related to the development and submission of information under a federal law which
regulates the manufacture, use, or sale of drugs or veterinary biological products.

35
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Intermedics Inc. v. Ventritex, Inc.®

8271(e)(1)

(medical devices) 8271(e)(2)

36

37

38

39

40

Eli Lilly & Co. v. Medtronic*

38

Bristol-Myers Squibb Co. v. Rhone-Poulenc Rover Inc.®

BMS RPR 40
(Taxol)

Intermedics Inc. v. Ventritex, Inc., 775 F. Supp.1269, 1280(N.D. Cal.1991)
Eli Lilly & Co. v. Medtronic, Inc. 496 U.S.661,678 (1990)

35U.S.C.8100(a)" When used in this title unless the context otherwise indicates ....
The term invention means invention or discovery.” 271(e)(1) " under a Federd
law regulating the manufacture, use or sae of drugs’

Bristol-Myers Squibb Co. v. Rhone-Poulenc Rover Inc. No. 95 C8833, 2001 WL 1512597
(S.D.N.Y. Nov. 28,2001)

U.S patent Re. N0.34277
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RPR BMS BMS
8271(e)(2) 4
8271(e)(1)
42
(decent prospect)
BMS

Amgen, Inc. v. Hoechst Marion Roussdl, Inc.”®

Amgen
(EPO) Hoechst
n 44
FDA
FDA
Hoechst
“ " §271(e)(1)
4
2 Bms RPR
(taxane) FDA
43 Amgen, Inc. v. Hoechst Marion Roussel, Inc. 3F. Supp. 2d 104 (D.Mass.1998)
a“ “solely for uses reasonably related”  “use solely for purposes reasonably related”
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Nexell Therapeutics Inc. v. Amcell Corp.*
Amcell Nexell CD-34

Nexell
Amcell

i

Nexell

Amcell
8271(e)(1)

§271(e)(1)

=, H18271(e)(1)W LR L HiE A 55 B R PR AR AV AR 12

Scripps Clinic & Research Found v. Genentetch, Inc.*
(solely)

 Nexdl Therapeutics Inc. v. Amcell Corp., 143 F. Supp. 2d 407, 421 (D. Del. 2001)
46 Scripps Clinic & Research Found v. Genentetch, Inc., 666 F. Supp. 1379.(N.D. Cal. 1987)
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47

49

51
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-
I 1T 1 B NN .-

8271(e)(1) 4
35U.S.C.8271(e)(1)
35U.S.C.8156
8271(e)(1)
8156 8 Infigen v. ACT*
Infigen 0
ACT Infigen
FDA Infigen
8156
8271(e)(2) 2003 6 6
Integra Life Sciences, Ltd v. Merck KGaA>*
Merck Scripps
Genentetch ~ Cutter VIII:C FDA
FDA
Genentetch 271(e)(2)
271(e) FDA

Abtox, Inc. v. Exitron Corp., 122F.3d 1019, 1029 (Fed.Cir.1997)

Infigen, Inc., v. Advanced Cell Technology, Inc., 65 F. Supp. 2d 967, 980-981 (W.D. Wisc.
1999)

U.S. patent No. 5,496,720, No. 5,096,822
Integra Life Sciences, Ltd v. Merck KGaA Appeal No. 02-1052,- 1065, (Fed. Cir. 2003)

93.11 BEEMEEAT 71 8
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[] W&

Integra (RGD-peptides)*
Integra Merck
Merck
8271(e)(2)
8271(e)(2) (safe harbor)
8271(e)(1) “ ”

8271(e)(1)

8271(e)(1)
8271(e)(1)
1984

Roche v. Bolar®

52
“ a\/BSH

“RGD” (Arginine-Glycine-Aspartic acid)

53
(Fed. Cir. 1984)

EEHMERAT 71 H 93.11
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§271(e)(1)
Integra 1984 8271(e)(1)
Integra
§271(e)(1)
8271(e)(2)
8271(e)(1)
54 55
Bolar
FEm
> 8
% Madey v. Duke University 307 F.3d 1351 (Fed.Cir.
2002) 2002-2003  P143-214
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1. Michael S. Greenfield “U.S. Biotechnology Patents: Selected topics
on Validity and Infringement”,
http://www.mbhb.com/documents/Publications/6/Greenfiel d%2

OEurolegal %20Paper.pd
2. 4
3. 21

Charles Raubicheck, Barry S White, Thomas J Kowalski, Daniel G
Brown, Amy Leahy & Pamela Fekete, “Integra v. Merck: A mixed
bag for research tool patents’ Nature Biotechnology, volume 21
number 9 September 2003.
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