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T4 ) —F v — VIFRFO AT A AT & 7
bo 477 IHE ML, HEOWEEFTE LT
DR ERE (EMD12197412 2\ C D RERTT 4
EENICABEMICEET 2474 L L TORES
) &, VH—F Y - VEFOREME

—RREYSHI S = IS HiE

I VRAAU—Z5

| J—R{EEY X1 (EMD66203) |
HEEEM
| X1, X2, X3, X4,........ Xn

QZsza'J—:‘/fj

X1, X2, X3 =
SFREFEDIT
BohMEER || ASEENTL

PIIOVT®

Srdh T
X3 (EMD121974) %ﬁ?‘a e
I semme

STICBIE S 3 % A R
X2 INDERFEEREH

(EMD121974% RHi O #5350 58 T ORGD X
7F FOMRATE, A7) —=Y W% ik
BATWSL, TZCTOELLEFHIL, AiE
RGDXRT7F FWEFFOEZERETH Y,
72, WEHGERORA ¥ NI A2 ) —= v T4k
FHRENRTIE R L, I TASRICE
FhTwzZeicky, [EHEMICHEET H1T
BDI] ThrolzbBESNHTH D LE
HHIEEZDL (M2),

MBI 2 R T AL E LT, CAFCO A
Yo v CRENZ) —F v — VEFOff
AT 212D T O RS A3 B E§
BATA] OREFEL, EELOVMICHIEETE
%% 2 5 ETHREN,

) —F ) — VEREFIZ oW TIE, ORISR
BT AR ) —= 2 FEO—RE R IF5EICH
WHENBHERRENRICR LT, QT RO
KRR (ZatEallindg) (CHWOLNLGEIR
EWRELRVED, LOBPRITREIND, N
A AT /0T =080 —F Y — VA
DA VT4 TOVRLNEDE T SHI2IEH
LK WR XD,

[ AR ICBEE 3 2 ] #PHOFEE I oW
T, WHROREFHROPTIE, BMSHEMAICSB
WCHHENA VT = AT A AT AIDXL
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BLE—Tho/zh, BEFRED XL 7 HIFR
LA T B H P T i PR

[FDA FFafu] T2 Bk L1 é[ﬁiﬁ@ﬁﬂﬁ

HBHEHEMICER LTS 0] IRES NS
El7ze TN, [HEMSFEEPEFELLI L
A, BEICATEHRN TS o 720EB 0] Off
FiHi7e { e o 72ER, 1ERDA VY =X T4 7
ZFAPMIDBBLVWEEL LS TR,

CAFC® Z 0¥l & L 72 #b5m & /2il L 72T
BrLoTnh,

kDA H = AT 4 7 AT A DR L L #E
Hanizbon, HEORL - 7-BMSHM &
407 774 L T, BHEIC X 28006
FEH P OE NI Z, BMSHEMATIIRIEE
ol EAOM AT A BERIL, EERNGA S
==y 7Tl R, 2ofbEYBakoytT
— YR, MO TN LRI TH- 72
BB L2k EZENBLD,

A 27 7 7 H MR, REFROLN Lo
7oy IV HETIR, HEo— NdeH BT
Y, FERFFOEPAETOH o7, LT,
e RV o (VNI N AV S et
1t & OBHFERGHALZZRREAG 1 12 | FRan 05 &
NTWBEE, 5, B IR & fRrR o
EHIZOWTH D HFETWAIRRDS, 1 777
HRLHEM LTS

—W, A 777, FRERFEERZD1997
F£9H Gmunzw%wHND$%ﬁn 22715
(e) (DIC X BHELY TR L 2IFRED—FH L
HPR OB THET SNz, AN 7 DN
T = ZIZHED W IND IEEAY19984F- 12 7 12 HiGh
EN2bOD (A7) 7 ATOREEF AT
FDAIZHRH SN TWw ), INDRE O FELIE
HSHT Sz mids, —RRETOARTR L
ISR IR T I2H - T, 2715 (e) (1)

WX BHRBEOFRPET EINTZ, Wb Z
%ﬁk%z%ﬁéo

WoT, 477 7HBOHMFELD I

M OB E O

LA, 2oX) o [§R] 25210 7C,
cmmﬁﬂﬁLtFAﬁ%’%LiéﬁmJﬁ

DBREFHED AR SRIZEITRETH S
OOCAFOUi EBICFDADSEE T 5 1E¥k
DIMAT A Z REOHL LR, HIZ [ SR
EORFED AT A, [HBEL72RETA LI
ZNHYDPFDANERE T 2 EHE L7200
EEETII W [ D174 (some activities) |
ThHhbHELTWES,

COHEL, BEBEICHZ-> T, FDAN
FEBINEZE T 2 HMAN DY 6 2 f e &
L7 BB R 2T 5 — /T, —EDFF
BH#iHZ2 LBROLLDTHDH, HIZ, 15—
A4 AT A AERPEENICEE SN
DT\, ZOFFE#MAE LT, BER
A S S, BN TT O B ORI T
AT %, INDRAIfR T ¥ —F v — Vi
HOFHIZOWTIE, 1 V7= AT 4 7 AT A
N2 L COIFBEDFRIIKRIZTEETH 5
EEZHNS,

BIZIE, A7) == 72 & ) RS
%%%#&méﬂtwﬂFDA%m H57-0
IZHTRRIR B 2 AT 9 AT 413, 0 SN B FHRME
MHEWV, fifs LT, FDADERT 2 E#H %
LT 2 Z e TEIL, BBITAICLEL L
BEFRFSEHOM AT AL, F &L IERWERE
FIICFDAKRRIZE L L1525 & DI D F A &
BHLNOZZFMHATLOTH-T, T
FEIICATHEIENTH 512l 5 v,

4. 2 SEDEELRARICETIZIREDH

Wbl
EIFEmDZEIZB VT, EEME e MRS
I 586 O BEERIEE, BITEMZEB o et

2|

kﬁﬁé%%xéif,ﬁ%ﬁﬁ@$®LM%
SR FEICHFIR\CAETE T 5 B ACHEESRE 7 b
70— APAS0DEE Y 4 7 (CYP2C19,
CYP2D6%) R FF+ 7)Y - AFIV T VAT
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7 —VEL, EYBEREEETE LT, #
ZWIHEL ENFoNA F v —h—ThH), EE
MEINT05, BEEEHILERGICEIEIR
SBIA T 7O T 7 ANVDOELEHTHRE Z &
T, fLEYo e Mt 2 EYEREE Tl 5
ZENTE S,

WIEFDADR R L7, ¥EDDD T 7 —
~avx /Iy A-7T—4%FHE (Pharmaco-
genomics Data Submissions) 23544 ¥~
A0 121, [#BTRARVD, FHIHT S
B SHIRSEERE LYW P AN SORE 7y
BREICONWTT = 2 RMT LI ENET L
W] EH5b,

WA AZIZENE, BEWErTR— 7
% 72O EH S N2 B EERCRRIR BRI B 1T
HEEEICER SN 5GE (B, WEEISHE
BN, BEEERR, BelE=s) 7, X
F R ORI EE KA T etkrH % &
&), FREEIFHANERIROTR— MITh
SDF—% B LowE, RERASTFRI N
AF~—=D— B, NHMDOFERNA F~—h
—) ELTILMLEINTVDLEAIZ, L
7277 —<avVz/)3Iv s A F—%%INDH
Al & 3R1C § 31223 FEDAICFR Y L 2 17 1LiE
LHhwnwEENTWA,

—J5, FROERZErSOT— %, — ik
BIETRBEOWH NS0 X9 g7 — %, A
T == LTCOFEMEPHEL SN TV W
7 — %513, INDHFEES LISz w)s, B
EMICFDACIRH SN2 6 I IEFFET o)
FizlzwedhTtwid, 72, Eitoki%k
T 0%, R, EEMFESRICBITLER
REEELEREFEOT -7 ThLLRDH
N7, EXZIREICX Y, SEHIFEmEE
TY EFeohsEanhTnis,

NDAHFER, EHEEL L COFHEERE T 7
—XATVI I/ IVITA - T=IPPEEEINS
WAL, EERGORBICHELZ LM ET LS

Wl bl-0, HIEETIE, ROBEKTIEIH S
LoD, BEEEIZOTA Y ARIZH- -
EEGHEEZITO S 2GR BE5THH I,

Tr=xaAVx /) Iv I A T RED7:
DIZIE, BIERERE TH->Th, EEEMLE
Y oSEWGH, B, (LaWoHERE, BIfE
HLEED 720 O BE R FERGEZ HG L § 5%
7212% < ORTERIR R 24T 9 L E AT T <
5o EHNBRBMAER, NS ORI T
%) —F v — VERRFEEH & 5% O RiERIR R
BWTHHE S 254 %>TL A5 THA
Jo TNOFFFFOMHFFHAEONT, ATkAR
KRBT Ve Vo HEZ T L2012,
2715 (e) (DI X 2 REVHIIMZ 5 DTIF
LnhrbkEZobNb,

FRT— v 2155 7200 %R EE, REEoE
fit THHEENT SICFDAFFRT Tl
Y B EMOVE A E T 5 & OISO H AR
DEME > TER/TLIDOTHY, 17—
ATA4 AT ANCTHHEINL2715(e) (1) D
EHHEPICA S, fE> T, 728 2 ERt &R BT
ZFERFEHE AT 23D TH - THRES
N5 EFRTSE, AIFKABREETH->TDH,
Tr=xaAV) Iy AT = FRBEUGD
72OOEFEWPOMHIZRESINL EEZ LN
b

IND & eI AR SN AR E LTI,
BB ZE (Investigator's Brochure) 3V,
IR OB FER, ARCOFIF K OESE
SAICE T AR, MY (Toxicology:
Integrated Summary), KUO#HEFIZBITS
GLPREMIEFE O BEE & F)°H 5 [21CFR
312.23(a) (5), (8), (8) (i), (8) (ii) (a), (8)
(iif) J o

FRIFDAICER S N5 BRI 22153 & L C
(&, BEEMOREE B O 2508, B
L MBI A EESOEIRLNE (BED
VERBE R SE) STH TR (EWIZBnT
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LA v - ¥ MBIZB B EROEEFEN R
DRER R, FENIIBWT, b Mz
WD B 72O DREVEDIRIL L 7 B B FEER T —
5 DIERM OB ERE? SO N M2
595800 27 12T A1), EhE)kE
(ESEOWIL, 546, 3, PRICE S 2 15H)
N

2715 (e) (DIZ X 2 HRE XL T 57201214,
CNOHFDAHGEICLERERE, ZFHz
B 72O E e T — ¥ USRI & N5 RERF5
HOEE L OREMN T ORE L IRGFET 5 2 LA
FBETHHAI), TNICLY, FDAFZ T T
(CEAFR LA 2 1O ERC EH I IS Bk L 1%
5, LOMIEDRARD D B L BEAME L5
BERAYIZBE S 2 RFRF S B O IZBR o 72 FEHL
ELT, TERBHEATREICR S EEZDND,
B 2 1E, GLPOELE IR L 72 &R RN A,
e BAMEHT 55K — FOEH LA, D
LI\,
PHESATE, BHHRE O O A TIRESE
RPN IGELH D720, A7) —=v 7
Feili % Fpo R v F ¥ — ¥R KFE O & 3
[T FE32RIN T W 3E i 21T 2 & 05D
bo 2O XD RBERMRERIIE, Y INIHE
oA v 7 7 7 HELYEE L, LFENIELED
BEDOWIFRNE, M FERFAE, #Uo T RE
YD H B3E1L, € DORERFHEE & OBITED IR
FExADIIHAET LUEDND D RERBO/)N
SWBHEFFELTIEFRICERL LD, K
W3 & O IFEIFFEELRI I FD < WFZE D R 7T,
TS O EREFE ROBHRAMA T ICHET S
BedHBHOT, MMBRERFLHAM (ZHM L T
HEE, 2715 (e) (1) O@IEO N, 71
Y 2 A DTS DORRE & FAT AT ) LED D
59
2. BbHYIC

19844E Ny F - T w 7 AR FEO—BE LT

M OB E O

il S 7227155 (e) (1) 12 & 2 55 O i PH o i
M) b o TE7z, HEIOAERIZLY
2715 (e) (1) 12 L 0 TEOHPIIIL < RS 1
T & 7275, IEOCAFCHIRTIIS R S
T, REGASSICBT L EFOMHICE T
52715 (e) (DI 2T, VHh—F v —N
DIFFFHEEDA v v T4 ThEkbEb I &I
By, METHILEEZOLNS,

—J5, L DOV —F Y — VIFFOHFEIC X
D, EEEMOBIHEDSREEEICBENTEZHED
BiF oAV ADLEE Y, NIl L AR
OBV IHEINL Z L LAREETDH S,
KENZ B 5 EEGHONFERSIT 4TI, IND
DEDFDADHA ¥ v AR 77—~ 1)
IVIR T IRETAT AR T 2,
V=T — VERRFRE B O O B % B
LTBE, VY —F v — VIS ORI AT
T x5 EH LA EDHETH S,

T4 NI PE (2 D B HERTFIET S SR SE B
SEORMBER» e 70 Y 7 MzshnL,
S OMELIEZAT) S ENEETH S,

¥7:, HRATOEAGBHETHAR 7 7 —~
a7 I 7RI ATA T v AR e
DIEH® 23 ), HAM2715: (e) DHFIEEEA %
MRS A LENDH D EEZ Do

p=

1) %8B, AREIEBEOBET 281 2ET5
DTIE R\,

2) 1564, 2714:(e) (1) B8 T, 2715%(e) (2) 12 &
DEFFMINOANDAZBET AL L, &% -
BEMEBRONT VA% L5 TnD,

3) Eli Lilly & Co. v. Medtronics Co., 496 U.S. 661
(1990) V) —H O HPIF2715: (e) (1) DR
W R D ERE IR IL D 5 722 TR S i,
ETORFFEHPGLRED ) 5 BOHRIE, Y
=T — VEREF O AT 212 b RE O REM:
AT D THhotz vz LS,

4) Scripps Clinic & Research foundation v.
Genentech, Inc. 231 U.S.P.Q. (BNA) 978
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11)

12)

13)

14)
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(1986) ARHMTIE, WA HrrFHEY € H V72T
%755, FDAHGEICAHMICEE ST 2 LBd LN
Ty, FirEWHEZzH W75 2 HC O
EAF AT OO -0 I L, BERTO
BFEHMoOME L EbITo 270, a5 H
WOAMEH SNz ZROEN L WE LT,

BFRDO LN o7z,

Intermedics, Inc. v. Ventritex, Inc., 775 F. Supp.
1269, 20 U.S.P.Q.2d (BNA) 1422 (N.D. Cal.
1991) judgment aff’ d, 991 F.2d 808, 26
U.S.P.Q.2d (BNA) 1524 (Fed. Cir. 1993)
unpublished. 73, CAFC Hyeid I H % 54
EZDTIFREL T D,

HgelL, Mme LT, MEL S mED
e DT e ThRESNDL LK, ZOKX
HATIZ OV T2715 (o) (1) DBE 1T HED W THRE
24T\, —EBIZ DWW TR S (de minimis) T
HbHELTHREETS T
Telectronics Pacing Systems, Inc. v. Ventritex,
Inc. 982 F.2d 1520 (1992)

Amgen Inc. v. Hoechst Marion Roussel Inc. 3 F.
Supp. 2d 104 (1998)

Whittemore v. Cutter, 29 Fed. Cas. 1120, 1121
(C.C.D. Mass. 1813) (No. 17,600) # 2=yt
FeRr O R 2 HsE S 5 720 IR RF e &
g AT ATETL I I EEOEM TR
mwk L7,

Roche Products, Inc. v. Bolar Pharmaceutical
Co., 733 F.2d 858, 221 USPQ 937 (Fed. Cir.
1984)

Embrex, Inc. v. Service Eng'g Corp., 216 F.3d
1343 (U.S. App., 2000)

Madey v. Duke Univ., 307 F.3d 1351 (U.S. App.,,
2002)

Biotechnology Law Report volume 22, Number
5 (October 2003), 462-498

Infigen, Inc. v. Advanced Cell Tech., Inc., 65 F.
Supp. 2d 967 (U.S. Dist., 1999)

[FFariE ] K E5RRF5,096,82275

1990.7.26 4 JBH, 1992.3.17%45% (kb e [ H A
GB 2246366 B)

[4527 1L —2] A bovine embryo culture
medium comprising a culture solution contain-
ing the nutritional substances necessary to

support a bovine embryo, wherein one of said

15)

16)

17)

18)

19)

20)

nutritional substances is hemicalcium lactate in
an amount effective to maintain the health and
viability of the bovine embryo.

[HRERFIFIR] R EHERF5.496,720%

1993.2.10HH, 1996.3.5% &%

[4527 1L —2] 1. A process for the in vitro
parthenogenic activation of a bovine oocyte
comprising the following steps in sequence:

a. increasing intracellular levels of divalent
cations in the oocyte; and

b. reducing phosphorylation of cellular proteins
in the oocyte.

Bristol-Myers Squibb Co. v. Rhone-Poulenc
Rorer, Inc., 1996 U.S. Dist. LEXIS 1753 (U.S.
Dist. , 1996), 1996 U.S. Dist. LEXIS 13641; 40
USP.Q2D (BNA) 1863, 326 F.3d 1226 (US.
App. , 2003) : CAFCIZMHEFITREARE & HI/Ro
[FFRFIER] K EFFRATRRRT34,277 %
1991.11.1HIFH, 1993.6.8 FF5AT

[44527 1L — 2] Claiml4d. A taxan derivative
of the formula:

wherein R2 is a hydroxy-protecting group and
R3 is a trialkylsilyl group in which each portion
contains 1 to 3 carbon atoms.

OCOCH;

ococas
O, FrplHiBhEHE (Special Master) 12
LU TORBMFITPSRI SN,

(1) HEEOFHERICE D3O NEmD, &
HIICFDAHGE SN 0o 726, FDAHGE
HHEAEH SN HBEICOVTERTRET
H%5,

(ii) PREMADFHAFDAHGE OO DEHED
HHEHL O TIER VA, FDAFRT THD
720 DIEHICAZ BT 205 »OIFE TH N
X, HiFs RO X, FDAHGEICE
HAICEE LD DL LTEEBTRETH D,
Amgen v. Hoechst MarionRoussel, Inc.,
3F.Supp.2d 104 (D. Mass 1998)

Integra Lifescience I Ltd. v. Merck KGaA, Nos.
02-1052, -1605, Fed. Cir., June 6, 2003.
[FERriEER] K EFRRT4,789,734 5
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21)

22)

23)

24)

25)

26)

1985.8.6!1 i, 1988.12.6% %

[FFRPIEHR] KR ERFRF4792525%

[45 27 L — 2] Claim8: A substantially pure
peptide including as the cell-attachment-pro-
moting constituent the amino acid sequence
Arg-Gly-Asp-R wherein R is Ser, Cys, Thr or
other amino acid, said peptide having cell-
attachment-promoting activity, and said pep-
tide not being a naturally occurring peptide.
[FFEFIER] K EFFRT4,879,237 %

[ Er L —2]

Claim4: A method for detaching animal cells
from a substrate to which they are bound in an
Arg-Gly-Asp mediated manner, comprising con-
tacting said bound cells with a solution contain-
ing a non-naturally occurring peptide consist-
ing essentially of the amino acid sequence Arg-
Gly-Asp-Y, is any amino acid such that the pep-
tide has cell-detachment activity.

EMD 121974: Cyclic Arg-Gly-Asp-D-Phe- (N-
methyl) Val

Integra LifeSciences I Ltd. v. Merck KGaA, 50
USPQ2d 1846, 1850, 1999 WL 398180 (S.D. Cal.
1999)

Judgement on September 29, 2000 and Orders
on July 21, 2000, March 21, 27, 2001, United
States District Court for the Southern District
of California; Civil action No. 961307

Integra Lifesciences I, Ltd. v. Merck KGaA., 02-
1052e (Fed. Cir. Dec. 3, 2003) (errata)
Za—v YHEORGFERICH LT, x4 8
VS BT ERAMF S Tn5E o [EE L
LMD REOMBEIZOWT, HEIIREEH
RELTBLT, FomBFE L b GEHR%E
WKWBWTHEE LTWhW, ] B, —a—<r
HHIIRGD T T FEEOFEFF L) —F v —
VEHFTIEZL, MOXEHTH L L DREEN
— A ERERRI2 D EEZ B,

After all, patented tools often facilitate general
research to identify candidate drugs, as well as
downstream safety-related experiments on
those new drugs. Because the down stream
clinical testing for FDA approval falls within
the safe harbor, these patented tools would

only supply some commercial benefit to the

M OB E O

27)

28)

29)

30)
31)

32)

33)
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inventor when applied to general research.
%8, N Y =5 (Bayer v. Housey, 169 F.
Supp. 2d 328, 61 USPQ 2d 1051 (D. Del. 2001))
DIFRERETFIE (B4 25 SN -Y ok
OO NS 725 ) 1ISIH 21T,
2715 (e) (D2 & B0 % FRkE T & HBMSH
FFIIIERETHA ),
The term “reasonably” permits some activi-
ties that are not themselves the experiments
that produce FDA information to qualify as
“solely for uses reasonably related” to clinical
tests for the FDA.
BRI MEEEDS D Y, EIRTOBYIA—ES
R h, WEOKERL 548, Sy~ H
F DL T & FEH) O ML R EE O BIEREEASHT S
TWwb, BEBOSMATNL Z L1250 HEH
ORFEEFT 5 ENTEEICE S,
http://www.fda.gov/cder/guidance/5900dft.pdf
Investigator's BrochurelZ 13, fwE % & telEdE
DOWE L RO 2 5L#, e M2BT
LIRS G OSEIEN, T3 EEFNR RO
¥, SEWEHRES AWM OTEROBER, i
fEIRAEENSE LN MBI D EEOLSE
BRI HRDOEL, JeDEE, AL
RSV FH SN EEESH L) A7 K
CEWEH OREHEAS, fHHe LTEINb,
GLP (Good Laboratory Practice : [E# i D24
PEEEE O R 129 5 B UE) ICHIL Tw b
ZERFEHT A EHT, b LikEDY, GLPICHI
LTWhWEAICIE, EEIC-FHLTninE
HER—FB LD L) IHEROBRICEET 5
TREEEDS D B D FHHE T 5,

£ Y77 ITHEMEIIBNT, A7) T AR
DEBERHFIIGLPICHI L TV AR WO T, A2
T A=A 7 OFEERFTIEE2715 (e) (1) DREAS
ROV EFEENS BRI Nz, EBIC
INDHFE T — 1 E ANV 7 OWFFERFT CIT R > 72
DTHY, CAFCO A7) TA—X) 7 DEER
TAE— R 2 EEE R EREL TV D
75, GLPIZHIL TV WEBIT A HAIC L -
TIIFDARREW T D720 DIEHR E 7 V155,
D HWHA Vol.209 No.6 (2004/5/8) pp.341
~344

(Efas40H 200445 H27H)
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