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1) GOG-0218 i%, #[H National Cancer Institute (NCI) 23R4 B EBKRE 7 L — 7 T 5 Gynecologic
Oncology Group (GOG) #iti - i 2EKHARTH D,
GOG fR#&H
Philip DiSaia, M.D
Chairman, Gynecologic Oncology Group (GOG)
Four Penn Center, 1600 John F. Kennedy Blvd
Suite 1020, Philadelphia, PA 19103, USA
E{EOFREE
Robert A. Burger, M.D.
UCI Medical Center, Irvine, Chao Family Comprehensive Cancer Center
Department of OB/GYN
Building 56, Room 264
101 City Drive, Orange CA 92868, USA
GOG #dt / F—F 2 —
GOG Statistical & Data Center

Roswell Park Cancer Institute
Elm & Carlton Streets, Buffalo, NY 14263-0001 USA

2) GOGO-218 1%, K[EIc35\ Tid FDA(Food and Drug Administration) ~®/KFEHINZHAYE LIZiGBR &
LTEMEND, FIFICARICEWVTY, G0 BEMT HEBICHAOERBMABNG 5 Hikx L
N EAEFE ~ORBREEZBME Lz, SRkEIC LS [EMENHEER) L LTERT S,

B A[EA

3) ARt ENsA s —rhhEly BREZ A EREREM L Y | mBREEEERIZILERE
EER FEBRAF 7 AT I 1 < .
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TEL: 03-3542-2511 PN 7027
FAX: 03-3542-3815
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TEL: 03-5791-6398
FAX: 03-5791-6399
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7257205, GOG-Japan &, FFEEFIERIEAN  MABHEEIEECEMIEFARM (J606) OERS
L LT, 2003 4EL Y GOG EEEEABICEML T4, AXREAORIGRERKER L, =00 G06-Japan
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LRI EFREMICRES NS,

GOG-Japan 455
*  BEKICERIRT S
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PRL2FmERS (HAENRN)
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2 MR
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O FAEI T Xt NCT KRR A 2 WESR LW ISR O e R E R HmEE (4 U 25 0) (ISRl RiGsk &
E ) i R

2) HOESREEKET ST, RRROE L LT NEREREE (AAEEEE) ) 2FERL, IRB #
i L IEBERRF OB ERFET D,

3) BLIESREERTAEIL. ARBORE L LT (Appendix for Japanese Institutions] #{E7 2%,
Thit, BARCBOWTABSRL ERTAOICLERREIZSDWTELHELOTHDS, 2B, Z0
Appendix @AZIL T~ THIFICHRL, 606 ICHET LD LTS,
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3 =YY -EBE

BEROER: HUNCT — 4 OfFRk, s LOMER, BRI 5 NSERR 9 3 A 27 B¢
FAESE 28 B (EELOBFERBOEEOEMEIZET 585 (GCP) BIUFEM 164 7 A 30 Aft
A E S 106 5, TR 16 4F 12 A 21 BEHEAS@ESE 172 5. FEk 184 3 A 31 BHHEAEY
WA 72 B, Eiz, k2042 A 29 BAHEAESEESE 24 5 TEZER OB O Ko IS
M+ 5840 BERETSES] (MEGP) ZMFLTiIThhd Z L&E=4 Y /B L UEE2E
L THEsR ¥ %,

BREHEEN, RBROHEMB L OERERRRIT, T=2 ) /BLUEE, SlHUYBCL2WMED
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(2) EWeATIRIEAERFO ISR BLOHEEE
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(5) FEESOREOER « (RETRIOME
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4) F=FY TEROBME
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2) GOG BE#
WA OBEICMA T, AEBRTIENCI OBEICL Y, 606 Quality Assurance Audit Program ®—Bg &
LCHEMTAERMEEL PR EL 3 FEIC—EEE Lthide 52420y, G0G-Japan @ Parent
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1) _RZX=T /T 72 RORMELNCT 53T 9,
TSR .
Pharmaceutical Management Branch(PMB), Cancer therapy Evaluation Program(CTEP),
Division of Cancer Treatment and Diagnosis(DCTD), National Cancer Institute(NCI)
6130 Executive Blvd, Executive Plaza North
Rockville, MD 20852 USA
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R Kw T /TR OREBEE RO 5 P THET S,
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2. Unlikely
3. Possible
4. Probably
5. Definitely
MHHERERR LA X2 /7 TR EOMNBEEZE L, b oZER/EROTA L DR
BHEURICOWTEB LT, _1 Uy Xw7 /77 R 0REMEZHET S,
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3) HHEWLROBRMEE (grade) OHE
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HBRMEEMIERLAEFRBREA Do R, EeNICEREREROR~ER2ATERRE
EEETORABFETRET S,
Fim. IERIUEES ITHEBREEMIT, 24 BEHILIAIC GOG-0218 TR NI R (/o i3iaBiiEE
Bl) I EONELHE L, ¥RIZE LT o baACRE SHEMRAKC, £DOWNE % CTEP @ Adverse
Event Expedited Reporting System (AdEERS) ICUATF@URL KO 7 ZEA L,
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AdEERS form # WEB L TR A -#iH4 %, GOG-0218 IB NI 75 /51 WEB L THSEFONEZHEL |
VBEREE N oo R A (kT 5,
(2) Bhnes
& 5 ICTABRMMEERIL, BMERE AT LA, i bR IS OB RICNE L RET 5,
T/, EMIHCEME IR REMIE. LBEICH LT AJEERS form % WEB ETIREA - L, i
2T GOG-0218 TRBMEE I M~ 5,
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LR KRR AT BERBa—T 4 32—7 1 > /M
T108-8642 HAHRHEIX A4 5-9- 1
TEL: 03-5791-6398
080-1146-4350 (H#5#F) *+a. tha. MWK
FAX: 03-5791-6399
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R Gz
| ESza At & —ddsmibe RYOREBHRERS - IHFMER FOmEE ER

Wi % o T 104-0045 HUAUHR P S 5T 5-1-1
TEL : 03-3542-2511 (P9 7027)
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FAX : 03-3542-3815
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(BT EWIMIIL 20074E 11 H21 ALY 20104E 10 A 31 R E&ET D)
F =T O 606 REEICHBVT, 606 LV BHFMERTOT T ANHHET, ELEHBENLOESR
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8 GCP (Good Clinical Practice) ®M5F

1) AiE%ix, AREORBEFREL LT
JERSKOBERBROEROEE BT HEP) CERIEI A 2T BRAEESH 28 %), [ERSL
OEERBOEROEMIMETIHEO—MLRET 245 (FRR 1547 A 30 B EETBE S
106 5, Erk 164 12 A 21 BFEAS@ESE 172 5, FL 1843 A 31 BHRASMESH 72
5. FRL204E 2 A 29 ARASBESH 24 8), [EXELKOEKRROXEOEMIHTIE50
WEFTIZ VT ) (ERE 9 4F 3 A 27 HATEERIE 430 ) | [ERSBOMERBEOEBOERICET 58S
O—WEHETAEFORITICONT) (Fk 154 6 A 12 HERERSE 612001 5, ¥Rk 16 4 12 A
21 HIEATES 1221001 % Fk 18454 A 1 B EAREH 401001 5 A 20 42 A 29 A LR 0229007
). TEESOBKRBOEROLEOMAIZ VT (EAL 18 4 9 A 21 BTEREFRE 0921001
B, ([EEHOBHEABOEROLLE (GCP) OANE] (FMRIES A 13 A PRERFRSED),
BLUFOMOBM 54, i, S L U828 L TERT 5.

2) AiRERIX. KEOMBEESRS L UBHELEDIC LU L TEBTS

(1) FDA #1244 : Human Subject Protection (Informed Consent) (21 CFR Part 50),Financial
Disclosure by Clinical Investigators (21 CFR Part 54), Institutional Review Boards (21 CFR Part
56), Investigational New Drug Application (21 CFR Part 312), Forms 1571 (Investigational New Drug
Application) and 1572 (Statement of Investigator) %

(2) Code of Federal Regulations (CFR):

Parts 50 and 56(Protection of Human Subjects), Part 54 (Financial Disclosures by Clinical
Investigators), Parts 314 (Expedited Safety Reporting Requirements for Human Drug and Biological
Products) %
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9.2. f»Z74—LFarvert
1) #ERE~OBHA

BERIC LT, RBRWHEEM £ - I3RS BEMIZ, FEREEEROIEBRFESAS OKE
RELNERALHLEREAANCKEL. LTOAEFELZARATHELBHATS,
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EapksA%E (Clinical trial) &—A%#&# (Clinical practice) & Dif\>
KIEROTHA B LRI (F%, TR¥%. CLEE BORY)
BB ONE
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