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72E7) R cooperative group, NCI DI F—&MMEHELEL T vz, BHATIL, SoCRA & DIA @
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H IR : 2007/02/05 10:00-10:30

g4 - ECOG

HifEF : Dr. Marvin Zelen, Thelma Zelen, Jean MacDonald, Kerry Higgins, F¥—, &
& 52 BA

A -

MR T B IIAMZEOBE 258 L7, Dr. Zelen &V ECOG OBE DGR AZ T 7-.
MEIILUTOERBYTHS.

EEH  NCIE4& 86%, ZOfhbZiker & 15%

Member : £2k36 X ONTBEREIME DO 400 HEER M O SN, EAZEIX 6000 AFE.

Member ®H 7 =Y

1) Member Institution :
REZ L VEINZHBRBEEEMOEZEESR, ECOG & v MU —7 O % 7234
gehiaR (REWBE, AT F—), MO AABHEEHENZ BT 2 Mk

2) Provisional Member :
Friclz Ao Tofigk (2 FRITERS BIC/2 B T2 D&M 1= 3 0 R

3) Affiliate Member :
HUE D M AABHEETENC BB T 2 588 T/ <, ECOG DA v 3—%iE L CRRICEBHET
% Mgk

4) Secondary Member :
FiZfhD 7 —7 (SWOG 722 E) [ZBM LTS

5) Participants

6) Consultants

7a ha—
75-100 A, RN ZE RS & UioEiiE e (B, 1Ak ).
BAEEE PO T b 22— 803 50-80.
WEAEERD 6000 ADEE N ECOG D7 a b a— LI BER S, 2 5 N Z B8RP,



South Africa, Australia 72 & international 72 F 4 7238\, (BB T—%FD
Fov 7 EEE. WS bE X IEER S B & RE)
LAz, 1#HH7=H 2000 K.

AEAE -
1) Group Chair’s Office (Philadelphia)
Bl OISR % =845
2) Statistical Center (Dana Farber Cancer Center, Boston)
ECOG FEDHBRDOEFENT & L AR — |, Bob Gray 28 charge, (1% : DFCI 1% CALGB
DOFTE T ECOG OFTE TidZew)
3) Coordinating Center (Boston)
Operations Office (%9 40 44)
7a b a—VOEK, SA—TDRE~DEROER, SN—TI—F 4 T DOH
E, SEBLUCAROEHE, SBMROEBES (FE2E), HHOEME - 85
Data Management Office : 9 60 4, (26 4,4 DM #234)
T2 OERIEB L OREEE, BT & EBIEAL, EBERDAEEEROFLIE,
ABCEOEAR, MPVES 25T 5720 OF — & B L OV R & Yl
4)  Pathology Coordinating office (Chicago)
5) Quality Assurance Review center (Providence)
6) FoMmn<onoE L —

P - 10:30—12:30

i« Kerry Higgins (Data Management Office), ‘T8 —

PZ

Data Management Office D& #HE TH 5 Ms. Kerry Higgins & £ L, Data
Management (B EICHT ARELITo7=. UTICFORELZTRT.

SOP :
FDA ~HEETHRER L 5 TRWHBR TCEFR LS.

Data Management Plan :
B LI Protocol Specific SOP & UL CIERL. 7 ha— (F_RTORARE),
CRF, v hnFozv7BHBREE2E L D5,

DM ¥ E .
o 2604 %EH
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FEEN 240, FEHIG B4
VYIHEGCEITS A R 2 £F. £ < OB A, 2FERICHESE F—F 17— Medical
School ~T< ABLZ V. ZFD1®), HIZHLLWAZ vy 7D ML —=0 7% LTV
WEWTRW. AMERERERL TS ZEIZECOG THHEED 1 -, EBHEDO 7 L X
YEVT 4 (Nr—varipl) & ECOG TEMTABKRBRED L DOMENEE
MEBEZTNS.
SoCRA ZEDFRERIEEZFIH L TV BB U TR,
SEEJFIR - #9 34,000US Kv

FeBHZIECOG 23 b, "R 7 4 v MI7urTF 4 THA T U ANLEDILTINS)

DM Office D A B :

60 44 (Manager : 1 4, Project Leader OC : 144, Project Coordinators : 9 4, Forms
Developers : 3 44, Data Associate IIs : 4 4, Data Associates : 25 4, OC Data
Associates: 3 44, Data Entry Associates: 5 44, Contract DA’s: 6 44, Contract DEA’s :
344)

1778 b a—icxi4 3 DM oA BEE

BEK 200 N2 LT1AD DM ZEEBT A L2350,
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> TN b —EER.

e DBYUHNLF v/
> OC OHEZAWTE Visit TOF = v 7, BHEO Visit 7~ FF vy
P> w=aTlNFrzvl

> FIAEFZRICHEL UL, BREBEEEIAEFSZRECRFOR—HEF v,
e DCF D17, BUR, ZAUEST—FDOEE
> DCFOEICELTHLEF TN N —F 28B40 b 5.
e CRF = DCF OEUCHKR % F =4 —

o (Data Management Office D—i# ¥ DEBE KB &, RBREEENH R E

ENLORBHREE, AEFEREE, KK CRF R EAMHREL TEL.)

EHY AT L

Ingres & Oracle Clinical(2002 £ L W) &/, £ 1 ICHERARRERT.

1 HEHT — X _— X L RBE

Disease Site Ingres 0oC

AIDS 3 (all closed) 0

Brain 2 (all closed) 2 (1 open, 1 closed)

Breast 6 (all closed) 6 (2 open, 4 closed)

Gl 4 (all closed) 14 (7 open, 1 susp, 6 closed)
GU S (all closed) 10 (6 open, 4 closed)

HBP 1 (closed) 2 (1 open, 1 closed)

H&N 4 (all closed) 6 (4 open, 2 closed)

Dev Therp 0 1

Leukemia 6 (2 open, 4 closed) 9 (6 open, 1 closed, 2 susp)
Lymphoma 4 (all closed) 9 (7 open, 2 closed)
Melanoma 4 (2 open, 2 closed) 4 (3 open, 1 closed)

Myeloma 5 (all closed) 5 (3 open, 1 susp, 1 closed)
Prevention 3 (2 open, 1 closed) 0

Thoracic 3 (1 open, 1 closed, 1 susp) |9 (5 open, 4 closed)

Symptom 0 4 (2 open, 1 closed, 1 susp)
Management

Total 53 (7 open, 1susp, 45 closed)|81 (48 open, 28 closed, 5 susp)




BEfE] © 10:30-12:00

Hif5#& : Jean MacDonald (Operations Office), &6 157

NEA -

Ms. Jean MacDonald & [fisx L, DM #ABHER X OB B I W TR\ A2Z 5. UTF
IZEDNEETT.

DM #&
ANEETHE © 2 B/
BRIV =T 4 T THA A FETVY, A Z—RONWCHEIRE L 2G4 5.
HENRIILLTD®@EY
- ECOG o#5r, ECOG o FzEMEn
CBFEIICIE L W LR — MK A B
- R IRE
« CTEP (28T 5 B &
7B AT A E =2 T
© R ABRRIFSEIZ DU T
cCRA~=a27
- CRA Z£EB%, Nursing ZE£ DB/
- SEER(Surveillance Epidemiology and End Result, (http://seer.cancer.gov/))
» Oracle Clinical ROBO DemoGEE - £8)
< DA RE D VDR

AT IN TV ZANDEFICONTIL, FIABENHE T e-Learning 2/ L CEH
(ECOG P® Information Technology Group A3ERL) . & SALimmh— Ari— 0T A

ML ELHD.

CRIIYBICHEE LT TCHELL, F—ARETFARERLTND. ZORIE, &3 —

T—EERAONTOEERS . BEEAICL>TEBRORBRO 70 F =2—1, CRF %

ZEE BT TN 5.

s 7= o=

CTOM, SEREEELREBFHL TV A.



cEBEEDDITITHRRICVWACRADCHELEE., CRAMEHMBEL TWineE, C
RA TR TEABENETEY FIMTHETH-TETLE .

RERE - 14:00-15:30

HE# : Jean MacDonald (Operations Office), 'T°% —, &/& S8

N :

Oracle Clinical ROBO demo % {84 %. FHE D2\ e-Learning system TH ¥, MiFE I
DRI~ T REDBIEELITWERN LB E2BET 5L 0.

A7 A(Oracle ClinicaDiZf&fFE Lz a7 Y ThH D78, AFRHEE 70 /S5 LIE
HETHZLEFHLWEEZ BN,

H I . 2007/02/06 13:30-14:30

RS - N S— R AR

HE# - Dr David Wypij, ‘T —, &% S8
NE -

Harvard School of Public Health, Biostatistics @® Dr. Wypy %% L, Children
Hospital (2317 2 ERIRIIZEDORHIE O 257 5. Children’s Hospital 1Z1Z kK& < LAF
DIODTN—TN 5,

1) Clinical Research Group

2) General Clinical Research Center

3) Cardiology Group
72%, Dr. Wypij 1%, 2005 4FEE & Cid General Clinical Research Center DZ4:Wp#kzEiPo
£, BfEIL Cardiology Group DAMREEHHFID superviser T 5. 50%i% Children’s
Hospital D15 %, 50%i% Dept. of Biostat DEE T 2T DO—E 24T > T\ 5.

Children’s Hospital (General Clinical Research Center)? {£#i :
e  Clinical Research Education Core(2 1)

e  Biostatistics Core(11 43)

e Data Management Core(19 4;)

EE
NIH 7z & OEGRMFZERC T AT LB YD 7 Z o A 50 A5, #1250 5 US K.

A=/ el

T 7w —3H@Es TS, ST —DREHT T0K 725 80K KL &S W s
B b T b,



ARRHERFIIZ DT

HtE2 b OMAREELERBLVFREORFFETCRDZ L NARL. EL5 - 250D
MHAFRIET 0T T I T EITD, VRT 4 o FRBERWIRE N 21T 5. BLE% b0
MEIHKIT T DFREROMER L, BEShET—F Yy MIHLTEY BERMTEITS .

BT & DT DN T

Harvard NOREBRIITE L 5 il (eI —7) B &by, 2hehnma
W7 T PR LTHIREEZTTO TS, EIDORRTETRBELTND LN Z L
0D, BB L TIRBREA TH I L TR T B ERS R,

- ¢f. Dr. Jenifer Lightdale

FRARREBR—RICBEIT o HEET X X b ¢
TaE 3tz sh i,
1) Clinical Trial 2nd eds., Stephen Piantadosi
2) Designing Clinical Research, Hulley & Cummings, Williams & Wilkins
3) Fundamentals of Clinical Trial, 3 eds.

e 15:00-17:00
HE2E - Dr. Jenifer Lightdale, ‘T —
% :
BRI FRBRIC 3 D EA B L O BB IR T4 5 Dr. Lightdale Z#35R3L, Children
Hospiatal (2317 % ERl, FH#EMI X ORREBRGIEOHENTOHBE2ZI1T 5.
EARICHENOEEHRE SRIET 5. THERELIBET D7 A MIER LAV, BiE
MEAEE AT, BEBLUEENEZL FIORT.

1. BRI T 2 HE
D 48D a—ha—2 (#7#HE)
2) NE
ORREAR, O, ORKIMAERER - TOMBARY etFEedi s
Liza—REleoTWA. B, ZThEFINCHHZOEREHY)
2. HFIRAZT 4 —a—T 4 x—& - IRBIE~DHEE
D 27 Eb 2,72 1EDL Ba—2x (8 78H)
2) NE
ORI EIT S ETOREBIZONT, O BRICBIT AT YXRLALT 2%
INEL T DIDDHEIZDNT, OERIFIEICBIT 2 HBREREICONT, @/



WHREBRMECBTAMEELREDE D FIZOWT, @F404F —4ERBO-D
? CRF OERIFIEICDWT, @+a7eT —FHEBEO -0 O FIREDERF FIEICD
WT, ORI —INT —F <RI A MIOWT, @BEBEICHIET A7
LB BEZDOWT, 7l

3. a—F 42— ~DIEEHE
D BERBEZ NI —FT 4 Z—ZIZHLTARSEL 27 BIZ 1 EOHERITH.
2) BAKRLREZFIML 1 KFHRRE.
3) SFETILEMENTNAE
O/NRBHZ I 1T B ERIRIFZE, @regulatory binder/study filing system O ¥Ef,
@informed consent/assent D& V5, @7 7 A N —R#EPEX 2 U T ¢ — (R
EEDEMLE, OBEERMOGE, @FREER, QIRB #HERVHE, @70
I A AN E S BN 2| S
. REHEHT 2 — X
5. ERBIOWHEEICKT 2HE

R ¢ 15:00-17:00
HifE# - Dr. Carl de Moor, &G 5

T wRx YA MR TH S Dr. Moor 23R L, F—Z w2V A FEKIZHONT
MHEZTS.

b N =T
TV = a R TF—L b, Tule s NEBTF— A 84, B - MBS —
Ao b4

TV a VBT — LD
2006 £ L ) WEVEEREH L AT LAOBE . BESZOTHRELR L0 L R— FEE
HTH.
2005 L W EDC IZxHG LizF — 4 N—2 % B %,

Tuvxy NMEHBT—ADER
CRC D ##5.

TPy MVERF—LTOHE

OJT 234=. Children's Hospital TOE A - #EGEHE O - 4482 LTS,
BEERHFZE I B A HE



> 34BOYs—ha—2 (1 BHK 7R

> HE
O RRBMERR, ORFHE, ORI EEE L ZORMBEALRY

Bl A BT 4 —a—F 4 x—4 - WRGIE~DEE

> DKL 27AIC1ED 1 Ba—X (97K

> HNE
OCRF DIEFFIEIZDWT, @F —#EBMO DO FIBEDIERFTIEIC SN T,
@RI e — I NT —Z <RI AL MIONTREZDH

F DM OFHEIZSM

HEF : 2007/02/08 10:00-12:00
156 : Massachusetts General Hospital (Clinical Coordinating Center)
HE# : Katie Oldmixon, ‘T8 —, & £

HAR
Medical Officer , Research Coordinator, Project Manger, Research Nurse,
Biostatistics(3 42), Data & Safety Review Board, Office Manger 72 &,
BE DM X TEREL THRY. HHC 2 20RBRAE & H3 O TDM% 1 488+
E. ST —FANER 14, ANEEED 728D EDC ORED-DOT T 5 <—
NS TN .

FUND :
Office Manger 287 7 > b2 EH L C\AS. MGHDO 7 7 v RIZEMS$S 1 U AU E .
FEIZ, NIH, 3P Genetic Company, Donation.

EBENE -
EDCZFHALTCTF—2DWE, 5—FF=F V2B LTTF—F~vRIPALN. B
EERBEEIT- VA,

EDC

> AN hNF =P

» AN ANF w7 TElomhbLiholiR)R0KH%E SAS 7¥r 7 F ATo
yﬁW?Iyﬁ

» T )—FTVRTLERNT, T4 — LR odE s R

> Whpd DM MBFELRVOT, ko CRC OAENERE. HENKY).



>

— % b BT DAV
IRB &R, IC 7o xE

> BIMERR DM, BEEBRR, A v T7OHEBIORR
> FEERICKTT A YGEENE
FEEZRE
> BaWE
< BIEL 24 BFEILINIC SR E SN B EF S % E L. Medical Officer 13Z N %
MEtL, $iEELTHRIES. Project Officer & Data & Safety Review
Board OFEFIEIC, HREE L SRR ~BEHUE.
> ThSomE
< 1 BEBAT EDC k> THELNAEEESREMER L, Medical Officer,
research nurse ¥ X U Project Manager (232
> LERAEFZOFERERE.
[EE I SCEOER

BRI OV

ez CRC D#H
> Research Nurse 2344 b (94 0) OmEEEZ R TW\D »
> BRI LI B0 DM AW RWe®, ik CRC OB AIBLERFTRTHSH. AR

BAtARTICHEEX CRC Z—[EICtED, 7o ha U liE, CRF, SOP/Z &5,
GCPREDO—FEHR M L—=20 T4, Bk, NIH o5IL Human
Sub;ectProtectlon WZOWTIERIESAIL 2> TETWA. 728, SO PIETEERIC
FAELZLOLILBBTEZALZLOZ 2BHEEHN LTS, TOHEDAI2=F—¥
a & Web &2 - 7=l (B 21X FAQ 72 &) %#FIH

GMH TO¥EAHE

»
»

>

FRCRE - 7270 77 K37, SO ELRELZFA LTS

W H$HC B 5 SR

> ERERRFZEIC oW, M2 & (GCP, NIH O#i#l, FDA o#i#Hl, ICH, fH#,
SFRLZERS, Nuremberg Code, ~ /LI VX FE)

FEEEMFSE O & i

> EHEE

<>

FRARBIFIE DF& T B

GMH ToOHksias

i
V-

Association of Clinical Research Professionals(ACRP) % F|FH



ERT — 2 _N—2
EDC FiZ InForm ( Phase Forward - ), JMBICER L= 25 A

e

CRCIZFHILTH 6 ~10 FRE. DMIZANZEEZEAL TWAET THY 14ERE. DM
DRy 7 770 Re LTRILEZ SO, KRETHNIT+H4S. Research Nurse,
Project Manager, Biostat & —#§ItS 32D T, b B A THR— T EBIcELT
IIRLK. DMOFRHIR L, RS ZZIEE D Z L3R,

VELEONAHE

FEWICEE  [BAREBRMG, SEEHE, CRF, F—4~—2, F—& AhH, F—&OfEk
ft, 2a—=F427, 7—=40rY)—=v7 (7= V=), Fus53I7, EDC AT A
BE: T—F<vXVAL NOKRE], Ket®, A7 L%H, Yo ha—n, CRF OERL -
WENCMLBEBRFRE, BT —FE v b - B - BHLAR— R

Ebbebh EFEME, T—4vRTVAL ST L SOP

BETRV ESS, BRRRE, T=4) 7
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