SRR

I A OF 5 B 4 1

I 5%

4% John I. Gallin
Frederick P. Ognibene
iE mENAE 1 B

PRINCIPLES AND PRACTICE
- OF CLINICAL RESEARCH

% 3
= 4 4 ok KB



RN R
e A B 58 BTG 5 2 0

Principles and Practice of Clinical Research

eI 5iEM

Ethical , Regulatory and Legal Issues

% 3 IR

F %4 John I Gallin
Frederick P. Ognibene
F OFE WEHE B K

4 2 & KB i
i =



B = :01-2013-4356

m B H

A4 17 8, LR T IGKDTR T K EE N W R K BRI R E S
SIS PT R AR R FUE R LS, BB AR T YIS IR R s 1, 2
SEVERRISRIREAE A, FE0 RS RIRIR I ZE 55 0, 41 T E[E FDA MIBUR
EEAL B L A AT AN T 00 KR X R AR U , RS 5 e 38R 6 A
RBTIE ARl BB FIZE WP SR, H AT NIH Brbtt T T/ B0k fgs AR AAas 19
PRIFATEFAER , LA T2 AR T 321838 R AL ) B4 B PR A LE B FLL B 52
T IEARIAREIRE A R B SCRIAN, 85, HSFUEGN T IR 5T & dnfe]
SRR R , LA B SR A B R ARSI 5 2T

AP HLE BT IRZE B 2l 5 I RIS VLA BT A A IR B A,
2ol A RBT ST 0 M AR R B, LRI B AR B 4
BIBTIIAL M A B 2% 68, T (R BR 2 B 242 e A 4k T A= 2# B 5T
& REFHEN R AR A E AN RER,

EBERSE (CIP) ¥

RISIER. 2 3 B/ (3) AR Gallin, J. L ) %5 4 ; B o5 4, 1D 8% . —t
L BleE R ,2013.7

(I RBFFTALE S HEM])

4528 JF 3 Principles and Practice of Clinical Research

ISBN 978-7-03-038024-1

I. & I.Ot-- Qff--- @G- M. B2 V. R-052
o E iR A E 515 CIP HdE#% T (2013) 45 136008 5

FAEmaE A% R BT/ fERH B
FAEfrHl: B 3%/ H@iRitRas

Principles and Practice of Clinical Research, 3e

John I. Gallin, Frederick P. Ognibene

ISBN: 9780123821676

Copyright © 2012 by Elsevier. All rights reserved.

Authorized Simplified Chinese translation edition published by the Publisher and Co Publisher

Copyright © 2013 by Elsevier (Singapore) Pte Ltd. All rights reserved.

Published in China by China Science Publishing & Media Ltd. under special arrangement
with Elsevier (Singapore) Pte Ltd. .

This edition is authorized for sale in China only, excluding Hong Kong, Macau and Taiwan.
Unauthorized export of this edition is a violation of the Copyright Act. Violation of this Law
is subject to Civil and Criminal Penalties.

A58 & IR B Elsevier ( Singapore) Pte Ltd. 2Tt E# ;S A FRA 7
(FHEGRL) E P RS (AMEEE RIREEHK) HIRE 217, REF
AZH O, W EREENE BZREZHR,

A HEIRIA Elsevier Bithin %, TirEE A BHE,

AR , EE SR, REXHF , HFEBEREER
/4 % ke IR
L5 st 64
R 41%:100717
http:// www.sciencep.com
sk w4 5 R
BEHBAET S ESEEY

201347 A% — W Fr4 . 787x1092 1/16
2013 4F 7 ASE—KENRI EN3K. 16
F# . 362 000
EHr. 88.00 JT( &H)
(WA ENEFRE &, Rt wiREER)



(e PR B 58 RLVE 55 4 0 —— 1 7 59 0L )

*

F')i

iF

TiEA R

B & A (2R E A 2847 Global MD)
L B(AEXRRGHEELHAHFETO)
(BRERTEHTHF)

B ZE(RITAE)

IR (R R REZRF)

= Sm(ERFEHAY)

R I(EREEHELSULTAREL)
S e (R EHRE)

¥ B(ERTEHLRE)
E—F(HRPEZHKRE)

W (R P ES )

Bt (BRPEHRE)



ik &

£ I 2B R W KA R P& (National Institutes of Health Clinical
Center, NIHCC) %45 9% 3 #& Principles and Practice of Clinical Research({ /& Rt %.
PEE AN ERARXZERARE R P HEFEFOSET, 8FHRT, XA
It B S B RRE AR 25 3556 AR SR AA KRG EL HEL BIF
6 RAT R E B BEAZ P AE) FAAE A,

NIHCC ¥4 £ B 7 24K KK ORERARA THARER EfR, £UAAKRKS
ST RIREALKRREE BHAR A G AN RIS T B E XS Vs R R AT L AR
AR A B FRZHKFE, NIH TS 6916 RAT THE £ 1] RALIE F AL T
NIH B & Pr Rt s RAT 7 5 3R, AL E R A ZARBAT A R Aol K % # B FAF R
HIPT AR 64 16 R 5 SR R A8

TP B 20 FHRMTEIT AN T G R R B R E AT XA F
BARABRR , RRARBFEAELBRMAEAEREAR AR, EwREEZN T . “H
PRI LERAREREL S EMEHAR, LR EWGIERFRARZY
HIEE R R A% —IEFEDN  FARSHREREZRERXEHR T,

A% 2 IR Z K35 A AR F 3 ROEAFRAESL AN )3 T F v
SN RAT AR IR (A TR THF 808, F L8k R £ 6w X355t
HANGH, 2R A AR EFAY (A% FERITRE) (BAREE FE
FITE5R B KoY Fe( 6 RAREAMBER)), X—EXESHANAS EHF A K
BZEZERAEAAE P OREtAERATEERNG S RIBLEF TS
BAET REAE X T EEITEL,

(BB EEZA)0IE1T FTALR, X PHMT I RAFAR T XE R HH A
E"Fe ERIRE R EREMALEEZN"FHAE, DR T AR LAEZKRER
ERROBE RAME AT L L7, st 2£ R4 (IRB) ¥4
B A IRTT  RAEA M AR E S RANBG B SBRR EFHRAEY
ML Ao A M IR A B R A £ — 09 IRB FiRAUH AR 2 X F oM LA H &K
WAL, B, BiE 5 A 0006 KRR L RE R IH (HRPP) A T
EAS R,

(L EN)ZEHNT RILERE T 2PAME &R, IERMNTIM K E R A



i - IR RITES BN —RESEN

¥ IRB W ERFRERFT EHike  HAZRERBRMYG AERA TN S
oo BRRGEFESE, £ ERBRFS POk RRE, A2 TERFRAE
FEEARP | do T B M 69 BOR E Ao e W) o fTi8 25T RALM A A AR 89
A Bk R AR B AFELLRFATHREY,

ZHFINAZBHNTEOLIETHREAR SBARAHIE LN EFR
PR R ERF, XA T X ARG EREA LN T T2EERE
FH R E I, 4R RAE M A GE R e P BRI AE 5 X R, defT 3 44
FHREEFAIRE HEAFPEBABILALTERAAANEAMNFREXES
o, XLZGERFRAAR S TLEMAG A,

(AR AFERTRF)CLIE R FTAS, JNEZEFRPRNEHT Bl E
AT O BBEEERABZCEEZWR” R KBEMAFE” VA
ADBRAEBOBIBEES RIEAME ZEREFRETR AR UAEZA PO
HlE KL FRAFAFEENLF, T AEDG T FFRTHFGEMA
F R, 4o WLE MG X I E T AL BB AR IRAR IS | AR M st P AR
BT F AR A > RESEFEAL T T LEBE, 43RG ARS TR
RAnF ROGME EGRARH R FFT P, EAMEF RS X E0 5 e AR
AEFREOFREIRE AAD AL BARELRGAR, ARGRIR E
BRERAREFHFGLE,

(BAREL FEFITERAB T2 TS, QHEAERA LR FPHR
RARBUHXBIAT —R AL S EHTAARABKRIASE, ZL2
NIH 18§ f AREBEHEAHFZHEABHEEARS, o, EEH 5 EH)FT
TR, ER LRI LBDEHARLAREIRF - R X TR HIRER L
AEF G EMBRFZAET T, 5B, L FREENE R X Aa4Em £ &
Fe o el , EEARRERT, @6 HR LRI EG P, dols kX
BREBEEE EHFEARBATHRONEE AN, ZHRERT T AiE K G LA
HABeeb L FHERREARE FREFERECHRGERMEH R
B, AR X T 4ift R FeEREEH B LD,

EREFLAZBDR FHNZELEE, A2 A ENMPEF AL LA FREE KRB
REDO I, QIEERFHT—REFARNE, LT TRARKRNG LHF, IR
BAEZFAEGANEelT3]| Fmita A ENMA L F I HEFHTRAE
TAELGEL,

(ERFAREBER)ALHAS, L 12 F, PREL T NIH £ ThASR



w® & Fo-di-

AR ENEASER, EHRSMEATREE, RAURE T ARG R R XX
FR A A FHEBEIIK, BIET wfTEES ARZRANAFREET TR,
BZHHEESXEAREHCHAXTONBER, B RFRRKER THIHR
RREE hEfRREGRERASEE AR OARRGERESEERFR T
w R,

EERSF ,NIH L KRR T W16 KA E LK, ARG KA 2
FTUHEHERFRFCLRT IO RABBREFTNGINE, MR R ENEAF
BB FRls KA R AAEF AT @ s 49 Bl 25 ik | AR ISR R Fn R IR0 8] & 3
#l, BEMAFTEILEAZGAEREN, HRERFELCESR L ERARAES
B, BRI EXEHEINERFAAEAEN ARG LR T 2R ES
% E AN A AR EHT,

BZ NIHZIT ARG ERATAC AN EMFEFEFS EEREA
LEAREAENGIRFEL, EHEMFEOSZOERARERTL T RELHE
FRBMFIHRLR G, AR B RARARR B =2 A B E 2 RHEF
AN 6 B B, R BT A A T R B 6 A ARA AT IR b 69 16 BRAT R S B
N, ZEERMNGERARFRRELABRGAEE, #RMEREE K EES
RS

R A A #0F NIH 16 KRBT RAEAE R A8 E | B %l T 2R A5
FeZ A TR, IZRERZ EARREBRBRAS, Eb, ZNRPHBMTH
AERIEFEETHKOER FEREREFHAABRY ERZ FMN, BME
SIAT B RN EIFIERBETENL R PR EN EIFEH TL
R & B le KA L F A 848 TAEE,

W 5
AREAER
Global MD Organization ( Global MD)



F 3R

EEZE 3 ROEERFARMEL AR ) (Principles and Practice of Clinical
Research) # &R F X, BREHMYEAREBAF A AR DBERELER
MRAEP S EMEHNE, LRGP A G R RARZ T & 4816 KA
R G— AR AN AAREAEEZRATARBREXBRAL I, AT
ERE—REF E—EREL AMNRBHHERFRRIACEAGER,

L2 BR(EERAMEEANYARE F3RHMEMT 17 FRE, S
Flot, st “AMAIHEATRE XR)#AT TV R THE, EHFFF, 046
TRBETEBIZCEEN 6 RFFRREEMATE" AN T BRA A
M HIEELS BIEAE ZEERER AR AEEA TSGR T
1 RHAFE BN FRE,

B G | BAVE AL b B s KA 5 AV AE e xIX iR A7 84 [ F 480 (e AR AT
RAEEAN)REE S LM HFABERRILE, T £ 5B 016 R LAR
Wit LA RE S o) S REX R,

John 1. Gallin, M. D.
£ E Er TABRBIERPR PO K

Frederick P. Ognibene, M. D.
% E E -z PAFRBIERTFE HORIBE R



PREFACE TO CHINESE TRANSLATION OF THE 3™ EDITION OF
PRINCIPLES AND PRACTICE OF CLINICAL RESEARCH

We are delighted to have the 3™ Edition of Principles and Practice of Clinical Re-
search translated into Chinese. Our overarching vision and goal is to provide content
that will allow investigators throughout the world to uniformly conduct and perform
the highest quality clinical research. To the extent that our textbook contributes to
achieving that vision we are delighted.

The 3™ edition of Principles and Practice of Clinical Research contains 17 new
chapters, plus expanded content and a reorganization of the "Biostatistics and Epide-
miology" section of the textbook. The new chapters include content on the critical
importance of data management with chapters about clinical trials registries, popula-
tion-based data sets, data storage and retrieval and managing the ever growing num-
bers of samples and specimens utilized in patient based research.

We welcome our Chinese readers to this new and reorganized content and hope
for many new partnerships between Chinese and American investigators in the
coming years.

John I. Gallin,M. D.

Frederick P. Ognibene, M. D.

National Institutes of Health Clinical Center,
Bethesda, Maryland
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