R ST ERIE R

I A 28 B 5 5 v )

Il R B 55 B it 32 i

i4i John L. Gallin
Frederick P. Ognibene
ER% N | e R U 3T

| PRINCIPLES AND PRACTICE

OF CLINICAL RESEARCH
-

=0 4 4 & K &



B OB IR
I AR W 52 AL VE 5 i )

Principles and Practice of Clinical Research

Il A fF 35 B A 32 1

Clinical Research Infrastructure

% 3 hit

£ % John L. Gallin
Frederick P. Ognibene
F E HEH# ARF

b =



E = :01-2013-4356
nF & o

(Il PR ST ZE A ) F& NYH Il PR 58 MU 5 o I ) 357 R A H 38 o
EHRNE, 2B 12 T, 50 RET I XSS B I PRBFF 50 & % I R
R LTS KR ERL FARBRMA, LUK FE |6 R 25 2
B NFERN A 22 551 PRAT I AR B P B B A AT T RIER AR,
X HNER I R ERE R R A A IR R SHEER L,

75 AT b PRI LA B S\ 5% Al PR B A, 74 28 4l A1 1l R 52 o
DREAR REEEARMIE AN, URESPE 2R MAt A
FEHRE REARTEEARSE/A,

BB B (CIP) #iE

e R ST R RN AR B . 55 3 U/ (38) MK Gallin, J. 1. ) 55 F 45 ; B 4%, X1 Be
HE . —Jba Bl ARAE,2013. 7

(e RBFFTRTE 5 )

F544 JR 3 ; Principles and Practice of clinical Research

ISBN 978-7-03-038021-0

I. K& 1.0 Q#t--- @X--- M. MKREZ-FERBR-HR
IV.R4.

o [ R A E F 4R CIP $iEA% 5 (2013 ) 55 136009 5

TALPH . 8 2/ HER RS

Principles and Practice of Clinical Research, 3e

John I. Gallin, Frederick P. Ognibene

ISBN: 9780123821676 5

Copyright © 2012 by Elsevier. All rights reserved.

Authorized Simplified Chinese translation edition published by the Publisher and Co Pub-
lisher 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.

AKX Elsevier (Singapore) Pte Ltd. £ T 7 BB th R fe R 2 IR A7)
(PHf ) B B ORR X (MEE TS BT XA BHX) WS RTT, REF
O, RE A R BRI,

ABE KA Elsevier Bi R4, LIRS E R HHE,

MR E , EE B, REFUTFA, HFEAREFEER
A % % B & IR
bR E AR AL 164
MR 2 h: 100717
http:// www.sciencep.com

_E ® A7 kI
Bl AE RAT S HHEBIEEH

201347 A% — [ FFAR, 787x1092 1/16
2013 4F 7 A5 —KE R EN3k: 12 1/4
FH: 275 000
EMr: 72.00 T
(HnA BN R B R AR, At T AR )



(Il PR FE RIS 1 ] —— Ik R B o2 AR Rl 15 )
BN D

¥ M EH#(AKREAZL Global MD)
R F (L EHRER)
(B PGEHEHF)

& #H(dLEhmERE)
o R RER)
7 AR (AL AR B )
B (L ER)
X AR K (JEE I AERE)
X ARAEEBMER)
M (LR AIERR)
A EAE (L AERE)
R RF (AL MERR)
Rk A (LRI RERE)
FRBAR FIENR

T
i



x &

W £ S A AR W KA R P 8 (National Institutes of Health Clinical
Center, NIHCC) 4 5 #) % 3 #& Principles and Practice of Clinical Research({ & KA 7.
MELSAN) EBAXRSBRARE R T FFEFHSMET, 8FERT, XA
I Atk B4R LB FRIE R R 258 35516 AR ERAAFHRGE L K ES B IR
& RAT R & B ARSI A P AL FAUAE A

NIHCC A £ B 7 2 ARR KA RA R A THARE BT, EAARA
ST FARFALKIRE L B E G RN R TT 7 RE X S VR R AT G AR
AR A B FRR FK-F, NIH RS 69l RAT RALE A B, RAXAG F AT T
NIH & & P - Rt 16 RAF R0 5 3%, L B R A S ARBRA AT A R Aot K % HE AT AL
I A e KA 50 3R # .

BRI 20 R REAE T, AN T I RAF AT B SR, AT XA
HABRR RAZRFELRMOEARGEEZAFAIF, EwREEEZ.“F
PAILGRAREREE S EMEHAL, L EREHERARARES
B RARAR—HEAER ARG 2R TR KRBT A,

A% 2 A = K3Ry AR 3 RQEAP RIS AR ) #IEmT w3
SRR AR (h TRTHH 80, ¥ T8RRI R E 0w k&5 kit
HANGH, 5N A (EREEN) (AVWARTFERTHRF) (AL FE
FIT5RE ) e le RATRAREIR)), B—FE X TR HIANA B ELF A K
B E R AT b s Ak A B SRR R 40 16 R A B E 2 s
REBET RELAEFEIAPRERTEL,

(L5 EN) I 1T FAE, L FEMT NG RAR T RERI IR A
E A SRR EREMALEEREHAE, DH T AT TAEAK L
EXBUBE T A AT ENLERE, STIMMEEELE RS (IRB)MA
B RAIRTT , RAEA A G R E FA AR B, EFATLEY
HLIE Ao AR AE B R £ — 69 IRB F 3R ALE RIRE XX F R A fef SR &
AL, B b, 9k 5 A m ey A0 KA R X F R AL (HRPP) A T
BESH T A,

(HELEEZA)ZENT IR T A Gk, LB ST AAM K E R A



i -+ BRI RIE S EN—R R REME R

2 IRB 89 B 2 A BRAL KT T EHihsm , A R AR R M6 AKRRA P OB %
o BRBIERFARSE, £ EZREF S PO KRKE, 2K ITERFRIE
FEIET Do fTER L3 o) BRI A N e fT8 G A F B RA R 6
A AR AR B FLRAFATRE,

FZASIANEZBGNELORETHRAN SEARAGHE AN EHR
Poyls KA R ERF, KB ANE X RO ENEAERN ST EERE
FHER F IR, 4R RAF R & A B R Ao W AR 3E 5 X AR, SofT 5 A
FREERARE SAFTFTEBABFRAXTERAALAGAMFZEXEER
8, TELZBERAFAARDH TEAG AR,

(AMGHFERTAF)ECHE R FTAL, ANEZHSAZHT kg
WA T O HBETERAZCERN R REEMAA &
ADBRARBGBIREES BEAE LR ERER” AR AEF A F O
s KA AR AFEEZINLF, T EADE T F AT TG LA
F 3K, 2RI AR IR T AUV P BORAA R AR R it P AR
AT P AARS e A > LS EREALTT2EBE, 4R IEKRS 7FH
AAe RORKE EGCRARA RFFH P, EAMMFiEH X205 s R0
XEZREAFRAERE AADTA LGB ELEGOTFRL, ARG ARFRE
BEAREFHFOLE,

(BRI FEHITERBTN)LIFTHE, AEBRALAEXRTHRE
BRBLHXBAT —HREIL FEHNTAALADRFRTHF, X2
NIH 18§ Fe ARE R HAAFZNEABNEEAS, Flo, £2E5HE5EHHFT
THF, AW LARI LD AEARBRARART — R X TR R ER K
BAEA G EBRBCHH T, 5B B, A A B A RN BUR A e L&
Vg itk , Bl AL EERT, @l AREAIE G FM, dols KK
BHEETE BHEERERERZANEE AN, #35EHK T T A LB LA
AR L EFERIKERDE FREFEIRECH R ERF LA KX
), AR K T hoift T R Ao AR E B BT LR

ARELZABR HANALLE, A2 AENMPEF AL LRI RA
REDOIF, QIEZERAFHT—REFHARANE LT THRAFFHRGIH, IHK
BAEZFLAROANE T S it oA ENMA L F LR EFA TR
THEXGEE,

Qe RARABBERY)ALFH AL, 12 F, AHELT NIH £ Tl AFR



B E F o-di-

AmBRNELE SR, ZRSEAETRE S, ROV E T ARG KRR L
FH A A F L EIIK, T3 E T T84 AR A TEE ST KR,
BHHFEEEXEZAREHRHTALFTHHEKR BB FRARAEN THIHE
KRRERE hEAGAEGOREASEE AR BARBGEARASTEGAFR?
&R

EAS T NIH R4 TG RA R E LK, AR W R AT 2
FUHEAERFRFCLRTVOABEREFONE, LEFLEGERF
e B FRls R A AAE b AT @ s 69 Pl A5 K, AR BEAFT R R4 R AT L
€, BERFITXENZORNEAEN A RERELCERTERARAS
B, BN EAXEHEIHERARAECRENAZGEERT, 2R EE
5 E AN A R B E A,

BZ NIHELZT AGEAERFARTCA LN EREFEFEEERLA
EARMAAENARFEL, EHEBFEAIABAFRAERTL T RELS
ARBEANETGRLR 8, ABE R D s AR AR A=A B 2 R A
FRNG R, LR T &£ AR BN AARAREFHERFAR ERE
N, REAEBMNGERARFRRELABRMEE, M ERB LR EES
AR5,

MR A AEE NIH 6 A R EN B EE EMNiEsd T4 @R
o ZISA TR A AGIEZ EALZERERBRAS, L, ZARE W ABAMITH
AERIEHABBTHGER FEFRBREZALARGERZFMN, KMNE
AT B i S R R TR R B MR AR A B S T A
BEBEAFREFL, 548 T,

o &
AR E AR
Global MD Organization ( Global MD)



b

EF&HH%E 3 ROEERF AT E £ R ) (Principles and Practice of Clinical
Research) B ER T L, AREFHVEAREEPBFAAAFZBLIRBELIER
MR AER S EMEGRARE, LRSI A G R RZA R & &6 R
RAOG— AT LN, FARHZREZRAZRERAEHAAINE, AT
FRAX-RF,E—EREL BMNRZHAIRAFERICEAGHER,

EE2BOERMEACE AN EBE F3RMEMRT 17T TR, 5t
Rlat, st “AHGrit 5ERAFRE X, H#T TV RAEA, AHFTY T, 08
TYRBEETERABCEEZNR” “BRARLKBEMFFE” “AATBERAG L
BB RS HEAE AZERERRER AR UABEFZAFTSHIERFRTF
ERHARERAE ERE, |

®JE , BAVE A Z F B s KA R A VEKAE A8 2T X R A7 6 | 4869 (s RAF
RACEARN)REE S LB AFLEARILE, PEARGIEARFAAN G
WA A RE S0 S EREX R,

John I. Gallin, M. D.
EEE PAFRBRIEKRTFR P OBK

Frederick P. Ognibene, M. D.
3 [H E 7 PAPFR B RO OBl BE



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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