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Terms used in this chapter may be found in the Good Clinical Data Management Practices
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BIERR S I AR I ZHNIZRTE T, 7ot X7 m— N O R TR IE

E:) Zld 5,

T=EX=ZLFIEMAFE T, 7= _X=RT TV r—ya Y RUOEENDT

Effi — 7&K,

frozen

7Y —XEH

7 2 YARRITAIEETZ N, T — X KA FOBEITHFR SN, T —X O—Fn
v 7 ARAE,

global library

ITa—N"NVFAT Y
JVZHNT—=EIRPA L AT RAIBWTCETDOIERELS TV =7 ho Bt
v Rl : CRFEV 2—b, =F 4w hFxvr ., 74—/ Rkx)

Good Clinical Practice (GCP)

BBROGFE, FEf, T=2 Y 7 &, ek, TR OG5 EET, T
& R QNS ST ifE R OIS TENE i OUEREPENE QNS HRERE D AHME, AFEDFEE M K UL
BEOREZDNWTORFAE H 25 H D,

Hard coding

N—Fa—=F4 7
ArCa—FZ—=7nrI5E nYy 7 RON— Ry =T ZFfH Lax—F—D AT
RS ETERIRE L ATREICT D, PIXIE, V=T A MIA Y T A VRFEDARDER
ENTEBOGFEREUIT =4ty b TTa s T ARFETEND NS, IRBRIER S
FEDBEHEOVHREDEFR AR T DT 0 /7 I T3 TED, [h—Fa—F«
YTVET =2ty P ITA—F R0 T 2 REET, avta—4—Tnrs 7
LEKRICERDOT =2 2 AT 5 LI X BNRREZHIRT 522 & 28%T 2,
ZOT T a—=FIIFRE (T —7 KO R B) IZFRRSRT, BRI HRR S
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NN, Fio, arvBa—F—70 77 AMNIANEINEZBITENLONN R0

fERIRGE DR D5,

hard lock

N—Fey7

Ba—WP—D7 7t AMERPHEIFR S I, 7 —F DEIEDRTFR SR WK T — X
R—Z2DIRAE

impartial witness

NIE/RMIRN

TBBRDFEN i DML L IGBRBERE D D ARYITHE L Z T RNV ANTH - T, #BRE X
(3% OIEERBNENFELE R OZL OMOPERE ~OBHLEFE LTI Z LN TE
BRWGEICA Y7+ —L s 2ty FOBERISLLRY, REELOHAEZ
T

in-control process

HE 7 v 2

CKk ASQ)RHilix SR T D at IR HIEMB DG b D 7 ARHEIHIRER T IhH D
WRE(H : BB T OV 7Y » ZE RO EEITMRRR DO —E D & AT MR R
%)e THI#EIAREE/2 7 1 2 (out-of-control process) | % &M,

independent data-monitoring committee (IDMC) (data and safety monitoring board,
monitoring committee, data monitoring committee)

M7 —FE=F Y U ITERER (T— 2 ROEREEE=F YV ITEBR, E=F Y
JEES, T—HE=F) U ITEESR)

BB DOEST, BT — 2 ROEERAIET > RARA 2 b 5@ 2 70 kR CREAM L.
TEBR I [ IRBROMKE, 2], IHILARE T2 22BN E LT, 1BBRIKEE
MEETHIENTELIML LT — =X VI EER

Pz

independent ethics committee (IEC)

MymEERES

R B OEME R OES: - BEEOHERMFIC L > THERS DML (R
I HUEkE) . EEALOIEREIC £ 7228 %) RS, UEBROEBITHERE O AHE.
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LEROEBUOREEZ RIS D Z & TH Y | FHTTRBRER I E, [BBRE(EEM O
FEPE, Mk, WNTHERE N O LFEIL L DA T — L arky Fa/BL02f
MENDFTEROERZFEA L, KRT2ZLI2L-T, 205 REICADRGEE 5
AHZLETHD,

MSZAHEEZE B OIERIHAL, WEER, BEARE. HEE K OBIH BB, EiC & » Tk
L% abdH o0, MNMHEEERVPATA FT7 A4 VTHET S GCP (21> TIFEIT
EHZEEEIET DO TRITNITR B,

informed consent

AV T7F—LFarkSb

PERE DZIMO BERECLER RRICET 25 b L AN G OB S
®IZ, YAIBBRICAFEICSINT 2 B2 0BRGP R EEIC L - TR T ik, 1
VI F—LReartr ME B4 L AMBRRASNEREXEL - GEF SN,

inspection

HE

1. mm)%%%%%%\%%Wﬁﬁﬁoﬁﬁ%ﬁiﬁwﬁ(aw)®m %X EE D
fi OB SR 2@ ) & 70 LT Maak \SA- R L, SRS TRERICBIfR 32 &l L 72 30K,
am\ﬁﬁ&@%®m®§ﬂ#;0w1\ﬁﬂé%ﬁﬁoﬁﬁ@ﬁio

2. (ASQ) AL NXIFH—E 2D 1 DLL EOFHEIZOWTREB L OMIE L, ZOR5R%E
FEE SN EREFEHE E LT, BFFRHEIC OV TOBEEEDRZERL I TNDENE S )
ZHWr 5 Z L,

institution (medical)

1R85t = e o B
TRBRZNFEHE S 402 . LAY SR 22 IR STt 7 B FR D Jita ¢

institutional review board (IRB)

EREEZES

E. BHFEOHMFEROIEFEMFEIC L > TR SN OMYIOEES, YEZBROE
X RS, TRBRERGHEE ., W ONTHERE NS LFICL DA 74— R avtky
FEFLDIMEH SN D TEROER 2 FA L, AR L, EoflidFdaiTo 2L
Lo T, BBREOAME, ZEKROEUEORELRIAET 2FTH D,

%

instrument

HEtkes
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BE G D B O BAE OE % IE SUTHE T 5 72 D OR,

interim clinical trial/study report
BBRO PRMEE
TBBROETHITAT DI DRI ED < PREI 22 TR BRARE & € ORFAR I BE 9~ 2 s E,

intervention

A
FEROIRBICTHT 5 HE, FICREF I 7o Rick b0,

Investigational New Drug application (IND)

b=

IND HiF5IE, S UTTEBRE(LER S b MBS 2 65 & Ui R RBR OB A % 7
LI L5 AL R S D,

investigational product

BB

TRBRIZ B W THBRIE IR REE & L THOW O N D A &2 SR XIT 7 7 R,
PAREFREML TH->ThH, AKRBIN TRV AR B 3edk Fo) JikE TR
L XUTHAEDE LA KRS TORWEINEIZ AW 258800 3k S L2 M
WIZONTE HIHFHRZINET 2 BRI THW D IGEITIE, BIAGREIE & IRBREICE
ENnd,

investigator

IRBREAEEA

TRBRIEME IR I Z I\ CTIRBR O FE 2B L T 5 E’i’ﬁﬁ‘é = Bl SR AT, TEER I
MR IZIB W T, IRBRDEHOFEN G D F— 2T L0 FEi SN 555121%, IBRET
ERINIY T — L DOBELETH Y —F—Th Y, ﬁﬁ% TRBRIEAD (principal investigator)
EMEIND Z &N e D, NABRMBIERD (sub-investigator) | Z S,

investigator/institution

BB AL A/ B AR

ZOMERE, NEMH S D BHIEHIC L0 ZREN TV D56 ICITRBREEER LT
(O3) IGBREMEERER | 2B 5,
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investigator meeting

RRULA=
RICTESNDRRO X v 7 47 I =7 4 > 7T\ TEARE Rl 28 S M ) 5%
FEFHHENOFIREZ L E2—L, 74— RNy 7 %179, dBRGHE TIE, Ehct
B D FNEK UYL EDC ¥ AT 5D AINZBET 2 BT Al S EAth 0> it e g RA 4R
BHEO ML —= T b ERIND,

investigator’s brochure

IBBRREBEE

TBBRO IR ML E T IS OV T ORRR K OFFRR T — X it L7t o (ICH
E6 % 7% NRBREMEE) 2],

Institute of Medicine (IOM)
EKEFT HT L=,

Integrated Summary of Efficacy (ISE)
ARIMEDREIIRE & o,

International Organization for Standardization (ISO)

SIS s s 1

ISO 9000 series standards

1S09000 ¥ U — XH#E

(ASQ)TEZENNRAY R WE ¥ AT L& MR T 5 72 OICE T R E ZHR L LRI
LEAT B DI Sz, MEEE & WERIECET 5 5 SR O RET 5 [FH
B O v b, 1987 SEICAB SN2 2 OHKRIL, BrEoEE, fi, b—Ee 228
BL7ZbDTIEARV, ZOBHSIE, 91 7 [E oo EFFE AR THERE S 5 [ERRFE AL,
HEAEISONC L » TR sz,

Integrated Summary of Safety (ISS)
LEVEDOMERIRE & O,
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legacy system

VI —V AT A

IR L T ey, BIEIEEA SN TR WE TV AT A, BUEDHT XUIZ D
MBI T — 2 RNEENTWDAREENRH D72, AR —DDRFTHLENH
Do

legally acceptable representative

HEEREANS

BRA~DOZIMZHONT, #RE T 5 EHATN DB ITRD - TRET MR, 18
HENDERIZE 2 TEHEZ HALTO DA UL,

local lab

=Rl i

2—HV 7 RE, EHx OFERER UTEZTHE LT AR THY 2 A L) =725
MR E TR LM S5,

MedDRA

EBREIEAFE

[EIFRE R FERIL, ERG S OMO R O BIE S 2 A HFR 20T D
DI SN HEFHETH L, FMIZ OV TIE, www.meddra.org 2,

medical monitor
AF 4L HANTE=F—
BEER SN CLEMEOB S B ERRRERT — & 254 5 A,

medical monitoring
AFLANE=FY T
LARMEOBLR S BT — 7 23l d 217 %,

monitoring

F=F YT
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TBBROEATIRDL 2 A U, TRBRDONIRBR G &, IRHEES FIEE (SOP). GCP M
OV & 2 BB CAE - THEME, FEE M OHE STV D Z & 2 RIET 51T %4,

monitoring report

EBE=F VU TREE

TS =0 IRBRIKIEA DRSS FIRE I - T, B8RRI R 2 561 L 72 fi i
FOv (L) 1BBRITRD & 5 525 DRITIER L, BB 5@ E,

multi-center trial

2 MR SE R

H—OIRBREMFTEE 2, O T, > THREORBREILEMIZ X > THE
fit S 4D TR,

Non Clinical Significant (NCS)
ERRRYE R L,

new drug application (NDA)
%]1 %ﬂwﬁ\ EF' nFl =]
BUHS R ZHR H  2 8 O 7KGE R G

LU FDA O#BIC k% & NDA @ HE9IE, BRI +Ho21Em a2t L, FDA @
TN ERRO B2 PEOHIWZ FRRICT 5 Z & Th D,

FENRHFE SNTERTECBDTERE TR TH LN E 99, £ LTHEONRT 4
v NBRY AT % EEIDNE DD, BEESNZ T~ (R30E) BN E 20, &
WL ORLEIER SN kL . ERGONE ZHER T 572D S 58 B,
I OR—M, BREE, B, K OWIE & HERF9 2 OIS YN & 5 D,

NDA (263872 303, BRPRARBR AT 28 2 o 722, SEORIIEAT D, BYEBR OfE
By EBREATEDISITRED S 2y, ZLTCENNED L S 12, T, flas
NDONRE, EOBKGEIEZDZ LS TnD, *

Title 21CFR314 [NDA ##& | 12Xk 5,
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non-clinical study
FEHRARABR
NZxR e LAY IE TR BRI,

Optical Character Recognition (OCR)
piie SV ST

open access

=TT A

FEHIIZ DV YT i, National Cancer Institute @ cancer Biomedical Informatics Grid (caBIG®)
e iR

open development

F—TrFRayFA VR

FEAMIZ DV T X, National Cancer Institute @ cancer Biomedical Informatics Grid (caBIG®)
o Y

open source

=TV —R

FEAMIZ DV T X, National Cancer Institute @ cancer Biomedical Informatics Grid (caBIG®)
B,

opinion (in relation to an independent ethics committee)
B ZmEZEEXD)
M fmEEZ R (IEC) 23 F9HWi kD (L) #hi.

out-of-control process

WA EE R 7 R

(ASQ) FHiixI 5 TH HAFHIRMEMDE SN D 7 vt A5, #EaIHIHHEOIRAEIC
ey (Thabb, BEsShiz 7 U IRRONT O T, MROFERIFET 5 Z
LNTE D) L, #7122 (in-control process) | &M,

original medical record

Copyright 2013 Society For Clinical Data Management
FHEEEE - 20 /29




Good Clinical Data Management Practices

JRERE SR
[E&E (source documents) | % 2B,

Pareto Principle / 80-20 rule
R — R DEAlL/80-20 $AI
20%DA 7 RS 80%DFERAE LT T L,

phaseI -1V
BIH~FE IV H
[FDA glossary (clinicaltrials.gov)| % 2/,

predicate rule

TERITARA

GxP (Good "Anything" Practice, X1Z& LWL EATA R 74 4E) 1T LT, EER
WUED 72T HIT TR & 7 Wal IR 22 4L

production environment

ABRIE
EEEDORGIK T —Z DAST S, BRESHTWAETT 21X, w79 A, =2
—. EDC),

protocol

TR BR M &

WBEBRO B, 791 0 HiE WEHFNZRBE R ORI OV TRER L7230, a5
FRFTEIEI L@, BRI O R R ORISR S 523, Zhuid, 1RBRERIF!
EEHICSIHIN T AMOEFICFEIRT 52 & TE D, ICHGCP A K74 T
X, eBRSE R EET ] 13 (VeBRIEM A EE ) ROt BRI EE DO WET ) 2B %R T
%,

protocol amendment

1RBR S Mt A& DET
TEBRES T SN A SN LT, XTI AKITH RSN b O,

Copyright 2013 Society For Clinical Data Management

FRESE - 21 /29



Good Clinical Data Management Practices

protocol deviation

e

IRB KGR D FERu B EH A E - [EIEAAT - 72IRRE, ERrmEI2IE, 56/, ¥~
U—, FECE, fMaEErh, B, KOWHERERICERE T 5 oMb b 5 (Fil %
4 7p (Partners Human Research Committee; http://healthcare.partners.org) o

protocol violation
S R
P « EHEATIC IRB A SR o7, & bW 5 EhstlE) D OE (Partners

Human Research Committee; http://healthcare.partners.org) o

quality assurance (QA)

188R D S E IRFE

BBRDFENE, 7 — 2 1Fpk, CEL GoEkb) ROHE 2. GCP KUV &4 2 Bl 2
TEZRT LTV D 2 L ZRAET D T2 DITRRIE STz, FHREYD IR RAY 72 25 E),

quality control (QC)

RO GEEE

TRBRBEEDOTEHOBHIZRD 5N B Z TR L TWD Z & Z2GEET 572012, 1RERD
FERAE S AT A (Quality Assurance System) D —Eg & L CiTiL D EHEH 2 TIEK
(OGN

quality assurance/quality control
m B ARFE,/ S E B
(ASQ) (assurance)& (control) &9 SEIZIIZHDERDH HT=D, ZD DD
FREIZIZZ S OfRB B 5, il % 1X, (assurance) 1%, [GHHE 5% D174, el LT\
HARRE, TS SE D2 OITEIZ ER L 9 %, (control) &, MEERETEXS S AR
T OFHE, FEET 2178, XD O RMERIRER OER S AT JMIERT D HD L
FERALHT B AOREEZERL S D (ZHOEROFEMRGHHEIZ OV TIE,
lANSI/ISO/aSQC a3534-2, Statistics—Vocabulary and Symbols—Statistical Quality Control® |
ZZH), WERFEDOERO—DIFLL T TH 2 « WA T — AR ME~DERE
HEmMZT LW EHEGR D T ENMAERERME Y AT LW TEBIND,
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BT OFHERY « KR ZRIES), SWEEBOERZRO—DIILLTTHD « E~DEREFE
Wil d 72Dl b s FHENRTFELONER, LrLaenb, LU, T
BREED & TanEERE) 3, ®in, Y—E X 37 vt A0mE 2 REEY D iEE &
T HBRIC, FAETHEOND ZENH D,

quality audit

i B A

(ASQ) dnEIHE) L OBEE 4~ D RANGHE S FMRICEIE L TW D E D, Zh
S OFEDNRANEN S, BRZ KT H720IH L TW o0 E ) a5
72D, EKRETHN LIZHER DL B 2 —,

query rule
7 = UHAI
ledit check] % &P,

random sampling

AR HIE

(ASQ) —RHNICHW BN Y 7V & ZFET G & 72 D n O E DR,
AL LCRIFIT®IIN D /IR & 2 K O ITEAMEA B Z b d £ 9123 5,

randomization
wmIEAL, T 72k
INA T AT D7D, BBRE % BEAE 2 [ ZALE R STk PRI E D 51 5 51k,

regulatory authorities

e

Bl 217 O HEBR 2 A 28R, ICHGCP A N7 A »Ti, TESIYFE] (3. /S
IERRRER (JB8R) 7 — X 2 HFAT DY RAOCEREZ I T2 Y Reat (129 2R
Y o FINO 0BT HMEEEY S (competent authorities) | & L TRt SNH5LHHH
%,

research misconduct

WFSEARIE
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WHIEDTESE, FHll, FEHE, fogk, BB, LB a— UIMERROWEICRHIT DT —
F DRSS o WEATIIER/R R bDLZ S TRV DNEEND, BERAREAID
RNEFIIRETR ERRINDZLERDHLN, T—F DRI AT KRR LD TH S,
WFFRDOAREATAI1E, Bl I ARBEROMEIIE T,

safety database

LRMET— 5 N — R

AEHEGT =2 2WET D200, BERMZENHMXT 7 7 —~ae v T2 (B
AR ANERFED) P TR STV D T — 2 N R,

SAS transport file

SAS FF VU AR— R 77 AL

ARIIKAF LT 7 A VT, SAS T =St v b, HOEIES AT L DRIO#E
VAT LIBESELZ LN TEDH D, (http:/kb.iu.edu/data/acvb.html)

serious adverse event (SAE); serious adverse drug reaction (serious ADR)
BERRAESER; ERREIEA
BERIZ»PD LT, EEMG (R ET) MG SNTBRICELEH b L iF %
LLBWEREDTEZLEDIL, LFTOLDEE S,

o WLIZEDLD

o HEfmEENTHOD

o ABEMITABLDIER B HE 2t D

o KA XITERZRIEEFEMEREREITMHED b D

o JERMEEZKST LD
(ICH #1A F 74 > HRBRPIIHE 6 5 ZEEFRORY B> T 225 1)

Service Level Agreement (SLA) - from the Vendor chapter
P—ERAL_RNBEBEE RV F—DELY—
SLA (TP —EAEKDO—FH T, —E AL ANERITERINTND HD

source data
BT —#
IRERIZR T DR AL, Bl22, DM OTEENZRET 2w DO Fiek XX Z ORFET 2 EE
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IR SN TV D H HWDIER T, IBROFH LM SLELR b O, F7r— 2 I 3RE
B GEOREESUT T DRFEMT S EHE) OPIcE £ 5,

source documents

R

TOXFE, T2 /O (FlAIT, JWbiickk, 2T v — b &/ — b, AFE,
PelE O HRLXUIRHE N F = v 7 U X b HBHEGLEk, BEEERORLET — & . IEREZR
BETHDZ EPRGEC X > TRIESNICEEY UTEETY, ~A 707 1 v,
BEDORT, ¥4 2707 4 v LAXIIBRIEER, =y 7 ZREE, $8RE T 7 A VRO
BBRICBE ST 23R, AR, ERBINMICRE STV D ),

special causes

Ll AN

(ASQ) FAlZ RO T=DIZAE L HEBDRK, ZHODOFERIZ, rEA0BEFD L
D TR FERI 72 JRIRNZ, FFE FTRE 7R IA & & ETAL 5, TBSREIA (common cause) |
H B,

Specification
HiRE
(ASQ) FFE DB XX — B AN A LT i 7e & 7 W BURFIE A 5l L 72 30,

Sponsor

IBBRIKIRAE
BBROFERE, EE LY UL BRICEEZA I A S, HHFEE U,

sponsor-investigator

IBBRIKIRE HIG BRI A

B3 H & L m TR &2 J8 %, Fehid 2 RASUTERERM T, £ OEEDIHERD
b AR PR E (2 B, WM SN2 H6%2E 5, ZOMEREEALS
(B Z0F, IBASUIHEBD) 23 F 20, IRBRKEE HIGBREEEM ORBICIE, AR
KIE & L TORE LIRREEEME LTORBONT NG END.

standard operating procedures (SOPs)
BAEELFIRE
FeE D 2 YEITEITT D200, FEMICEEE S iz iind,
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statistical process control (SPC)

BRI B

(ASQ) 7' v AEEIT 2 7= OFFHFEHTIEOTEH, "Hati g & 8 "o A
REIX. LIXUIE "Rt TRER "L AR THEA I NS,

statistical quality control (SQC)

atH L E B

(ASQ) MEEPIZHW DRI FIE, £2< O%a. ﬁ%7mﬁx£ﬁj&
VO HERIE THEEHAY B BE ) LR CER T S D28, et EEH#IC
At 7 1 REBLOIENIZANYT T IR EEND,

sub-investigator

1RBR A BN = AT

BRI T — L OfE 2 DA 2 X—T, IRBREAEEMIC L > THA - BB Sh. 168
Fhifisk T, IRRICFRD 2 EBEREB KD () HERRELITHOH (B2 138
F. WHEES) . TRBRE(EER (Investigator) | %2,

subject/trial subject
ERAE
RRBRICSINL 1GBREEOKR G 251 2 0 XATE OX R & 72 248 A,

subject identification code

BB TR 2 — F

{8 % DOYERAE DL Tl BT D E 2R T 2720, IRBREIEEM DA PR 12 H
T 72 A OB 5 T, IBBREEEMAAFFERLD (L) £ Ot oinEREEE
T2 WET DR, HBREDORLORDVITHN LD b D,

trial site
IRBREMfEE
TBERIZAR D D EH D EBRIZAT DI DT,

trigger
rU H—
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DA R "Nl T4k,

Type | error
FA 1T —

(ASQ) MEFHHMRFIRZL < DR E, HFATELLDEZHTT DLWV IR Tk
ﬁiﬂo

Type Il error
2N T—
(ASQ) PR TERWVWHLDEFRT D EV IS TIRE,

User Acceptance Testing (UAT)
a—P—Z AT A b,

unexpected adverse drug reaction
FHTERVEIEA
RITER D 5 B il e 72 e8I B3 o (B 213, AKGROTREREE TIRIE5R
MR, PAGEEREN TIIRMASCELRME 2L L2BiAE) L. ToMEREE
ENR—F L H 0,

(ICHAA FZ A NRERTHIZE BN 2 ZEMEFHROE Y >NV T ] 25 H) |

variable
¥
74—/ K (field) | &M,

Virtual Central Lab (VCL)
N—Fp )L+ B FNTILTR,

vulnerable subjects
HERNTHBOIRBITH D FE
SN D FREBNISIESRIZ L D M BFEOREZ TS L2 L2k 0, /BB~
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D ARSI OEEN NGB LT D RIEOH AN, Fle LTI, M
EEAETLT V=T OMKE, EFE, EKEAE wEE FETE. TLOMEEL
CREFEBI O R . REEMEMEE R EROKEN YR EENH D,

Z OMOIEZENTITINIHBIZH HFH & LTIE, NAEDHICHREA L TV L EHE, &K
RERRINA A . RFEEXITEIRNE . BERBICH D EHE, PEEREEH, F—2o1
A, R HEER. R NTIRBRB I~ DO FEZ XA T DREN DRWER O T

5N,

w

well-being (of the trial subjects)
Bk (HeERE D)
TRBRIZSINT 2 4 O IR K OSSR EY Z2 i e,

WHOdrug
WHO R 7 v 73 EIEMEROFE, EELOALTTZHNT 27O S, EE
s DAY & OIRERRIZET 2 H a2 5,

X

XML
Extensible Markup LanguagelZ. A235c 2B & Mtk 23580 5 o 7 ¢ 30
T — X OEREE LR T 27200~ —0 T v T 5ik,

BEIHER
1. International Conference on Harmonisation. Guideline for Good Clinical Practice, E6.
Geneva, Switzerland: Author; 1996.
2. International Conference on Harmonisation. Guideline for Good Clinical Practice, E2.
Geneva, Switzerland: Author; 1996.
3. International Conference on Harmonisation. Guideline for Good Clinical Practice, E3.

Geneva, Switzerland: Author; 1996.
4, Juran JM. Juran’s Quality Control Handbook, 4th ed. New York, NY: McGraw-Hill;
1988.
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5. US Food and Drug Administration. New Drug Application (NDA) Process Web site.
Available at: http://www.fda.gov/cder/regulatory/applications/nda.htm. Accessed on
February 27, 2007.

6. American Society for Quality. ANSI/ISO/ASQC A3534-2-1993: Statistics—
Vocabulary and Symbols—Statistical Quality Control. Milwaukee, WI: American
National Standards Institute; 1993.

7. Woolen S. Office for Good Clinical Practice Web site. October 2001. Available at:
http://www.fda.gov/oc/gcp/. Accessed on February 27, 2007
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