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[HaFESERD 50 45 @ » 37 « &£ | 13 British Medical Journal & Medical Research Council
OIMT 1998 & 10 A 29 B~30 B2 Methodist Central Hall, Westminster, London T# 500 B9
BINEGTIThN, BAELOEAK, B8, A, JF, &4 &, L, LR, s PERE L.

SR E WS THEHRITNE R oS PR T, 2HEORA Y —BxRb, - B
R O-b =Y CRAORFTH > I DR { S AOBIRER & =,

LTI 2 DL BOME S WETH 525, iﬁbf@ﬁ@ﬁ//a/#ﬁ#ﬂi@?%%%#&ﬁb
TeDEEDIT{—EThD, SEFER é‘ht S OO 15 FHEBSEPIZ 13 British Medical Journal
No 7167 31 October 1998 [iZBE AN TV A D TEHEESNHB TE oo HRTH, BED 560D
RERSHLEVAELE, UTFOXHT [BMJ] L5230k EROMETH Y FHEw Y2 £ %
B Uiz, ARETEED 3 L ABRARECT 2 LNENERTE b OFI 21 explanatory
DRREOTTEIIAD b DOFI 7T evidence 7 ETH B, £4:37® RCT i Randomized controlled
clinical trial DEIET, 7 & AMUERIEREZEWRT 2. 2EOLDSEEL Ax - REF LW
Bl sco x $ 558 U1,

SED A 7 7 v v AGEERE CRT BHEEE, Eﬁb‘iﬁi‘ﬁgﬁL, HRADEEN T —~ Th D,
&8 A 70 BAR T I B R ERBR O 855 D IESI A8 50 %, BIFESS 30 %, RKEH 20 UORBETHD, SEHDT
— Dl THAH N, ﬂ"@@i@?%ODgFﬁ%ﬁ@Eﬁﬁgk'ﬁﬁ B2k, BHRZFEREENEII .

Bl & BB OB R EL L.
Iniroduction and Welcome

Richard Smith © Editor, BM]J, London, and George Radda © Chief Executive, Medical Research
Council, London, UK

Streptomycin(BLT SM) @ RCT & 9 50 £DERDETH -» T I OEEB S iz, BEH SM ?ﬂﬁ
& Junior EHi = LTEMLIaHWEA L LT RCT OXRBINEOH -7 Hill, Doll DEHEEEL
FE=

Keynote Address i2ft & Hart OFFESH - 7223 Doll & Hart OBEREICREET L2285
BD—Dic & ki,

Sir Richard Doll : Honorary Consultant, Imperial Cancer Research Fund, Clinical Trial Service B

Unit and Epzdemlologlcal Studies Unit, Umversxty of Oxford, UK
Two MRC controlled trials in mid-century ! A participant’s comments
Philip D’Arcy Hart : Formerly Secretary, MRC Streptomycin in Tuberculosis Trials Commit-
tee (1946} and Director of MRC Tuberculosis Research Unit, National Institute for Medical
Research, London, UK
Doll DFHkd TBMJ p 1217 D3 [Controlled trials : the 1948 watershed | 12=7 6 0TH
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%. Doll {3 Hill ®HF T 1937 4EW2 MD & 72 D lidgi%o SM HEERER - 200, Hart » SM 3EEn
ETHS, BEROES TOHEGERL 1898 €0 Fibiger i & % diphtheria FLMTEREE (Session M @
Lund O FEF I FEM) i £ Y ((BMJ] p 1243 28), 1930 F£ O HEE O MRC (Medical Research
Council, &A&@FMo—8)iE, ZOHERFEAT202FEAELTED, patulin o k 2 BT 5,
AR ORI RIGEENREZ W TR b ERIORE Th - 1o B HHBEER TH 5. SM HERLIFTC L1
HHOHEGERIE~= ) v (PO TITh T b, PCOFRIZ 3 £ T 0E PC BFHERCEN
DOFERNTThNENTT & F — AT ol b, Z OB B QST 1 i3 Bl R E T
BHENE GNTWI, $REERELICEHF LY T2 HES L onlhs, RO 7 A
WEEET 2 9 v AIRE R BT E 2\ & Armitage DIBENH D HohH U 2BRCSTTo G, 1
BE A THRDLDZON L WE IR, 24 R T TW 1662 5247 Helmont 238218 L7 =5, #
O 260 FHD 1922 12 Amberson 235140 Na Thiosulfate JEE T I ha Fviz,

Fisher ®EH X 1936 FFOEBEOHBR CHEHA S 245, Zh% 1937 i Hill BESFFZRICEA L
fo. FNBEBED T > F MM SBED T v ¥ LBRA LA, Fisher 137 > & ABEZEOHEE £ 0]
BEL L7ANBIR SA 7 ARSI 95 2 EPEBETH S, SM BB L D 5 4 e 5 B CRUE 715885
Mh & - 7oA SM RIEFER D 3EBIT S o /o128 SM RERS £ % 187, I T SM BTz
IRBEBRNEESZED) R L BB 7 7 ADFE O AHCE W, Hill REM TR - 57
DEEMAFTML Todz, SMIBERSEIL U7 O BTG OGN 2 - 2B TH D SM Ot
BT A0 H L0 OMATRS K100 AS 4%, BBRSIFEZREAETHY, —A4HE
DIEHT endpoint 2BHRET & placebo AT IRESIE LI 2 72 L, BEEram 1 ZERILAETT 5 2
PEIMLURTWERETH -T2 EAHITF SIS, Hill i TMedical ethics and controlled trials) &
HEL BMJi ; 1043, 1963 i2 = OFEBROBEBEIKE DL THYEB LT 5, SM RBEROZEHIL - O BDF
#0 PLENARY SESSION T Yoshioka #3%# Lz,

PLENARY SESSION :

Clinical investigation and therapeutic authority before 19507
H|<: 1 Christopher Lawrence : Reader in History of Medicine, The Wellcome Institute for the
History of Medicine, London, UK
The making of the clinical trial in Britain, 1910-1945
Desiree C T Cox . The Northampton General Hospital, UK R o
Cox ZH iz Medical Historian T# 5, EOERIEGHHH TELD, ¥ BBOEMHA HE D
BEEOHINZ LT H G Wells @ Tono Bungay & D 51H, 1912 F1213 3T patent medicine
COLTOAESNH N, EMf, BERE, KROIBFORY, TBRORBOEL VIV — i EpE
BANTVD WY, BB ICEBBROENOFT Y, S KRODMEOHIFRAN BRI & h, 1 VX
) o DERNESAYIEE L 7 5 T, Fletcher, Dale OHHH 2 MRS HES iz, 1930 Fi i3 MRC #5588
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KBS LHDT NS, : _ : .
Political order and therapeutic authority - Evaluating drugs in the United States, 1880-1950
Harry M Marks : The Johns Hopkins University, Baltimore, USA

MIT Hi& &N & de, NEJM RO - BHBRERBROM 2D, #SBaEEROBEIK
THEH, 7R LERIGE»O 2 S o OB AN HEE LR, 2 v o oHERRcRohi k
2R ITEOWHFL RSO AEE A OB & A3 0 % D IREEW evidence & 1218, FEHAALT
ENEBlert LTThAHEZRC ORI L Cu a2 £ COBLBHRLEL-Tws, Ll
BBE T { &7 evidence D54 7 A LIRARRIIOGBER T W L cEET2 L LI, BRH D
DI RERIOREC B £ 110 548555 5, diphtheria antitoxin B0 HHCOHE, 10 ® RCT
1& 1000 @ haphazard (BRRY) BIg L D RS Lz,

Science and discipline at the bedside -A history of the clinical trial methodology in German
medicine 19201950 .

Rein Vos I Groningen Utrecht Institute for Drug Exploration (GUIDE}, University of Gronin-

gen;, The Netherlands #sEHL

FE—HFE ETRE .
LUTD A, B, G D, ERE—HOFHOMTEHTHD,
A ! The politics of randomized controlled trials :
Hl#r | Janet Darbyshire | Head, MRC HIV Clinical Trials Centre, University College London
Medical School, London, UK:.
1. Putting trials into practice-The story of mammography
Jane Wells ! Specialist Registrar, Public Health Medicine, Health Services Research Unit,
Institute of Health Sciences, Oxford, UK ’
Commentators . .
Muir Gray : Director of Research and Development, Anglia and Oxford Regional Office,
Department of Health, Oxford, UK o
Hilda Bastian . Chairperson, Consumers’ Health Forum of Australia, Blackwood, Australia
BMJJ p1230
WREBEOEEV—RIEbh o2 uRE L L TBIERE L RO POBER T D KEKOR
MG EB I BREROSE £ D RO RS TT CIENEA TV S I E0%H 5 » AIES s
Rz ® Mammography O#ICHRE Lz,
Kay Dickersin © Director, Baltimore Cochrane Center and Associate Professor, Brown Univer:
sity, Baltimore, USA -

B : Industry and drug approval -
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Fl4  Gianni Tognoni : Chief, Laboratory of Clinical Pharmacology, Instituto di Ricerche Far-
macologiche M Negri, Milan, Italy

1. Getting a drug to market
John Abraham : Lecturer in Medical Sociology and Director of Science Policy Research,
University of Sussex, UK

2. Should the reimbursement of drugs depend on the demonstration of relative cost effective-

ness?

Alan Maynard : Professor of Health Economics, York Health Economics Consortium, The
University of York, UK

3. The globalisation of drug development and evlauation
Gianni Tognoni : Chief, Laboratory of Clinical Pharmacology, Instituto di Ricerche Far-
macologiche M Negri, Milan, [taly

C ! International differences in approaches to therapeutic evalnation
Fl%¥ [ Jimmy Volmink : Director, South African Cochrane Centre, Medical Réesearch Council,
Cape Town, South Africa
1. What constitutes therapeutic saccess? - A socio-cultural perspective on clinical testing and
use of a new type of cancer drug, the interferons
Toine Pieters ! Technology and Society Studies, Faculty of Arts and Culture, Maastricht
University, The Netherlands
e PR BET RO D WERCN U AIBHHRIEOTIMESRR S h A 2MTENC & B &I
FTCOEEORREERL T b, TO7D interferons DFITH 23205 Tl G T&R
B ARHERREO RCT BT ORIA LI W3 TH 5,
2. Different approaches to therapeutic evaluation
Elina Hemminki . Research Profeséor, National Research and Development Centre for Welfare
and Health, Health Services Research Unit, Helsinki, Finland
3. Conducting randomized trials in the Third World. Is it desirable and can it be done?
Kassam Mahomed . Department of Obstetrics, University of Zimbabwe
4. RCT’s in developing countries -who benefits? Lessons from trials of tuberculosis treat-
ments

Christopher Holme | Journalist, The Herald Newspaper, Glasgow, Scotland, UK

D ! Submitted Papers Session : History of health care evaluation . Science, power and the
medical profession

H]%  William Bynum © Professor of History of Medicine, The Wellcome Institute for the

457 —



BREERR{H 26%3%E 1999

History of Medicine, London, UK
1. The history of the oral contraceptive clinical trials in Britain, 19505-1960s
Lara Marks . Wellcome Award LeGturer, Centre for the History of Science, Technology and
Medicine, Imperial College, London, UK
2. Whe disciplines whom? Physicians, industry scientists, and regulators in the US and
Germany, 1960-1976 .
Arthur Daemmrigh : Doctoral Candidate, Cornell University, New York, USA:
3. Randomized trial of health policy -Introducing science into politics, or politics into
science?
Brian Richards : Executive Director and Carolyn McNally, General Manager, ACT Division of
General Practice INC, Canberra, Australia, presented by John Simes

E  Submitted Papers Session . Ethical Issues
T © Sandy Thomas : Director, Nuffield Council on Bioethics, London, UK: .
1. Ethical analysis of randomized trials for lung cancer
Matja Zwitter : Consultant in Radiotherapy and Oncology, Institute: of Oncology, Ljubljana,
Slovenia - A _
&> RCT ORI ORIREIE 2 M5 L/oFE3R, 1993 F LD 1995 iR & iz 92 B aind 4,
BEEBMEYIOCLETH S, Lung Cancer 1998 ; 191 197 &%, '
2. Injustice and exploitation in cross—national clinical trials
Baruch Brody : Directar, Center for Medical Ethics and Health Policy, Baylor College of
Medicine, Texas, USA
3. Views of patients, the public, and health care professionals on clinical trials . A systematic
review BMJ 1209 1= {885 D
% Sarah | L Edwards © Research Fellow, Department of Public Health and Epidemiclogy, The
University of Birmingham, UK
4. Prisoners as medical guinea pigs -The American Experience
Allen M Hornblum - Adjunct Professor and Criminal Justice Consultant, Department of Urban
Studies, Temple University, Philadelphia, USA

B—HF% PLENARY SESSION :
The Ascendancy of clinical trials after World War 11
Al%  Theodore Porter : Department of History, University of California, Los Angeles, USA
1. Clinieal trials of cancer therapies at the NCI, 1955-1970
Ilana Lowy ! INSERM, Hospital Necker-Enfants Malades, Paris, France

— 458 —



Clin. Eval. 26 (3) 1999

2. A Calculated Risk . The Salk Polio Vaccine Field Trials of 1954

Marcia Meldrum : DeWitt Stetten Memorial Fellow in the History of the Biomedical Sciences,

National Institutes of Health, Bethesda, 1998-98 Maryland, USA [BMJ] p 1233

Meldrum 8 $ EERFETH S, /DRBE L L THL N2 MK ERER IIEHEER NS LRI
D TR R T R NEO Y A N ABPEE Th T, BIEEREEY 7700 2[HO
IRACRZCFH SN T O TIEE 45 H310 Z O trial BEHO—ENC 257208 Salk Polio Vaccine
Field Trials (X 1954 FE&CHB S 6 1S 9 E TOD 60 LI Lo/INgEENST 7 F & A0 placebo
FERA 2 b TiThh, 7o 7520 95 E TO 100 ARG T 7 7 2V HE, Eoigs
PEOBESHIER L RE S MTO N R L HO/NFE T b 2R TER RBREBRTH 3,
BRI #d o T A e S0 wu T ORI A n X 5 Th 245, TR E TORBRICIEFIIE
, SHLLAIDS V27 F o OREMEEMEETHAL LS T2 401, ZO0RB» RS BRI
BAlE < BIB Z EDARETH A D,

EALT I & O BTN 16 Efficiciz b 7 A U A4t OR T 7 4 7Rk (National Fouhdation
for Infantile Paralysis) S57EFC FERMGEN, WIFREEE{T> TWIzEETE S, 1953 4 1 AT Salk »3
R A ARG -2 7 7 F 2%, 161 ADNFEETITORBRAETH £ 52 L 0b 2 0K
THE SN, 1953 FEENC I ZOFBAEHES e, L LFRE TRPIRIEES 3 h T b RANRE
BPHICZ & e &0 3 FEORPEEIESER, mEORHEOR AR Y% ORERTETE Y
RAEA92 I3 Francis £\ SV H v REBO VA VAFEETA 7 V2287 7 F OB O EE
H O ABEC & D BERIROFEPSMNOITBERAZ L L UEBE D WL 70 Th 5, 5
[ b = DA BEROMAT RIS 112 - I VERERIZY A 7 OFED Ll T % O T
FHEEEAARER U 7R & 2 iR WA AETHRBERFREW Lt wiREETH S, L0EeR
SHA OB T I 07 > F AR OEREE IHEEN TILH 2 PR DEEIE OB Y
s LU0 F OB E SN BDOTH S, HRIOL I LERCIHE L BUR L ARERT L TH
B ERTHE L EEHL TN,

3. Why did they randomize? The 1948 MRC Streptomycin Trial-

Alan Yoshioka : Imperial College, London, UK

Yoshioka (X HERATHOGEZE%ETH 5, Doll D Key Adress = EFHERT b H 555 SM BEO
FECEFE LS D RCT ORAERE - FHERETH -, b ICERAH 201, 1946 Fi- SM RERD
e OFTEENTE LR O TH L5 EOSEOYD Doll IKIRWTEHE LT Hart I OEEED
FHi, BICHEHTHE AP THE, BREHL b oS ERE L, YOBHEIKC SM 2EH
FTAREPEMVPHEMCHE LD TROEBR TH o, 34bs SMOMRENTTIZT AN LT
HMohTBD A7 7RSI LFeh Ty, MG s h SMIGRAEESHALETSH
DI RITHENL AN/ HETH D 2 EThHEH. ZONEHBMIp 1220 iciB# s L Tv 5, random
&) FFE L 4O MRC ORISR , Z OHERZNE CREZIEFTICHAAND FE TN
BIEREIR S 7 AR B T & IR Cualz Hill 28, S08pE L 2 505 LT %, random sampling
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numbers i & D #H & L SM B (S D) &8 (CIERD O 2fTOWBS 2 283 A
NTWilbD L HTHS,

1947 1 Rl TORENEMU D8, BESETN S L AR ES L vEEse Y —T
S AELERcETo . BELARE CRHOBEZ R I LM, CHOBELA
FEATHR T CEL L LSRR TH D Z L b HIS SN T, 1272 SE & R ER - 2 P @
WOWBEEZ Cuwdz, BEHRIESEESS F, CHELS2 HIT—AREE, R, [Posaqmc iR s
 PEEWETER 51 %0 8 % YHIMHCHUBEHEBR VA, ZOPREHIC LD T o8 ARET
o N FEROFSEEFROERERONT 2 BEMNRER L BUER - HENENOBE R T
ZEBTELLWSONIOEEEEORKETHL, SBEFRE L USSR R 2 W ERE S
EFEBICH AN TN SM 2SR & 1, RIS -CEMRIE A 4 C OEERSIZ BN SM 21 L
el ¥ TH B,

B—BF% Fos#(F 6 H I, NHty >3 roRRRs)
F ! The everyday business of running randomized controlled triais
A% I Mike Clarke : Overviews’ Coordinator, Clinical Trial Service Unit. Oxford, UK
1. Efficient trials | Nature or nurture
Barbara Farrell  Trial Manager, Magpie Trial Co-ordinating Centre, Institute of Health
Sciences, Oxford, UK
RCT OBPERMEIE IHL D HIF & nEkaHT 2 2 L23F s, & DEEE L {475 o DS » Oi5HR
WA ENE - Laidie {, BHl, BEER, > 5k, B, S5, Bt Ydow s meRE
TEREBR LTS NSBDESNTE D, BENFIEEPAY v 7EERL L 3 LT AERS R EL
SEELEETH S,
2. Practical issues in design and conduct of large-scale and long-term trials
John Simes ? Director, NHMRC Clinical Trials Centre, The University of Sydney, Australia
3. Practical issues in conducting large-scale randomized trials in China
Zhengming Chen - ICRF Research Scientist, Clinical Trial Service Unit, University of Oxford,
UK

G : Ouality and relevance of randomized conirolled trials

H]£s  Peter Gtzsche : Director of the Nordic Cochrane Centre, Copenhagen. Denmark

1. General quality aspects of randomized trials _
Kenneth Schulz : Vice President and Director, HIV Prevention Trials, Family Health Interna-
tional, Virginia, USA

2. Reports of clinical trials : Does the language of publication matter .

David Moher : Scientist, Children’s Hospital of Eastern Ontario Research Institute, Canada
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3. The relevance of trials from the clinician’s perspective
Henrik Wulfi : Professor of Clinical Theory and Ethics, Medical Faculty, University of
Copenhagen, Panum Institute, Denmark
250 RCT @31 D W THRIIR IS 2 BMO TR E, 7> ¥ ¥t Eokksls L UETEE
WOHEDFIEZ L IS 7T AWE S LW ERNGERSEL I E 2l ERPLT UL,
JAMA 1095, 273 : 408 & &F I,
4. The relevance of trials from the consumer’s perspective

Hilda Bastian . Chairperson, Consumers’ Health Forum of Australia, Blackwood, Australia

H ! Prioritizing whichh trials to do
Hl=  Kiichiro Tsutani : Department of Clinical Pharmacology, Division of Information Medi-
‘cine, Medical Research Institute, Tokyo Medical and Dental University, Tokyo, Japan

57 conference £1E0 plarming committee iX, 1997 42 A SIEEIEE -/, FH, fax,
e-mail &8 F X E5 AT 4 TN AN B0 2 T o RERER 8T, 20 planning committee
DA N—THADBZ L ZE06FELINTAS Z kil iz, U#, [RCT Ok | (Future of RCT)
EndeyvarepHETE EnS 0T, NEY, ARREO@ER YD, (7 AwHEs<
&% | (Evidence based Medicine : EBM) &35 Th, RCT #EMET 2 A 02 V- 2Abh
HTHG, £/ RCT »5O— LA SRAEND S, £2C, FEERU S HI> TR RCT
DHEY, RBLLT, Lo L7 _R—AlEI{BEBRELHIDHIZ 03 2T, —WF
EEMHEAT. EBM it U [HE W E-T { ERE ] (reality-based medicine : RBM) 2 B H 5 &
W Ik EHZOERTHY, EANEY (pharmacoepidemiology) i BIFW A D TH -7z, L L ZOHFE
R A A B — B —aSniz <, £ 72 planning committee QD A oN—p 0 b B E DEEE L
o e,

ke wzd, 20 A7 Y7 ORRTH D, I8 2 BIETThRIGERREBRO MO EA0H-
AAREME b R &7 —<TDH 3. conference REBED 70 7T AWIEANA LB E 21z Lizah R
D S A -H—% 2 A>T EWI Z LD, F2T, ZOFERCFELVHREE QAD
A —A—BBAT,

FEHPG T 1998 FEFETSHW0ED, EI29HEATHL2HEEH IO [RCTOMHE| DLy a>D
ERAZHED, AC-A—bT7YTATHD L, RCTDIBRE7 Y7 ADMET 2 L3 b A, 20
7 ¥ % planning committee ~H U AN, TORE, ZOvy v 2 »OF 1 g, [RCT oL ]
{Globalization of RCT)ICEZ A Z kiciolz, 10, ER, AVX—#—tbRBER7TY7TATS
%, '

Z O, ERFEEOERIEM{ ) (Prioritising which trials to de) @t w372 »2iEM T3 2
RO TWIRERNLT 4 EF 2 Y T v ¥ —0 Kay Dickersin 26, ¥UMEL D v >3 2
BN &2 T, HERLL7 Y75 A——2FL TR EET AT WL, Y AR
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Homedwmwni, i, A7) 5r—va e A TARHRT < LTEN, 2, HRER
OEFOr A BT 2RE - EEBOSMCEE L B8 2ToTH D, ZHS minority T E I bR
ORI EF LTS,

FILTC,BIA, BT EBREGVWOEET AV g r® swapping T2 2 LICENE L N, BEN

[FERABRDEANER T | 2HET 5 2 ko7,

1. The need for systematic reviews before undertaking randomized trials
Iain Chalmers : Director, The UK Cochrane Centre, Oxford, UK
a7 5 HEFEDT AT 4 T EEA L, EEW EEEE T systematic review 217\, IR,

UK Cochrane Center D> ¥ —RTH 2, lain Chalmers i L 5RHRTH S, HEEV V-2 %

EATFETHS RCT R IEH» T, DT ROV TENLFIC YD L 52 RCT B Sh

7z % systematic review TRETH B VxS, F OB YSBIIEEITT TR, WROAR VY

—PHRHEEESDRESNTERINT, YD TEOWREHEMT 5 I L BHERC LRI

W HIESE Gustify) 8L 5. T k- T, EOWFEEKE priority 25 50 bhb L wibOTH S,

a7 T o HEEFFEOT - TYa b systematic review §3 The Cochran Library &L T, CD-ROM <®

Internet THAMTHELN TV B0, ThE TobhTnd, BERFRIC & > TOBERIRES, frEHY

BWEoTOBERBEREDAE ST, € LTEYARBHRIKIT TwEhP, VARERS T TCH

S EHBHL I LD, DEQIET AR OWTEGNEZNELELLLOTH S,

2. Prioritizing which clinical trials to do - Industry perspective _
Silvia Nora Bonaccorso © Vice President, Marketing and Medical Communications, Worldwide
Human Health Marketing, Merck and Co Inc, New Jersey, USA

- TP NEENTHIERE A L 2 HITETE 3 % Silvia Nora Bonaccorso 2 & 555, mEANY

VO 3 DOEHMNSE DS, B 1, FbeYoLett - HEEE A 258 1 S HIHE

FTOPSE, AR < (3EFA, 10 ) 72, 780 L 2 ZLROEEE C, Y ORFRER® prioritizing

ThHBEWI TR, o lz AFEDEE 5 LIZ L A Eiu, 8 2 W EIVAHO post marketing surveil-

lance Th 5, BIFERENIDO D 25T L A EZOFREF > T 5, B3, 3 TmilishizEE

MO L WEGERE O OFRTH S, ANV 7HTIEVH(Phase V)Y &L w5, HBIVH, 53

VH T, prioritization 3K & R EHR 2D, EEOMBKEERD priorization i3 EUT O ZEHRH IR

LT< %, $4b b Uncontrolled D&RAOHCERF D Risk/benefit th4 & D & {HHET 2700, B

FHORFEREH 2 728, true endpoint &AW RHOSR 2415 - &, it & FEe R

ETHB, Scandinavian Sinvastatine Survaival Study (4 S) 2#llic L TS 3 iz, BHEIETH,

B & BFIFER £, BERFESED o WiEH A VRSB O TR ACEMSS A

Lz,

3. The consumer perspective | Patient activis;ﬁ and the determination of research priorities,

methods, and ethics

Steven Epstein : Associate Professor, Department of Sociology, University of California, San
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Diego, USA

BN T o = TRV T IO HEFF « Steven Epstein & L i, BEESREEO priority
ERDZ 0L L TOBREORENCOVTIRAL b O, BRERBILIE, HRMA s 202 IER
bDOERoTE&R, ZThETR, BUWEETH -7 [EEOA] (lay people) 735, HBEWKRE {ind
hd L3 TCETHS, 1980 EE, =4 AFHFELEERCTH 51208, 1990 4%z, s ol
e, EFRRY (racial and ethnic) ¥ /U 7 44, COEBTEBINATFEC - T &7,

1 ! Submitted Papers Session . History of health care evaluation . Political contexts
F&  Harry M Marks : The Johns Hopkins University, Baltimore, USA
Politics and randomized controlled trials 7
1. Lessons from the (buried) history of social experiments
Ann Oakley : Director, Social Science Research Unit, University of London Institute of Educa-
tion, London, UK
B T2 E SN AREC I RCT B3 v b w3 48, EEHE ARBGE, #28
ik, IRFREEF], HER EOBREEOI: O BN AL AT AV A T I ERETELA
VLHRIPEAIE ARAMSEE L Sh, ELERRERC L - THRE*H % £ COMMP R, 5
ZE&, EROFEREEU EEF/CBTIFHBRTREMEN R {, MARIZTHEL Z5WIED
FEW, UL EEOMT R CEED Z RO 2 A HIEARRY Lz twa, Bror~n
TORAFLEL T 2EENT S ERZ EEEFCEL TR RCT »5RREWD 2 {hnn3#i
RTHB, Gl SR E 2 3982 B% 4 B b BB B0 ELREE R T R EDBBRTH 5.
HBOL WESR- BN ARETFVBENNAC L - TEONL L D ABMTEREZRES 57
DICRERTH 22 2 SN AD RCT BRI U BETHES 9,
2. Issues of informed consent and reliability . Drug testing in Liverpool and West Africa 1917
-1938
. Helen Power ! Wellcome Lecturer in History of Medicine, University of Liverpool, UK
3. The Medical Research CounciP’s Therapeutic Trials Committee and the development of
clinical trials in the UK

Ben Toth ! Research Associate, Department of Social Medicine, University of Bristol, UK

J : Submitfed Papers Session . Organisations, patients and clinical trials
F%= | Barbara Rosenkrantz . Professor Emerita, Department of the History of Science, Harvard
University, Cambridge, USA
1. Recraitment of organisational units in secondary ecare ! Lessons from a multicentre
cluster randomized trial

% Anne Walker - Senior Research Fellow, Health Services Research Unit, University of
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Aberdeen, Scotland, UK
2. Barriers to participation in randomized controlled frials : Results of a systematic review
=i< Sue Ross : Clinical Trials Programme Co-ordinator, University of Aberdeen, Scotland, UK
3. Confronting methodological issues in trials of health services reform : The experience
from the Australian co-ordinated care trials
* Chris Silagy . Head, Department Evidence-Based Care and General Practice, Flinders
University of South Australia, and Director, Australian Cochrane Centre, Adelaide, Australia
4. Clinical trials in soldiers -Pros and cons
Yair Morad : Head of the Section of Research and Foreign Relations, Israel Defence Forces
Medical Corps, Israel {Would you please note that this talk will be presented by Ronen Durst
on behalf of Yair Morad)

¥£—H# PLENARY SESSION :

Ethical aspects of randomized Controlled trials

A% I Alan Johnson | Professor of Surgery, Department of Surgical and Anaesthetic Sciences,

The University of Sheffield, Royal Hallamshire Hospital, Sheffield, UK
1. Can the ‘right’ experimental design resolve ethical quandaries in randomized controlled
trials?

Steven Goodman : Associate Professor of Oncology, Pediatrics, Epidemiology and Biostatis-
tics, Johns Hopkins University School of Medicine, Baltimore, USA

2. What is informed consent and who gives it?
Sefren Holm : Department of Medical Philosophy and Clinical Theory, University of Copen-
hagen, Denmark

3. For whom do ethics committees speak? Ethics committees in the international setting
Sarah van Epenhuysen © Faculty of Behavioural and Sacial Sciences, University of Groningen,
The Netherlands

$#£_HA4A PLENARY SESSION :-

How randomized controlled trials affect clinical practice

Fle~ : Stephen MacMahon [ Director and Associate Profeséor of Medicine, Clinical Trials

Research Unit, The University of Auckland, New Zealand

1. Maximising and measuring the impact of trial results on clinical practice
Brian Haynes : Professor of Clinical Epidemiclogy and Medicine, McMaster University,
Faculty of Health Sciences, Hamilton, Canada }
FREMERORMZYE — R DL T TH o), FERLZ THEBE R TEXDRE L
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ML BATHE v, Efficacy (explanatory) (X BEEAHATREE T O trial T more good than bad &%
Ry bR L7, —F Efficlency trial 3B RS> HEDO R L w»wb, Utilization,
Acceptability, Appropriate, % & DB HEEICHE LN, o XD L7 evidence HEST LEEHKAY
FHit~FRBE ¢ X WP BERICHEE S ¥ X L W IIRETH VERKREM Y evidence 2N T 2 BE %445
4 L research transfer @ research 265 EfTI ~E T L B LI,
2. Effects of randomized trials in cardiovascular medicine
Salim Yusuf : Director, Division of Cardiclogy, McMaster University, Hamilton, Canada
IVE R OB OR £ 7 EIEEMESER 2 & G XARERREBROH & 57Tk D,
b, FHEOEML, RCT OM&ROER, BE, Wik L0y s 0RELH:,
3. The influence of randomized controlled trials in the management of patients with breast
cancer '

Michael Baum : Professor of Surgery, Department of Surgery, University College London

Medical School, UK

WY i A SRR R IENCBPERELS L L IR E T BETH S

7% Baum 13 3L BRI RO T D & tamoxifen ® RCT MRS # i/t U tamoxifen EAHZ D
1985 FLAREFLEOIRTRIFFP L Tnbs I EBRL,
4. Effects of randomized trials in mental health

Gavin Andrews : Professor of Psychiatry and Director, Clinical Research Unit for Anxiety

Disorders, University of New South Wales, Sydney, Australia

RCT 3#EHRRER COMRBEC RS il d b & Uiz, TEROBFICH L THESERR O L &

W placebo SHERBRAGE S, F7oHESENS L S 1X RCT OBEMRILE S TSR s h T &
7z, SORHTEBARS: L7886 KTh 2, Bkl id 57 BOIMH s h: B3R5 5 5% DIE
B FIROHBBRARR E B 50% 4 'JTL)"

1. &l {580t placebo &Jﬁnfﬁﬁzk‘*ﬁ@ 5L E—D20EOEOHEER TIERDRFRIET
Szl UCREWASRED A > A ) EEER U, A R ) EMEESEREILERTER
B % B L barbiturate S5 & 2 HEAFICEN T, X D ECE%: chlorpromazin 25#E A
SNl ebdoTA YA vEFRERa R Tz,

2. B, D Evidence 23% % 1 & b 5 3 (RCT % Cochrane Collaboration $IFE# 1)
I EEE LT & 2l DB BRORIRES N, EHIRES TR0 THS,

3. HED S DEOBRY 3 v 7 68D RCT Bh b AMTH L4 a2 v 7 L 3 iRE~DIK
P ®H O AT R OFEROBEE > TwaHITH S,

4. FEEOFEER L OB RERFESDH 2O EBZTANGN T IREOH L LTS
DIEOFEHOIEESN D . HEEOFHEE b 0 EE I EEN, tENEENRWHITE S,
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EAFR ETREEK L M, N, 0)

K : Public participation in randomized controlled trials

H)z: | Nick Partridge | Chief Executive, The TerrenGe Higgins Trust, London, UK

1. Infleencing the research and practice agenda in breast cancer
Kay Dickersin - Director, Baltimore Cochrane Center and Associate Professor, Brown Univer-
sity, Baltimore, USA :

9. Experience of participation in HIV trials in the UK
Henry Graham-Smith : NAM Publications, London, UK

3. Research, information and the public interest -

Mike Wallace : Managing Director, Schering Health Care Ltd, West Sussex, UK :

L © Statistical aspects of randomized conirolled trials .
Hl#x : Doug Altman | ICRF Medical Statistics Group, Centre for Statistics in Medicine, Institute
of Health Sciences. Oxford, UK
1. Statistical milestones in 50 years of randomized controlled trials - -
Susan Ellenberg . Director, Division of Biostatistics and Epidemiology, Food and Drug Admin-
istration, Center for Biologics Evaluation and Research, Maryland, USA
2. Bayesian methods and the future of randomized controlled trials
Donald Berry | Institute of Statistics and Decision Sciences, Duke University, Durham, USA
3. A preference for not using formal stopping rules in pragmatic randomized trizls

Sue Richards : Senior Research Fellow, Clinical Trial Service Unit, Oxford University, UK

M : Submitted Papers Session . 'History of health care evaluation : changing practices
H}#x : David Rothman : Center for the Study of Society and Medicine, College of Physicians and
Surgeons, Columbia University, New York, USA
1. 50 years of Plutonium Trials : Their historical and methodological significance
Sue Rabhbitt Roff . Cookson Senior Research Fellow, Centre for Medical Education, Dundee
University Medical School, Scotland, UK
7 AN A T R RESEBREIIE O 50 SEROIBEF, 7 V A < A BEEREBMNE L5 ¥ O ERRREE
(AL ) R 1000 mEDH D L v ), BESERERVE » OFEOFICHA AN & WEHT,
T—FORE A>T,
2. Ovarian ablation in breast cancer : 1948-1998 ; The journey from randomized trial to
Cochrane Review _
Mike Clarke : Overviews’ Co-ordinator, Clinical Trial Service Unit, Oxford, UK

SO FERITIE Cochrane Review BESZ o B INb20—27C, LEOWHREE L LA
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19, TR D 2 3N & 2 TEHAERIEIRIRIC DWW T TH 5, 1 BIOEHHERE X iz 1986 En
5. RCT #3Th iz 1948 O, 1992 FLABTh FLR S - B MEHE 2 HIR LISk DB E—B 0
FESL I HABORIE R - 7= b DTH B, RO T & 0T & HFHEEOHE L H 225, 1980 F18
T T D 13 RCT @ 3500 ADBE DV T OFHE TS VIBRTIEE 2 AL B0 3 2 IRS gk ot
fifEH 5 b OhTHrOBRIEES LY, Z I THRIEWFHRSHE E Shi-OTH 5, 1088 FEDOFsHk
T3 6 BEROBRIT CH A PERIIE SR, 8 51 10 © RCT H3FRM S 41 1992 - BRFEH 8 & U4k
FREE RS D & 372, 1996 EDME TS 512 RCT IREHNEIN S 1L 3456 ADBHOITHT
BEhefmanTtvwsd, SEEEOATERS BTy, BIRCE O TRERE 45 2
BHOY%EZ 2 ETEBEERETH T,
3. Clinical trials turn 100 years! Fibiger’s Danish clinical trial on serum -intervention in
diphtheria patients

Christian Gluud : Chief Physician, Copenhagen Trial Unit, Institute of Preventive Medicine,

Copenhagen University Hospital, Denmark

HFRTRI S COLBEERFER & &3 Fibiger (1867 FFE £ T Koch OF-FTH D 1927 £ Novel
H, 1928 4EFETD) o2 & % Diphtheria OIMFEEEOHEAHE U7 v — 7 OFfgeEw L b s s i,
B 315 ¥ 100 4ERTIC 4 5, Diphtheria I & 3FETR T >~ — 7 THE T FADEKTH S, Loffler DI
[ RN & & LT w7z, Fibiger DRBERTIEET 484 HOBE CARH I & Y At i mmaE s
DILD2EBES v AFHTITONE O FEOHM LB S L T AN Fre—2ETh o2z
HEER S SN THE P BRFRTODEE I s LOREELB L L v, BRFEMIETTH S, W
Fix 239 4 8 A% 245 b 30 A TR S TwR L ESEIC BRI b 7, I SM
SR % T 50 B L el 21T Gluud RETEORIEL Uiz 0k AL & - THATH 5,
4. 50 years of reporting of randomized controlled trials in general health care journals

worldwide . How things have changed

Steve McDonald : Research Assistant, UK Cochrane Centre, Oxford, UK

1948 05 97 EE TO B EIZDWT 1 [FH 1 E¥HEHERO RCT X ODOPHETH S (HARE i
T, B BM] ; 2016 SR TH B, 1986 DT — 7 THE 246 88 5 RO 5 AR TIEEF 759 S8 - BF
BB LTV, $EB T D OREPIENE 100 AT Tiarens 100 ABLESSS < 7o b BT ED
FEADEHL LI T hTh 5, PEPIOREIEHREEFIRCRR IR0, FEESE: £E
Zohdldd, FLTHEROBE RCT WYL BTl FOEERH S I,

N : Submitted Papers Session : Ethical issues (II)
H]= : Charles Warlow : Professor of Medical Neurology, Western General Hospitals NIS$S
Trust, Edinburgh, Scotland, UK
1. Furopean Research Ethics Committees and the Ethical Regulation of RCTs ! A report
from EURICON (an EU funded BIOMED 2 project) -
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% Christopher Megone . Senior Lecturer in Philosophy, (Scientific Co-ordinator for EUR-
ICON), Department of Philosophy, (and Centre for Business and Professional Ethics), Univer-
sity of Leeds, UK

RO RCT kB 3RERSC LTI —u v YOBERF R~ b O T e-mail | c.b.megone
@leeds.ac.uk & DIEHREAFTE S, EOMTHENPEIEENFRET LIS TH S,

2. Ethics and clinical trials : Social, economic and cultural factors -

Richard Ashcroft : Lecturer, Ethics in Medicine, Centre for Ethics in Medicine, University of

Bristol, UK
3. “I trusted them to give me the best treatment” . Patient’s understanding of randomisa-

tion. .. . S . .

* Katie Featherstone : MRC Research Student, Department of Social Medicine, University of

Bristol, UK . :

FBM] ip 1177 2, Random &3 Eﬁ!«_’)ua'CELLH%HEK;’“&“%@R%’“?KE%L?HHLtﬁa%‘djﬁ
FREE 23825 L 7o 35T 5, 165878 chance TR &5 2 &, IHEMOHENH 5 2 &, Effiicd &
DR EINT 2 DHEEH ETHPL R0 I LD I HOBEBER VLI TH 2, {ERZOBEDE
TR EE S/ NIEBROMRTITON 2 B Yk D EERNOEOHERTH o /208, TOmER>—
WOBBTH B LD SHHETH S S, HHEE L ESNEES £ ORFROEOF & LT random &
HER R pESHERE W EE BN H o1 D, trials HIEHERE D test M OEFENH S
D Z & CHEFEHEFRAE N 2 HEADETD S HTAEACOMFHREOHEBEORBIIZ I h E
TR EOEREDLETH S %, Random allocation & allocation at random @&\ FHIFEIZ R T &
TSRy, BMROABREMIOANCED L S ZTIED 5N T EREBNLETH

0 : Submitted Papers Session . Methodological issues . - .
Fl%x | Stephen Evans : Head of Epidemioiogy Unit, Medicines Control Agency, London, UK
1. 50 years of randomized controlled trials relevant to the care of those with schizophrenia :
2000 trials, 20 outcomes, 638 rating scales
* Clive Adams . Cochrane Schizophrenia Group, Oxford, UK
2. Quality of life reporting in randomized controlled trial research . -
* Caroline Sanders : Research Assistant, Department of Social Medicine, University of Bris-
tol, UK : : S
RCT TQOL##YD L s nFHliahTwng 7&30)3?%4)%5}*)?’(‘% %, Cochrane STHE I B gk 2 L2 88, O
%%, £ OO 364 50T QOL DFFHML 1980~1997 4FRITRIML Ty 53 1997 EFHETH 5%
LIF (TS 10 BLAT) £ CRv oz FiED 62 BB L ML 2450 BEEIT %>, [BM]) Ip 1191

3. Sample size calculations for clinical trials in which patients are randomized in groups
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* Marion Campbell . Senior Statistician, Health Services Research Unit, University of Aber-

deen, Scottand, UK .

Bz OBZETT Y M FRERPIZ TR L ERE 7 v 7 A CEIFT 20005 Cluster
randomized trials T Cluster $58 & 7 O X 2 36 CHEEEOMB IR BEEGIENE, 7
& DSFESLOME T I D DT NG L T PEATEESE T % 1858, CONSORT (consolidated standards
of reporting trials)$f4& (Begeg & JAMA 1996 ; 276 ; 637) #514® RCT HETRBZ T T2 w»
2.

4. Using external evidence as the basis for stopping a trial . Exampie of the Antenatal TRH
Trial

Diana Elbourne : Senior Lecturer, Medical Statistics Unit, London School of Hygiene and

Tropical Medicine, London, UK
5. Can trials inform policy-before policy deforms trials

* Mark Haggard : Director, MRC Institute of Hearing Research, Nottingham, UK

%$=A4%# PLENARY SESSION:
The globalisation of randomized controlled trials .
A% ! Kay Dickersin : Director, Baltimore Cochfane' Ceﬁter and Aséociate. .'Professor, Brown
University, Baltimore,'USA '
1. RCT of antiprogestogen contraceptive and data management in China
Sang Guo-wei, Department of Clinical Pharmacology, Zhejiang Academy of Medical Sciences,
China
FEOERRDERE L RCT OBREHS L CEEEY, 237 GCP b 2 05— B~DE R ENFE
BB b 40 & 5 Th B, BT I35 TH Progestrogen 8441 T % 2 Nifepristone 01 & 1 5
Bz 70 Ay 75 v B O BT 4500 ABMoEE R RO EFHEIGIEE I 517 2 BB (R
THEE LR 80 %), {hiZPEREH: 24~~96 BERTOAIZ 21 TH estrogen FID Anordin $6F T O AR
REBTH 1, '
2. FEthnic difference-how the data from randomized confrolled trials can be utilized between
different ethnic groups ' _ _ _ _
Eiji Uchida © Associate befessor 6f Pharmaéoiogy, .Dep.artment ' bf. Phérmacoiogy, Sﬁowa
University, Tokyo, Japan and Chikayuki Naito : Teikyo University, Tokyo, Japan
PRE k1 ICH ¢ Ethnic Difference R ¥ % o 7z AAD 7 — ¥ & ERH R ARRBOIER
BB 2 RETH S, HATIONE 2SR T 0 CARREOFREIC Y AHROMED
HBEE L TE T (p A87~503).
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Closing Keynote Address
Large scale randomized evidence : Worldwide meta-analyses and mega trials

Richard Peto : Professor of Medical Statistics and Epidemiology, Clinical Trial Service Unit,

Oxford, UK [BMJ| p1170

Peto OEEILEN & 2 b O TR Z» SO 50 Fd AR ORIFAEIN G IR LR E &0 &
HWEITT 2 HORETH S, B KBBEOF LT RLOMNERSE, LHFRcNT 2
IBEEORER L Y d A TEITAEE L Lz, IR L 2O i, 05 RERDE A T The uncertainty
principle | E@i# L, BENFEICEAT 2 —ORFRBEOEBEN T OBE W L - THERIEE
D E L &AM & EVINESE T E R (uncertainty) Z 2P THD LD, TRbDBEENSD D WLIZIE
REFHE T 7 DIREERE O WIS 2 OEANIRERN S 5 WA Tirbh G4 0ES 5 »id
IR IO L R T &7 5B A S ik, GCP OEE#E % KR ERL 25 W RIVERIFR O ER
AR EE IR S 0T 2GRN T 2R B SR T B bk, SO RS
BEFEE S OTROAR= VY, F0 0% HIFIERES 2 CLEMIMELONE DY
HoEVY, B AR LA LARCEARERE b0 TERBOBRCRD SN TWaREEL L2
W7 A >R 8RB L TORETHS, 10 %% I %P2 £ 100 AAT 1 AADERFREIC
BT 200 ThHS, BEALREFHKL {T5 2 L TEMBDELI TS, False posifive BEFSZ W
BIRC LTS e & R - & (3% < ORI B 3 RCT 54T, R IZA LatEs
B L 7 — ¥ T oy —DEHOR D S Y, overview v mega-trials iZ L D false negative % 3
Y RR-NTBIETHLE, LA,

'£294%¥

1 Role of leglslatwe changes on dmsemlnatmn of results in aids tr:als (The J ohns Hopkins

Universtiy, USA) ,

Y@mmﬁﬁéné tkﬂ47xm&5ambnéb COWEIT A ) BB B AIDS 1
S0 RCT 0 273 BRI 51T DR 4 7 % RO BT 3, EIRS R BRI AT 49 % T
B3B3, BERSNIFC DO TS5 BTHERIETR 2% LD,

2. Ethics of cluster randomized trials (Urnversaty of Blrmmgham, UK) N

3. Are randomized trials treatment? Physical effects of participating in clinical trials
”(Unlvermty of Birmingham, UK)

4. Sample size calculatlons time for a change (Umversuy of Blrmmgham UK)

5. Should a conservative management/watchful waiting arm be included in surgical trials?

Evidence from the clasp trial of treatments for’ benign prostatic disease (University of

Bristol, UK)
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6. Developing an RCT of shared care for patients with long term mental illness (Guy's & St
Thomas’s Medical & Dental School, UK)

7. The role of ‘economic significance’ in clinical trials © An aid to sample size caleulation
(University of Aberdeen, Scotland, UK)

8. Shouid patients be co-enrolled in two trials at once? (LEO Pharmaceuticals, UK)

9. Transferability to clinical practice of the results of controlled clinical trials | The case of
antiemetic prophylactic treatment for cancer chemotherapy-induced nausea and vomiting
(Universit Degli Studi Di Perugia, Italy)

RCT TE & i-BEB i ic HEBECRM N2 0 ORETH 2, BEB L UhEmE i d-fER
D& BACFRREC S HERO T >~ b O AOERERII T b = URERERE L A7 a4 KO
MATHZZ LMW RCT THEIZLL T 203, BEEOEWERO D 5 (LEEETE ZOAOEMTE RS
Ty, SHOERERBREL L2 CRRICENL CERIO BEZREGESE - OB Ah
BTy 208, HBEE L WA AOR L%, RCT OFBICEETROAH S, 20—FHE
L AR OHIHZRE -~ OBNIBBROE RS FE T2 L v, B0 H SR COERER RCT 5
oL EELC BT { BAE BB O R SR OEMITEEOHEHIEN O H 2 {FREC S H»TL IO
PR E BSR40 BbE LD,

10. The MRC health services research collaboration (HSRC) @ A inethodological research
agenda MRC Health Services Research Collaboration (University of Bristol, UK)

11. Evaluation of alternative interventions for a rare but important conﬂjtion . an example
from the developing world (Institute of Health Sciences, UK)

12. Ethical dilemmmas in using unlicensed drugs for civilian chemical and biclogical warfare
protection-half the way is sometimes all the way (Israel Defence Force Medical Corps,
Israel)

13. What factors influence the range of available RCT evidence? The case of interventions
for knee osteoarthritis (University of Bristol, UK)

14. Why do patients agree to participate in clinical trials {University of Dundee, Scotland,
UK) : .

15. Analogies to vaccine efficacy trials (Statistics Collaborative, USA)

16. Sequential statistical design and practical design making ' Experiences with a long-
follow-up multicentre cancer trial (Cologne University, Germany)

EFOER-SEROESPEBROETTC B U 2 EEREONES, SAPKT L kokitao
oot B DWW TEUT ORI 20V TRRAR. )

Ashby D, Machin D (1993} : Stopping rules, interim analyses and data monitoring comnrittees
(Editorial). Br J Cancer 68 . 1047-50 _

Fleming TR, Watelet LF {1989) : Approaches to menitoring clinical trials. J Nat Cancer Inst
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81 . 188-193 . . . _ .

Pocock SJ (1992) : When to stop a clinical trial. Br Med J 305 © 235-240 -

Whitehead J (1992) : The design and analysis of sequential clinical trials (2 nt edition). Ellis’
Horwood, Chichester, UK

1. Slow accumulation of information

Lan KKG, Rosenberger WE, Lachin JM : Sequential monitoring of survival data with the
Wilcoxon Statistic.. Biometrics 51 : 1175-83, 1995

Rosner GG, Tsiatis AA (1989) : The impact that grdup sequential tests would have made on
ECOG clinical trials. Stat Med 8 : 505-516

Van Es G, Tijssen GP, Lubsen J (1987) ! Early termination of clinical trials with prolonged
ohservation of individual patients ! a case study. Stat Med 6 927-937

2. Decision-making during trial to ress

Fleming TR (1992} : Evaluating therapeutic interventions ! some issues and experiences.
Statistical Sci 7 : 428-456. _ .

Smith MA, Ungerleider RS, Korn EL et al (1997} : Role of independent data-monitoring
committees in randomized trials sponsored by the National Cancer Institute. J Clin Oncol 15
2736-43 _

3. Re ortin. ~values after recruitment has ended : -

- MRC working party on advanced carcinoma of the cervix (1993) @ a trial of Ro 03-8799

(pirnonidazole) in carcinoma of the uterine cervix : an interim report from the Medical Regsearch

Council Working Party on advanced cancer of the cervix. Radiotherapy & Oncol 26 © 93-103

17. - When' not all the appropriate outcome measures exist for an urgent trial : Statistical and
design aspects of a solution (MRC Institute of Hearing Research, UK)

18. . Drug: risk assessment . A case for large trials with lean protocols (Joerg Hasford,
University of Munich, Germany) : S : :

- BRI O 3 FRi ik ARG SR, EOINERE, 2R MRS D D8, EHIERHIERIC

RTHDLOTERE—AD D OFBMNECERA2H 5, ADR OFHMO - iz Sz, 7> 5 A

1L, ZhE RS 3 B & Al & RO A0 T — ¥ BER T 5 Ee B PRE L v A, Pharmaco-

epidemiology and Drug Safety, vol3 [ 321, 1994 DESOFERCRE T, -

19. What is meant by “intention to treat”? (Sally Ollis . Lancaster University, UK) -

ITT OHERSOERZL THEHASNTH S, ARREEACETY Shi B33~ To
FHUBEEELIETH S, TobbEAZGETONA 2B L TRIBEORFELXEL T, BlErS
DD D\ EEFHE © QIR Z ¥ 30 20 TH 5, BMJ, JAMA, Lancet, NEJM &F D
RCT 118 GHXD 47 %3 ITT #f L 5. 48 RCT HdC T EMEARIENT I & D 0l & KEIE
DRV % B ECE T 5 & P REBEC L 2 BEBONREERT S SR L S, ITT
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EHHEOBRCB O TALNIERE» HFONZFIROERILHEE L 254 Vhhvbhd 2 Lk

TOHBEFRLLELOFRERTH T,

20. Is consent informed when joining a large perinatal trial? (Leicester Royal Infirmary,
UK)

21, Data quality surveillance in clinical trials . A survey (The Johns Hopkins Centre for
Clinical Trials, USA) . .

MEDLINE © 19954 7 H X b 6 # HE® RCT 222 #EEROE(AED 95/ 2 51r), BE&H
BT, WMTRE:, EEd, SNEMOTHEL S & D BROT 21T -7,

22. Pragmatic and explanatory clinical trials . A clear—cut distinction? (University of Heidel-
berg, Germany)

RCT BT pragmatic & explanatory &> 3 FIFESS Y D & 5 A ST 540 % 1967 ELARE
OBV DEW|EL DO THE, bbNORERTH COHBER OO TELFZEBRLTE
<. DA Schwartz & Lellouch 43 1967 & (explanatory and pragmatic attitudes in ther
apeutical trials. J Chron Dis. Vol 20 : 637-648) ic 1 T#EA L7z, XEiETE o7 < Efo g
ThhTwa, AR BN, BIR, ERE, S5, frEt SSBTh s, §l2 i pragmatic
MR E T A THEA L, explanatory ZIRKREMDERA T 2 8% 0L 0SS B3 o8
H & LT pragmatic iX, ¥ OFSEEEIABEA NI HSHCLEDENTBEETOR -2 L
B, MINE N T G—ERTH 2 D3t L, explanatory B RO KIG 25 5 SBINERREEY
BEENTH 3,

Pragmatic P clinical practice, intention to treat, treatment policies, effectiveness,
decision, practical, efficacy, representative #3% ¥ explanatory ®PZIC X biological, efficacy,
ideal conditions, scientific, significant test, mechanism % 2355 L35, bhbLOWNE T prag-
matic id intent to treat, effectiveness, —#EHEHTH D explanatory X scientific, EFAYEEER’M
BRETHDS, SHrOFHCEETERNLELSES,

23. Evidence based medicine and otolaryngology (University of Edinburgh, Scotland, UK)
24. Development and implementation of an automated telephone randomisation service
{University of Aberdeen, Scotland, UK)

Bah & vz 24 BRETRE 2 BEIEI B O#ER, e-mail | crrramsay. @abdn.ac.uk

25. A study of patient’s experiences of participation in randomized clinical therapeutic trial
in general practice and comparison with doctors views of why they took part (University
of Birmingham, UK)

26. The third party guaraniee system in 746 double blind randomized controlled trials in
Japan (University of Teikyo, Japan)

bitbhoRRE > -7 -FBSMMT- T &I RCT OFEFE, T, g0 —5RTRgE
DI HE L 72 b DTH D (pAT5~485).,
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27.
28,

29.

Randemized controlled trials in the Lancet 1948-1997 (Ospedale, Italy)

Inclusion criterion : Women of childbearing potential must use adequate contraception
{Catholic University of the Sacred Heart, Italy)

Has ‘consort’ improved the randomized control trial literature? (Tulane University

Medical Centre, USA)

CONSORT & it Consolidated Standards of Reporting Trials DREEET BMJ, JAMA, Lancet,
NEIM @ 4 gEicFaR 3 i 200 @02 D W THET L CONSORT OEHERSFo T 33 AEOE
T EFOFRAREIS TS, JAMA 1994 5 272(24) 1926

30.

31,

a2

33.

34.

The pharmaceutical industry & trial units : Is closer collaboration the route to swifter
conclusion of a clinical trial? (Scottish Cancer Therapy Network, UK)

An effectiveness trial of a diagnostic test in a busy outpatients department : Issues
around allocation concealment {University of Cape Town, South Africa)

Lipid lowering treatment in patients with non-insulin dependent diabetes mellitus and
coronary artery disease . Have clinical trials changed preseription practice yet? (Leiden
University Medical Centre, The Netherlands)

Clinical trials progress and ethical problems of trials’ design in Russia (Saratov State
Medical University, Russia)

Randomized controlled trials in general practice . Pot of gold or hornets nest? (Univer-

sity of Birmingham, UK)
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