i PR E1VBR



PEREANER &S 2

[ERREER &L MmN REFTM I B TAZHRRICITEORFME
EBRDCETH S, |

Bl Z I ELETAHAILF TP %3000kmE 217755 D E5000kmEE 21T

BODEELLMNRLWWNEHDET D, ;m%ﬁﬁz;n”g%%l LTIELS
MAERRELTLVENDTED, 161&)&7‘@0)\7‘:‘5_—)75\ ?EHLEDST
ANTEANENFREICKEN, AILETET, RLETEI L, FL

BERNFONDIET THD, %*Luﬁud)ﬁ:ﬁ BELT, EARIEYT S
0)&)&75\#’—1!_ HHDTIEERGVAELS, BEERRARECDIE

A%&%Jﬁ_zt WM/ A XERS T H 1% E R E D
fE % B ML A SRRt SN 5, HBDEEERFAZE & LB CHRER
ﬁ%ﬁwr%jt%@fﬁﬁ&li [ERSADBBREORMICTOINRR
(AU RO— L) BE (< A B DR E DR (DT LNTHY. &

BOEMBESAMICEBVNIATHS, TNHRRIHARBRES
IS, TOTHHNHIZ, BESAI :Eﬁfi;it% DEKRZT LA
LTho-CRBEBIBENTTS nH#:E % T AEZF
AINIL., DB RIS A L (:#sz) 752 EI2E-T
BRAEICHYN ST SETDHEEDFERE T NI
%J:EJ%(,é.*ré)t.‘f‘%%(,n#ﬁyﬂ%wf'ﬂ{% iH (

\

%&

>H4>)¢$_

ﬂmtbgg.

-
’é##[ff%‘é%éf:
FBoENTED

(1



fmIEERRIRE

e R RER IR FEEBIADE=OIZDLTHEEIDESIZTELA
BIT1=hHS, %(i’c FEOANKRERETHY . MEBEREEZETT
BADIFIZIZON ALY, Biomedical Research @ B B 1£1964F A )L

DUOXBTEDORFXIZHREINTILNS,

The purpose of biomedical research involving human subjects must
be to improve diagnostic, therapeutic, and prophylactic procedures

and the understanding of the aetiology and pathogenesis of disease.
(Declaration of Helsinki. Intro)
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Placebo or nothing
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ACTG 155
A randomized, double blind comparative study of dideoxycytidine (ddC) alone or
ddC/ZDV combination versus zidovudine (ZDV) alone in patients
with HIV infection who have received prior ZDV therapy.

Sponsored by:
The National Institute of Allergy and Infectious Diseases

Pharmaceutical Support Provided by:
XXXX, Inc.
XXXX company

Protocol Co-Chairs: XXXX MD
XXXX MD

NIAID medical officer: XXXX MD
Protocol specialist: XXXX RN

Version 5.0
FINAL
March 20, 1992
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ACTG155
Version 5.0
FINAL
03/20/92
SCHEMA

Title: A Randomized, Double Blind, Comparative Study Of Dideoxycytidine (ddC) Alone OR ddC/zZDV Combination Versus Zidovudine (ZDV) Alone In
Patients With HIV Infection Who Have Received Prior ZDV Therapy.

Design: Multicenter, randomized, double-blind, phase 111 study

Population: 750 patients with prior ZDV therapy for >= 24 weeks who are either asymptomatic with a CD4 count 0 — 200 cells / mm3 or symptomatic
with a CD4 count 0 — 300 cells / mmé,

Stratification: Patients will be stratified by HIV disease status (asymptomatic or symptomatic), length of time receiving ZDV (> 1 year of ZDV and =< 1
year of ZDV), and systemic or local PCP prophylaxis.

750-Patients

Randomized
v v v
(214 patient) (214 patients) (322 patients)
ZDV two 100 mg capsules ddC two 0.375 mg tablets ddC two 0.375 mg
And two ddC placebo tablets and two ZDV placebo tablets and ZDV two
Every 8 hours capsules every 8 hours 100 mg capsules

every 8 hours

Patients will be followed for up to two years after the last patient is enrolled unless the study is terminated earlier due to interim study results; mean
follow-up is expected to be 28 months with a range of 24 — 32 months. Patients who have reached a clinical AIDS-defining endpoint (after verification by
the study chair) will be offered open-label combination ddC and ZDV.

Endpoints: The development of an AIDS-defining opportunistic infection, AIDS-defining malignancy, AIDS-defining wasting syndrome, AlD-dementia
complex, or death.

Study Co-Chairs: XXXX, M.D., University of XXXX
XXXX, M.D., University of XXXX
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1.4 Rationale
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421 B IR ST ARTUR) —BHDAWNIISFLRIZIAX, H
BULNEAIDS-related complex EZ s TWNVAZ &
4122 TARIETA R HMIHAONDBFIR RS, A RDAE.
wasting syndrome (Appendix VIII) DENNTERIND, BEE
FREIARXEREIDULEFE->TLSMELNLL, LAL., ZDfih
NDEZELDRIRE A MBS ESZ(X. protocol chair (CFEERT 5,



4. %?%AIDS -related complex [FEA T D1 DL EDIREEZE T HED
<

AERAOF

REHEEBRAAD T

OfFERN BB

RIETEBE AL AR

RS g

2RI EE &

AEI0%ULEDIET

38.5FE LI EDABHEA 148 LI E 5

KIT30HMB TEH 4B L EDIELU LEDREASR EE7M%'I‘$‘F$$TJ
BEEENTELGWNZEEDRERFHDEHEE K
fth DK% (Lprotocol chair &85
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4.151 Hb 29.2 g/dl (men), Hb 28.8 g/dl (women) ......

4.152 $¥HEk 21000/ mm3

4.153 M/ R 275,000 / mm3

4.154 GOT/GPT = 5.0

4.155Cr = IE® ERRD15E

4.16 SREALEEDEENNHY. ﬁuﬁ%l M TES, 18K EILEH
BUOLIF RS %h\biﬁfd)ﬂnE ST NILXTZSA0Y,
4.17 13 LI E

4.18 SH1E, ZIEMANHRLGED STIRODATREEDHOETD X

LB ZFEIB R [CIT < TIEESHEL, ZLT. AR TR —
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5.0 Number/Source/Management of patients
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with probability 0.05
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Dynamic treatment allocation rules
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A (Pl co-use) B (PI no-use)
Institute #5 4 8
AZT naive 30 25
RNA > 10,000 35 27
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