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1. Ethical considerations in biomedical HIV prevention trials
(Guidance Point 13 page 45, Standard of HIV Plrevention).1

2. Ethical considerations in biomedical HIV prevention trials
(page 13 selected circumstances in which biomedical HIV

prevention trials should not be conducted).’
3. Mapping the Standards of Care at Microbicide Clinical Trial Sites.”

4. The challenge of defining standards of prevention in HIV prevention

trials.>®
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1. The Declaration of Helsinki: Ethical Principles for Medical Research

Involving Human Subjects.5

2. Ethical considerations in biomedical HIV prevention trials (Guidance
Point 14, page 48, Care and 77featmen1,‘).1

3. Ethical considerations in biomedical HIV prevention trials (page 13
selected circumstances in which biomedical HIV prevention trials should

not be corflducted).1

4. Mapping the Standards of Care at Microbicide Clinical Trial Sites.””
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1. Ethical considerations in biomedical HIV prevention trials (Guidance

Point 11 page 40, Potential Harms).'

2. International Ethical Guidelines for Biomedical Research Involving
Human Subjects (Guideline 19, page 78 right of injured subjects

to treatment and compensation).”’
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M.99 4. MINUIgY

1. Ethical considerations in biomedical HIV prevention trials (Guidance
Point 19 page 60, Availability of Outcomes).'

2. Rethinking the Ethical Roadmap for Clinical Testing of Microbicides:

Report on an International Consultation (Chapter 10, After the

trial: continued access and post-approval studies).”’

3. Ethical and Policy Issues in International Research: Clinical Trials in

Developing Countries (Recommendation 4.1).%
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DBHSBE 9. (NHIS SSENHIBIBER

AE
AIDS
ARV
CAB
CAG
CBO
CIOMS

EC
DSMB
DSMC
GCLP
GCP
GMP
GPP
HIV
IDMC

IDU

IRB
MSM
NGO
PEP
PMTCT -
PrEP
REC
SOP

STI
UNAIDS

WHO

Adverse event - [IfMINARIFINS

Acquired Immunodeficiency Syndrome-fifiiHiiag
Antiretroviral drug - SrUSURMIBINAHE
Community Advisory Board - SAN:AAMIDANIUNUIAIAYS
Community Advisory Group - [iBDANENUNTNRES
Community-Based Organisation - HiMifsN#yS

Council for International Organizations of Medical Science- {B{ifN
HYMIHSITN G RIGN AN {ANR AN (A

Ethics committee-AN:ARGEMIALHES

Data safety monitoring board - fan:AgmMimMu Saiamnggsts
Data safety monitoring committee - RAN:ANFMIMBMSAIRMNG St
Good Clinical Laboratory Practice - AGuRURNIisSESINientSnnmu
Good Clinical Practice - %gmﬁijﬁmqhmsnymm

Good Manufacturing Practice - AGIRUGIFUMIGLH

Good Participatory Practice - ABURUR DO S MIGY
Human Immunodeficiency Virus - isinAHE

Independent data monitoring committee - BAN:ANHMIMBINS
GgStwnnnG

Injecting drug user - HRTIFMIT) SN wWRRATR

Institutional review board - BaN:AYMIEHNSHANTS

Men who have sex with men - UitgjBiRn g YUty
Non-governmental organisation - HMIBSIESIHATI
Post-exposure prophylaxis - MIANTAUIMINLFNNG

Prevention of mother-to-child transmission - MIGEIMIGANRLEGEIHS
Pre-exposure prophylaxis - MiiNIESINUGRING

Research ethics committee - AAN:AGAIASUGESMIENINI
Standard operating procedure - SUNBIUUUGHSIRS

Sexually transmitted infection - MigHEAMYING

Joint United Nations Programme on HIV/AIDS - UjHSIHEAT - Al
ANUMMNHUW GIUMASMIBINAHE/RNHL

World Health Organization - HmigeMARANIANA
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Accrual. finfiimiijasiagagLisgumiAafimaSapmo
The process of recruiting participantsinto aclinical trialin ordertoreach target
participant numbers.

SImE I EAGIUEEIMIANATIANGESNMU  HY]EEMSGSSHAGLY
iUt 4

Acquired immunodeficiency syndrome (AIDS). tifiiiiiii

The most severe manifestation of infection with human immunodeficiency virus (HIV)
characterised by deterioration of the immune system and susceptibility to a range of
opportunistic infections and cancers. (See human immunodeficiency virus.)

ANSMNGSHRSMIGHIBINAHEGEUUN AR WMISHIUNSUSN SuMNWUNsY
yoigiSumightismaustoy SuGauUMIA (oS SWUSIISIINAMHEN )4

Activist. InYLS

A person or group who acts on the behalf of a cause in order to bring
about change.

YSAPYA UBSAYHEIEARYM IR ISYINTMY iHE[IG S0 SMi Ayl

Adverse event (AE). iifminiiiguns

An unwanted effect experienced by a participant in a clinical trial. This may
or may not be related to the product or procedure being studied.

RGNUINWIGE SRR UHAGABM SEUUS ST MIENANIENBSINMT MInNis:
HMGNAGH YSSNASUINEMURRN USHIMEUANN AN

Advocate. fiannjuin

A person or group who advocates on the behalf of individuals, groups, or a
specific cause.

SRR UBSAYYWEIEUHIQEMSMIRMSGAYBBUAN 1Y UgHugIg
X2 la{102iaks]
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Antiretroviral (ARV) drug: GiNSfijumiiiisinaisina

A drug or medication that acts against or suppresses a retrovirus such as HIV.

§ UMINNEUINWSABIEUINEN YUENUBING HEMIBnAHGMINY

AVAC: il

An international, non-profit organisation that uses education, policy
analysis, advocacy, and community mobilisation to accelerate the ethical
development and eventual global delivery of AIDS vaccines and other
new HIV prevention options as part of a comprehensive response to the
pandemic.

SEyMIHGITN A SsirgtinimAGIND I8 LB M AIMIHDT Mimamusitnm
MITMESMIA g MIAMNIYUMNAYS iUl s sHAigiunas Sams
FUNAANRIHEIMURN SHENIEE a] MGUMIuNAHE A §IRIg)aRRna
HAR NG RMIEAYTS M WRUGIM : MighnE9 '

Biomedical HIV prevention trial: miffafifnG8ituiniisinGaiim
e ARl

A clinical trial that aims to discover safe and effective products or procedures to
prevent HIV transmission.

o agay

MIENANIANES AN e mmSimmUﬂﬂﬁiﬁQjﬂﬁmSiﬁﬂjﬁﬁﬂj ysShiniiums
AN IR U MIGYR BN L G

Blinded trial or masked trial: mianfAfiANGEGSH2 (B8TjinG M1
duo gsminislgijisnmys)

A clinical trial designed to prevent the participants, research teams, or both,
from knowing which participants are in the experimental arm or group and
which are in the control arm or group of a trial, in order to reduce bias.
MIENANIENES AN IS mtﬂijéigjmﬁﬁjﬁmmﬁamm [PEEENENT UiRueInN 58
gjuﬁmiﬁﬁﬁﬁmiﬁiUM8 ﬁjﬁiﬂﬁﬁiﬁﬁ ULﬁHﬂiﬁﬂﬁSﬁﬂﬂmﬂ SﬁHﬁGﬂﬁHiUﬂm
g. giisiung. ﬁjﬁiﬂﬁmﬁﬁ ULﬁHIﬁ]ﬁmﬁmiﬁﬂﬁﬂiﬁﬂﬁS iuﬁjmﬁﬁsmmﬂiwzlﬁ”l
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Clinical trial: mianafiiRNnENmN

A research study that uses human volunteers to answer specific questions
about the safety, efficacy or effectiveness, and medical effects of a specific
procedure, medication, product, or treatment. A clinical trial process may

include Phases |, II, Ilb, Ill, and IV (post-marketing evaluation).

I AP DN AP B RSIFWAANIAMNARNIRMA [IAIgMI
UMNEIRG SHEGNUTRANRSSEIN MIPSUs SUnEL YmMInNmuMAMNG
SINAIMASMIANANIANESANM MEBMSHAMAMLE 9, § U, § m, 84§ ¢
(MY S EIMuImty ) <

Community advisory boards (CABs) or community advisory groups
(CAGs): Ann:agmi yjfisjiapiununninass

Boards or groups composed of individuals or stakeholder representatives
that act as an independent advisory voice and facilitate community stake
holder participation and involvement in the research process. They meet
regularly with research team representatives, inform community stake
holders about proposed and ongoing research, and provide feedback to
research teams about local norms and beliefs, as well as local views and
concerns that arise in specific trials.

AAN:AYAMI URBOANISIEMS U ydnmimamang s aigy
DANEAUAANG] SHAUEUMIGLBILAIMAMANSISIUNAES SHMIGY
iginudinfimisMIpnIEniY VAN GUMYWEAMARBERNIENINIgMNE
G TS IM SIS RANAFRNT Sumipaiphiautniuime!
(MEANEBRRSISRvENIE SRsustsuny Sutiglyuns Agomeass:
suAynistguns MuRmgRisiphmianatianEShAnAY

Community groups: {iéfiNAHS

Groups of individuals who come together to act on behalf of common
interests, goals, and values but whose organisation does not require formal
designation or registration.
NBUAEUGUNMISEREURYETMANNIERUUILNGS imui Shnigy tigants
UAIAE NI DS AL NS MITIAME UMIG N Gimig jtis
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Community stakeholders (per the GPP guidelines): ﬁlﬁmﬁﬁ'gisi
RINABS (mEimumininnSHEsinEingpuANBIRRELUNSMIGLY)
Individuals and groups who are ultimately representing the interests of
people who would be recruited to or participate in a clinical trial, and others
locally affected by a trial. Examples of “community stakeholders” are the
population to be recruited, trial participants, people living in the area where
the research is conducted, people living with HIV in the area, local
HIV-positive groups or networks, people in the area affected by the HIV
epidemic, local non-governmental organisations, community groups, and
community-based organisations. (See stakeholders.)

UR SHNBIEUAAMBHATIIN G SIBATHNTE USHIRHTE o ygRGBISTnRm
ANANINESANM ShgRsieig)mtumButmUimInANaNGST g
A0 MAMANSISIuNRES " MSEEMm HRGUENEOTA HRGUBRIRMIANT
Manns griasinhdusiduGmipniphi BRGRUINAHEGISIINGUS [y
UAMMEAGRMYINAHERS HRSTHNAUSTE RN S WMITHN e USINEHE A
HYMITSIUSINAMUISIYUNS HUUABS SUHYMINNAESY (AJuMS
SANGRINMAMANS)

Confidentiality: miijiainsy

The principle that protects the rights of trial participants regarding
prevention of unauthorised disclosure of personal information to third
parties during data collection, storage, transfer, and use.

I UMIANTE UMIMIA §IUEIHAGBARMIANANANGS  OINGHSUMIUMIM
BN ARSUREMATTEN WM SMIHSENE ANAGIHINITIYIS ANSH UIMS
SHDIMAIE St

Condom: ijfifiiS16Ls

A sheath or pouch that is worn either over the penis (male condom) or
inside the vagina (female condom) during sexual intercourse, for the
purpose of protecting against sexually transmitted infections (including
HIV) or preventing pregnancy. (See female condom or male condom.)
I[FNY YBRRIRMATGILY (IFOBHIBWUIR ) WEUIRMASIHNGING (NG
HOBWET ) ARinngEng SEmmimigasimung Gusmans it
UREUIMINSHAY (B SSANGAITFNBHABWIT UfNsHOSWUIL)
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Control arm or group: [fit{aali&aj (SSMGILINMA)

The group of participants in a clinical trial who receive the placebo or control
product or procedure. (See placebo.)
nuisyRguEIsighmianAfinESNMIEUSgUH MSMaR s ysg
BIOREA USRIRUIMAY (fguS placebo )

Data and safety monitoring board (DSMB) or independent data
monitoring committee (IDMC): Ann:aymimuinsSgiu Siuaigmn |
ﬁl'lﬂ:ﬁi_:i"lﬁﬁ'liﬁ'liiﬁ'lﬁ S_S'Sli.ihﬁﬂﬁ.j

An independent committee established by a trial sponsor to assess, at
intervals, the progress of a clinical trial, safety data, and critical efficacy
or effectiveness endpoints. A data and safety monitoring board may
recommend to the sponsor that a trial be stopped or modified if there are
safety concerns, if trial objectives have been achieved, or if assessment of
trial progress reveals that continuing the trial would be futile since it will
no longer be possible to answer the research question that the trial is
addressing.

AN AR BMINANGRIN SUR MEJHIEN WA SURYM{E MIANANIENGS iYW
migmaRGIESiSMIaNANNES NI §3SWAIRMN SHBRgMN UMNAAG
ISUGRUGHIMIY AAN:RYMIMBMSFSSw SHAIRMNMGEUHSANUSERNS
HRSUAYMISHAMIUMY  YyMARIUEMIANANIENGS  [UROSITWSAY UHNUM
FERMN DEOSITMIANATIENGESNSIUPHIMUET YU SITMMIRYMIRGES
[SMIENANANGSUINME  MIUSMIENANANBSMIBRULNGS  i[M:ESHG
BTSRRI ANIENREUMIANANANESI ANRIGMGHIS T

Ethics committee: ANN:AHIGMIA MIGHH
(AjBH18 research ethics committee)

Experimental arm or group: Lﬁiii_jﬁﬁul'ljgiiﬁj]ﬁﬁiﬁj]ﬁﬁ
The group of participants in a clinical trial who receive the procedure,
product, or drug being studied.

NEHRGIBHRMIANANIENGS IHggUSHIR Brinsn YBAISIEURNNAAN

Female condom: fjfilsHS16 LS|

Apouchthatwheninsertedin the vaginabefore vaginal intercourse, provides
protection against most sexually transmitted infections, including HIV, and
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pregnancy. During anal sex, the female condom, when placed on the penis
after removing the inner ring, provides protection against most sexually
transmitted infections, including HIV. Currently made of polyurethane
(female condom 1) or a synthetic latex (female condom 2), it is stronger
than the natural latex used in male condoms, odourless, non-allergenic, and
usable with oil-based and water-based lubricants. For vaginal intercourse,
it can be inserted vaginally prior to intercourse, is not dependent on male
erection, and does not require immediate withdrawal after ejaculation. (See
also male condom.)
ii_,fm&iiuﬂﬁﬁﬁjﬁﬁmﬂﬁmﬁﬁmimﬁjHSiﬂﬂjiHIﬁgmHmimﬁj ﬁmmimimimmhmi
ﬁﬁﬁﬁﬁ]ﬁiﬂﬁ iﬁmﬁiﬁiﬂﬁiﬁuﬁj Sﬁmﬁ:ﬂSﬁﬁiﬁmui"l ‘ﬁﬁmﬂjiﬁiﬁgﬁ‘lﬁigﬁg e
HSTH[ijLﬁﬁiimmﬂ.ﬁuﬂjiﬁﬁjﬁﬁﬁmﬁiﬂjﬂjﬁi’[ﬁ"lﬁjﬂuﬁﬁﬁmﬁﬁmﬁm mimiﬁjmﬁst‘]
mightimumamanSs JUORIBNAHAGT jansiEuniGamutnugss:
EWANMATMLNIHMS (FNBHBWRIINIE 9) URNWIRIE NG (jny
HBWIUS V) NSMAHNMMMGEYNE BB UR UM EHNBS
UIUMSHS BSIGSMSAnY SRINGHD AWM YW ANMATHUTE R ORNIUY
ShEAY Gime miiﬁiﬁgmﬁmimﬁjiﬁmﬁﬁjﬁﬂﬁmﬂjimﬁﬁﬁiﬁ‘lflJ"B"Siﬂﬂjﬁ:ﬁﬁg §s
mLﬁjUﬁﬂjmejmmSﬂjﬁﬁiﬁjigjﬁj iiﬂﬁjﬁHSﬁLﬁfajuﬁiﬁmmHUSWUﬂmm‘&"ﬁ
mﬁmmium (ﬁgHi—ﬂSij‘Ig‘H male condom )

Formative research activities: RingMOjANIMIiGLINISAS NS
Al ANAIRNGES

Activities that enable research teams to gain an informed understanding of
local populations, socio-cultural norms and practices, local power dynamics,
local perceptions, channels of communication and decision-making, and
local history of research, as well as the needs and priorities of people locally
affected by or able to influence a clinical trial. Formative research activities
usually constitute the initial phase of stakeholder outreach and engagement.
ﬁjﬁiﬁmmuﬂjﬁﬂjﬂjgmﬂuWLﬁHLﬁﬂf’[ﬁ']fﬁﬁﬁ’liggﬂijﬁ'li[ﬁﬂjuifl muit: ﬁmﬁﬂj
ﬂﬁmSHﬂLﬁmﬁSHﬂjo}S SUNY SﬁQiSjHQH“IUﬁJﬁﬁ ﬁjjiﬁi:i ﬁ]ﬁmﬂﬁmﬂﬁﬁﬂj“’]s
GAJJSIYIUINS UNMMENASSH Sumiapsty nuupiiismipnipn Agem
AT SHIEM N UURIHMISIYUN SIRUS G UMB T MW WHUMGHS
RENUIBMIANANIRNES NI URYMAFNIENIRUGMIUEN muEgm
NSHNMAMUEYISMIGIARWNS SuMIGIBILAIMAMANgY
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Futility: mnaamsmni
The inability of a clinical trial to achieve one or more of its objectives. This
determination may be suggested, for example, during an interim analysis of

a trial by a data safety monitoring board.

MNBSHGEGIMEIY GBSISMIANAMANGSNNMUY §WUAN BN:AYMI
MUMSAIRMNG SSWIMGIDAMIANS: ARG RINATIMAVIM N SIMIANG
Niens

Good Clinical Laboratory Practice (GCLP): agjunuanissgi
AiANGENmN

Guidelines that set a standard for compliance by laboratories involved in the
analysis of samples from clinical trials. These guidelines provide guidance
to ensure that trial laboratory data are reliable, repeatable, auditable, and
easily reconstructed in a research setting.
IENUMINIANHSIHSIRUMMG SR UL S B SININESIMINMY  JBHS
MIMBGAMANMIENANINES AN IMUMINAIANHSIHS OISR
inng Wupggmans fgSwuSinianaSannmon]satams MoHsipmEms
MGHENSHMS SHNwURmgHImIsIRgHiNIEI

Good Clinical Practice (GCP): ngjiintiafiaiminymmn

Internationally recognised guidelines for designing, conducting, recording,
and reporting clinical trials in which humans participate. GCP provides
guidance to ensure that trial data are credible and to protect the rights,
safety, and well-being of trial participants. The guidelines were issued by
the International Conference on Harmonisation of Technical Requirements
for Registration of Pharmaceuticals for Human Use.

UM HSIASIE UG UANIMESIMBIUIUG HSIH AGEM 89
NWMIANMIANANIENHS NN B USMIGBNEATIONGNWT At
wRuRisEuminnSpGEemAnt GgSuismirnniiannsSmmi)gntnms 8
IEEMINIESG iRMN SHASHIIUMNIUATHRGBANMIANATENGST IMUMI
nnSHLRSEHMSIBOEUEWAS R sH AN sumuSwRY  isunenn
VGG H ATNUGUMMISIIE UMD U8 S )
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Good Manufacturing Practice (GMP): ﬁg]j.iﬁi.iﬁl].j@ﬁﬁ]iﬁ[ﬁﬁ

Quality assurance practices that ensure that products are consistently
produced and controlled to the quality standards appropriate to their
intended use and as required by the marketing authorisation. Good manu-
facturing practices are aimed primarily at diminishing the risks inherent in
any pharmaceutical or medical device production.
ABURUAMHANMME MR SUASUQHINSHUN SH{HHSajruuig
MuaRnRANMAN EUABRIUTSIMBTANRIEISMADIMAT Sumunggimismi
HYEIAgRMIRORNWISIEEN AgWHURERMIG RN SIMUGANRGYREHM
MAUSWUNSAWHURmMEHENHAIMIEOAS S YUimIHEaniA

Good Participatory Practice (GPP): Ajishupjisifiitinissmignijs

Guidelines that provide trial funders, sponsors, and implementers with
systematic guidance on how to effectively engage with stakeholders in the
design and conduct of biomedical HIV prevention trials.

imumMInAiNNHSIRSEUMINNS Humsuinn:MpngHNEgLBtnhms
U gMNMYWMAMANSHUHARUYUSE HRguagMgmianniinGs §4
pRvAmmRmMNus SifmianainnaSitumsnastamuivuiigania

HIV vaccine (or AIDS vaccine): NnfiliiisinaiHGa (GnHiHTGER )
A vaccine designed to prevent HIV infection. (See vaccine.)

NAANNIE UUIR MR UMIMIGRYINRHE G (fguS vaccine )

Human immunodeficiency virus (HIV): iiinAiHi

The virus that weakens the immune system, ultimately leading to acquired
immunodeficiency syndrome (AIDS).

WINHIE I SN SMNANIUASE S ARG ISRt WA S SMIAnG SN AT
Implementer: Ajiif18 trial implementer

Informed consent: mijnsiffjiimwignidifmnsiptms

A process by which a competentindividual voluntarily confirms his or her will-
ingness to participate in a particular clinical trial after having been informed
of all aspects of the trial that are relevant to the individual’s decision to
participate. Informed consent is an ongoing process throughout the course
of a clinical trial.
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SINAIMIGIE YR Y SAUBRARGHENYN INWATRGHNN UGS IUATZ SHRMIGHS
smmﬁammﬂﬁﬁmﬂménpmmmﬁnﬂﬁ itmwﬁmsegmﬁwﬁaicﬁLﬁﬁéﬁ}ﬂnismi
ARG ST U ASHMYWIGA TP EERIURIURUIS FUMIGIET MIE
iLn]m*’wmmﬁimnﬁmSLﬁULmSﬁmuinnimiﬁs iwinidinfiinguismiann
MENBS NI '

Institutional review board (IRB): ann:agmijiafSajanis
Ajiif1S ethics committee

Male condom: iLﬁ.i'Iiii-iS'lﬁl.i.ii.iiﬁ.i

A sheath designed to be worn over the penis during vaginal, anal, or
oral intercourse as a means of preventing sexually transmitted infections,
including HIV, or preventing pregnancy in the case of vaginal intercourse.
(See also female condom.)
iLﬁﬂH‘iuﬂjﬁﬂjﬁiuﬁjmﬁiﬂjmﬁﬁﬁmmiﬁiﬁgmﬁmi’mm SRS ’U'mHT:ﬂ‘ﬁ mﬁ‘iﬁj]m[ﬁ
HUjiSmiUmimmﬁﬁﬁmHmﬁ Iﬁmﬁiﬁmﬁiﬁuﬁj UUﬁﬂiﬁ‘lﬁ:ﬂSﬁﬁ ﬁﬁﬁiﬂﬂiﬁiﬁgmﬁ
S8 (ﬁ;ﬁmsmgﬁ female condom )

Medical male circumcision: Alifl i ijijifasii WG An{fd

The surgical removal of the entire foreskin of the penis. Three clinical trials
conducted in sub-Saharan Africa have shown that medically performed male
circumcision is safe and can reduce men'’s risk of HIV infection during vaginal
sex by about 60%. Prevalence of male circumcision varies by geography,
religion, and cultural practices.

ﬁ]imﬁiﬁjjﬁﬁﬁﬂjﬁ%ﬁﬁﬁﬁﬁmﬂﬂjﬁ“l miﬁﬂﬁmﬁﬂESﬂﬂmB'lﬁﬂiﬂﬁiS’iHSﬁUSHTLiﬂﬁ
ﬁmmnmsummth mimﬁﬁ'ﬁmﬁjﬁifm“ﬁtﬁﬁﬁﬁﬂmj H‘ISﬁﬁﬁﬁ“m S'ﬁﬁ-ﬂﬁ‘m‘ﬁUS[ﬁ
im.G m‘ﬁiSﬁ’lmm’HiﬂﬁiHu ﬁi‘ﬁﬁm fUIBIRGMuBIn flj‘[,UB”lﬂﬂm 00% MIME Eﬁiﬁﬁj

uituB1IsSmig flﬁU‘ﬁﬁ‘liG’fﬁ“lHﬁHﬁﬂLfd ANEUN S{fliﬁjﬁiﬁ"]
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Men who have sex with men (MSM): #ifijtin St

Men who have sexual contact with other men, regardless of whether or not
they also have sex with women or have a personal or social gay or bisexual
identity. This concept also includes men who self-identify as heterosexual
but have sex with other men.

RTINS GRS SUBIASIYWNES WWESAND B)RANS YMSMIUIAG
MYWIA UNSHEAMANMUAUIRSNEWAMEA UHSDA yHinemyw
iR SRS SN SISIABUM IR RELUINAT SSIUIASG (A
JINS YW IEie U u '

Microbicides: fiisl ﬁ.iﬁ'lﬁﬁ'lﬁijﬁlijﬁ'ligﬂiﬂﬁ

A range of products that could be used vaginally or rectally (such as a gel,
cream, ring, film, suppository or sponge) that are being tested to determine
if they reduce or prevent the transmission of HIV and other disease-causing
organisms during sexual activity.

BUARUYWESSIEURMGMATRGIN A UISHS (§6MH 5w HAY Al BIAJUES
Ui IRURNNERINSIFING IHERANGS RSUNNMMAUSH YUMImMIGh
winamEA Simiiuogtisiegurgiungmngmngii ythnam«

Network or research network: G i MM {Ri|H
A cooperative of research institutions or centres conducting clinical trials

under a common research agenda.

MIUMISANUS YBAN RIS IEMIENANANES AN M BRYIRRNIEITE

Non-governmental organisation (NGO): iiijmiti SitSifjlammn

A not-for-profit, registered entity or group that is organised on local,
national, or international levels but is not an agency of local or national
governments.

Hamn upisiiumss:u SsigRmmatinng ugins)usnamusinn
YUNS QAMA UNAHSING igNiuSMEMAMIUIIMNEYUNS YU
TENAMEIG ]t
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Placebo: &Rinuili

An inactive substance that is designed to appear like an experimental
product being studied in all aspects except for the absence of the active
ingredient under study. In clinical trials, the safety and effectiveness of an
experimental product are assessed by comparing data from the experi-
mental product trial arm to those from the placebo arm.

FNIMAMSHIN [N SBUNSNSSHN M ONFNISISHE LA UANRNANGS
IEURNMORN  UigmSMAHISUMSHINGUMISANIGIWUT ISIumMianAnianGs
ANCNRY ARMN SRmnaiRagissiasuMATGSEImehway enugms
pjuiué gSwipsyRUBEEMIARRUARUHANESMYWsERGULIEU
g g rIGUIMNH

Post-exposure prophylaxis (PEP): milljinniijptisinnigiiina

Antiretroviral medicines prescribed and taken after exposure or possible
exposure to HIV, to reduce the risk of acquiring HIV. The exposure may be
occupational, as in a needle stick injury, or non-occupational, as in the case
of rape.

MINNDUTENWE SUMIUUSUGURRIBINEHE ASMIWINUEING UNGUTTY
YESUMIBUIBINGHEN IEGMAUSWM HASMIFHIBINNHEAT MIPABHIUY
ISSHNGUMIBANY2IUT SEMIM R NWYRE YUMusHNRmigm g (Ssius
YeIuT) GO FMSEIAANAIgE: Nif

Pre-exposure prophylaxis (PrEP): milljitniySinniniiina
Antiretroviral drugs used by a person who does not have HIV infection to
be taken before possible exposure to HIV in order to reduce the risk of
acquiring HIV infection.

B EUBURNIBINAHE IR DN IWHAM SIWNAHE S [HIUUYSINLpBEeSH
MIGRIBINAHE AT IHEMAUS WM DASMIGHITINAHE AT
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Product or trial arm assignment: RliMagjjtHAGMjESSMHHBANL
U nfBAIMiAAfiAnS

The specific study product or procedure, such as the experimental or
‘active’ arm or the placebo arm, to which a participant is assigned for the
designated follow-up period. (See placebo and experimental arm.)
BUnE YSHIROAPMAMNG SOMHvERGEANNIENGS U "[AUHAGLY
FUNY" URUHAGESGUSMIBUIME EUHAGEAMARIN SRS GIBHY
HEIMINUMBNSHUSY (fYBIMS placebo 8H experimental arm )

Protocol: fififii

A document that details the rationale, goals, design, methodology, statistical
considerations, and organisation of a study or clinical trial. A protocol describes
a scientific study designed to answer specific research questions and describes
how the health of the trial participants will be safeguarded.
ananisichugaRnuSnsmn i eipd Hanjy MincuAmignas
SumijuGmisan ymianalinGSoNmY AfanmansimisnniEums
AN IgNaNiA JUSAETGWAANANIENIMANG ShnnNSiGMIMIaame
IURHRGERRMIANATIANES

Randomisation: AliifigjESMaNN:iGis]

A method based on chance alone by which trial participants are assigned to
a trial arm or group. Randomisation ensures that the only intended difference
between trial arms or groups is which product or procedure a trial participant is
exposed to during the trial.

THRenyoaERGLERRMIATIEGS s wigRbin nmiywys tinm: 9
MBS SR IGEHEIMANR MASUMIRYWINHUHAGIY AmianR
AanGS AROaRL ySAGAMywiRUEAGUIBERMIANATANGS LﬁF{ﬁHHBQﬁ
INIGMIENANIANGS

Randomised trial: mianafiiann&iinisnsnann:iois;

A clinical trial in which participants are assigned by chance to one of the trial
arms or groups. (See randomisation.)

MIENAN AN ES N DTE UHRGBEIMSORMMEWIGES] §jGuuisiniy
AMYWISHBANANANGS Y (fYBHS randomisation )
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Regulatory authorities: AisaAG{AL{AI

Government agencies charged with carrying out the intent of legislation
that constrains the actions of private individuals, businesses, organisations,
institutions, or government bodies. In most countries, one or more regula-
tory agency may be responsible for ensuring the safety and effectiveness of
health products and the correct conduct of clinical trials.

anUSIENAMUS gUUSHHSIRGNUIR U ARIRGIM: sifiussugnnts  mding
HIMI ANTS UHIMASIIUAINAN U SIS MATHS AnGSEUEREW U
{BMGEgUUSARMIM BNSUiRmn SamnasAgisE bR uAIemMN S
wiiRdnsfupismian At RS MY

Research ethics committee (REC) or institutional review board
(IRB): AnN:AAAIA LGHISAIjANI[HI UAMN:AymijgaiSajands

An independent body made up of medical, scientific, and non-scientific
members whose responsibility is to protect the rights, safety, and well-being
of human participants involved in a clinical trial. Research ethics commit-
tees review and approve the initial protocol, review materials to be used in
recruiting and consenting trial participants, and provide continuing review
of a trial protocol and any amendments. The term “institutional review
board” is common in the United States of America, whereas other countries
commonly use the term “research ethics committee” or “independent
ethics committee”.

anssAngiBM s mSnuniigAtgan Tenaniy Shosiusignaniy ws
AMIRGMIMIASG AGIRMA SHATSH UM NIUAHAGUEHRMIENANTENES N
BN ARG TSI M SR) Shgmmamadin:Aiandun G8n)
ARAREURMDARMIE TR SUMITE] ATMIT BNV HAGBARMIANT
fianns ughusmiiiniBanismianafiants SMRRUELNT Mmigs
"BAN:AEMIRANSHIANTS" hmAfBumanthgighsiuvigmibin ean:ibn
wig e SSWwHgMAIR  "Ban:ANEMIDUGESMIpNNT U "aan:
ANEMICUGEIANG]"

Research network: GUMM]jfnijili AjiiS network

Research team: {fujfunijHi

A group of investigators and staff involved in implementing biomedical HIV
prevention trials. Research teams can include investigators and staff at a
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specific trial site as well as investigators and staff working at coordinating
centres, Iinstitutions, or agencies.
HREUHING  SHURMDAYWABIEUMANSANMIHSIHMIANANANESIRUMIYING
wERmuttURHG Y HEENENINGIBNGS HMcuRmE Shuginsimy
AguANANINGSMAMNA ASGHEAAURRE ShURmMEUFMIsImusan
ANUS USMAMIABUTEUS

Scientific process: ﬁil‘lﬁiﬁlﬁﬁl‘ljiﬂsnjgnn:?s_jlﬁleﬁ..j

A recognised systematic way to form and test hypotheses by designing
controlled experiments to collect data, analyse results, and draw conclu-
sions in order to acquire new knowledge or to correct, refine, and integrate
previous knowledge.

TSR MPNSIELHINSSguANHNMIUIRS SHifinajrsying muit:
minusAsiianaSanmEumsmipanSa) Huuyugssw Imangnn Sugm
micu§ins iWgjsgrumssinn:ing uidginng My Shinumusinn:di
Nys*

Seroconversion: fliinSigjiigiHiuATnHINGYE

The process by which a newly infected person develops antibodies that can
be detected by an HIV antibody test. Development of antibodies may occur
anywhere from weeks or months following HIV infection.

CinNImIE UEMGURRIBNERSURsHRUEUY MomminwingERudug

[URMBNAHEGY MIASIGMSIHYUEUD MGIARGHMANITUDSUMY YURNS
{oMNGRIBINATHE AT

Sexually transmitted infections (STls): migiitifimuing

Infections caused by microorganisms that are transmitted from one person
to another during sexual or intimate contact.

MIGUULM UBANMI:§6 8 UEH NES A MTINAME) BRRINUMSENRESUE]
INg ymitsmustaag g

Stakeholders or trial stakeholders: mamMafg ymAMaigMiLs
MifNARANGS

Individuals, groups, organisations, governments, or other entities that are
affected by the outcome of a biomedical HIV prevention trial or that can
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influence proposed research through their input and actions. (See
community stakeholders.)

YR (N8 HYMI AN UsimnEieig] stk ummitmasisaniugtaismi
ARG STRUNISINAHEOMBUUEHGANR YR BISEE NI
PPN BT ERNUNT SRSWIVATRIET (fYBHS community stakeholders )

Standard operating procedure (SOP): SnuiuuiiSHSins

A document that gives step-by-step instructions for how to conduct a
procedure, in order to ensure that each staff member can perform the
procedure in the same way.

ARANIYIE R UMALNHSIAMEUNSY Gim:AhHSinSSRtAmyWw SdiGthy
AMBjUMERURAENA IMNGHSIHSAIRIEEIM

Stigma: mislninL

AIDS-related stigma refers to a pattern of prejudice, discounting, discrediting,
and discrimination directed at people perceived to have HIV or AIDS, their
significant others and close associates, and their social groups.
MINANWNAGH SHEHE S AIENIG I NISUNS G MILIDA MINAUAESHBH
SUMIM AT GIMHRE IR SEMUNAHEN WANHEL 0UINg Shyn
MSENNGSUTNAIG [NENNNBAN UUBIUHAGMYINEHL

Therapeutic HIV vaccine: NaafiNjimmisinaisia

A compound designed to stimulate the immune response to HIV in a person
already infected with the virus, in order to control the infection. Also referred to
as an immunotherapeutic vaccine. (See vaccine and HIV vaccine.)

T AIMATE TR Mg TR E S MG WwRviE UANISISHIvMAHE  1SIHNgs
HAMSHRBMA NEOERMIGE WA A R anmum nag s
(fJBH1S vaccine SH HIV vaccine )

Trial arm or group: Lﬁliiﬁﬁﬁumgiiﬁ‘ﬁﬁliﬁj]ﬁﬁiﬁjlﬁﬁ

A group within a clinical trial formed of participants who have been assigned
a particular product or procedure during a trial. (See control arm or group,
experimental arm or group.)

MUY WISIHNMIANANIANHS AN TR A STEAG UEiE e g It SELHE
g§ﬁ?§ﬁumr§1ﬁnﬂﬁts1§ﬁﬁ94mnmﬁﬂﬁﬁimméﬂ (BYBHS control arm or group,

experimental arm or group )
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Trial funder: HANMBUSAENMIANARIANGS
An individual or entity responsible for financing the cost of a trial.

YR UHRMMEIS GgRIiiUmMIB iU S SSIm:iGEAMImUmMIanRNianGS

Trial implementer: {iiitaniANalANGS

Investigators, research staff, and all others specifically responsible for
executing biomedical HIV prevention trials. Implementers may be employed
by governments, government-sponsored networks, non-governmental
organisations, academic institutions, the pharmaceutical industry or other
companies, foundations, or public—private partnerships.

HAUHIME URMOARNIED Shigrmieig)agiunasitneg g apithAnnAm:
HSIMIANANIANGESTRUNIYINAHEOMETUURNGANA Y PRURNINBERIMS
i AU U BB MANITENWINA N UAMMIEUSUAEMSENWINAM HY M
StuSINAM ANUSOANENIEN SRNUNAYES yinvUistioig)s sami yush
uMNMInEINRIGRanmInN: Shnnts

Trial life-cycle: fjjiiiaismianafiianns

The entire process of a trial, starting from developing the initial concept
and writing the protocol and continuing through to the implementation and
conduct of the trial to completion, exiting of participants, and dissemina-
tion and reporting of results.

SinfmisinpuismianafinnGs aoigeimmussagniansityl Saminmnea
AfeT SHUSMIHSIH SUMBFMIANANIANGES IW)RELTMU MICMGMISHAGUY
SUMIRIOBNLS (NENRMINUMINENLGEY

Trial participant: HAGNjBaHAIANATIANGS

A competent individual who voluntarily provides informed consent to
participate in a clinical trial. Trial participants are assigned to a particular
trial arm or group, in which they receive a particular product or procedure.
YRS AIBAMNAGHGLEANMIANATIENGS M EUEAGAGY S{ED
[MS9 HAGLBANMIANANANGESHIN SONMU S GUISIRNABHAGEE AN
TN GUMSHNE YSHGEMANNFY
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Trial sponsor: AguAKEASMIANATITANGSE

An entity that is responsible for a trial but that does not actually conduct
it. The sponsor may be a pharmaceutical company, governmental agency,
academic institution, or private or other organisation.
HRIMNYWIE S g g RHumMIENANaNGS  UigniuSMuERMMEUGmIann
NINESMAYRIN:IST HASURYMSISNGMABUISHING ANt SihAmu
anGS RPN UigAnAts uantssisig)a

UNAIDS (Joint United Nations Programme on HIV/AIDS):

LA SR (AT AIN[UTm A{UL S{pn U S umn Atk E o AiduEn )
UNAIDS brings together the resources of the UNAIDS Secretariat and 10
UN system organisations to lead and inspire the world in achieving universal
access to HIV prevention, treatment, care, and support.
wﬁsmﬁﬁELU%HLUHmmsmSiﬁmsﬁﬁhimaﬁmﬁswﬁsmﬁﬁﬁ SHHRAMINSIS[ING
ﬁjﬁjﬁjtﬂﬁjmmﬁ iuﬁjuﬁ81 Sﬁmﬁglmﬂﬁmﬂﬂﬁﬁﬁﬁ‘liﬁﬁﬁﬁﬁmfgmiﬁmi MINNTEU
MBS SﬁmimLGLﬁmmHIﬂﬁiﬁufddemﬁmﬁHfdm"l

Unblinding or unmasking: mlgimmn 171618 8ji§ At U]
NiRuSulSiiii

The process of revealing trial participants’ product or procedure assign-
ments. Unblinding involves informing participants about which product
they were assigned to during the trial.

_ﬁﬂnliﬁ.i'ln

Sinfimismiuwnm AfnSSRGBm STudimiuaGlbaE ySHing Agmi
1S AMNMIGAIE ANNEHAGUBHNSORBUAMYWIEIZS S UM SHNGGHIN
ANANTANTES

Vaccine: finflii

A compound that stimulates the body's immune response in order to
prevent or control an infection. A vaccine is typically made up of parts of a
bacterium or virus that cannot itself cause an infection. (See HIV vaccine.)
U MR IS IS S MG RUISIINSMNANIUINMML IHHUNI URUEHY
MIGRINED RN SUIRmg i wBinnms Siscmie yiasisn o gl
i@ﬂﬁsmﬁﬁﬁimmmigmﬂﬁim[D'C%SQWS']ZIG"I (/JBHEIS HIV vaccine )
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2BEBE M. MsirnIBies

RAANIENEEGIN AR limuAminAinnsisgins
The Belmont Report, 1979

I AMINIS UG RN WAL AEMINE ISR UMIM
YSAREUNAYImSMIPNIENAUUENG AN SHMIDNEMINANMIANGS
mefufimiesApSianw Tuskegeed IWwMINMIS:MSUdmMUMInAG:
IGARIUGG FOMIAMINESAY RN SHRGEGIMMIENIUATHRMR
55

Citation: National Commission for the Protection of Human Subjects
of Biomedical and Behavioral Research. The Belmont Report: Ethical
Principles and Guidelines for the Protection of Human Subjects of

Research. Washington, DC, Department of Health, Education and
Welfare, 1979.

Declaration of Helsinki, 1964

IUBMERMINNURS ARSI ANUNANIANAIS:  YESEItSOngRmARaN
GUIANMIEMG AR RN AU MRS IR SER ARG

Citation: World Medical Association General Assembly. World Medical
Association Declaration of Helsinki: Ethical Principles for Medical

Research Involving Human Subjects. Helsinki, World Medical Association,
2008.

Ethical Considerations in Biomedical HIV Prevention Trials, 2007

ISNARANANSIEARILED EUIGMENIENIRSHEA SuHYMISmMN
AAMANA UETMIENATIENGSITUNIEINEHSOMUUUSHG a9 R
is:AmmiAEUIEEin iR INOILMIgRGUGSAMMIANIEIAIRUEN
WA ARt SIUAIIEHISHAR WHSHEM FMuinn §voooy
Citation: UNAIDS and WHO. Ethical Considerations in Biomedical HIV
Prevention Trials. Geneva, UNAIDS, 2007.
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Guideline for Good Clinical Practice, 1996

ARANRANSNIS I SIBMENWUINWAISISHSING  INajsgumiustsngis
H UGS U AUGUNMIS U UMADIMATUIESAY]  SREUIMA
ESPUTSHSINE SHARNAANMMEN ANRITNUIUG HSI ABM SANtwmMIn
AmianANENGSIEUINAgH SUERARGH

Citation: Guideline for Good Clinical Practice: ICH Harmonised Tripartite
Guideline. Geneva, International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human
Use, 2006.

International Ethical Guidelines for Biomedical Research Involving
Human Subjects, 1993

INUMINNINNSHSIISONIS: i SIN:NYEPUINUHBHANHYMIHGINE
igmignaniigani  inuuigsminnHN Mg mIppniEhisipe ufng
HAIGISERIIUGRIN SHIRSHOAUGET muUMINMNSHIESFIV00
BSEUSIMUMIRNIANSHSIASH9ECW S ;oLEm

Citation: International Ethical Guidelines for Biomedical Research
Involving  Human Subjects. Geneva, Council for International
Organizations of Medical Sciences, 2002.

Nuffield Council on Bioethics, 2002

InwWAMILILRFEEApAmuL uaiitisuns glooow wbmeiiauns
ISMIpANIMINASH SUMAS A ySMMSHUISAIRNNHATZS BIURUSAN OGS
OUIUE WM RS UMISUREME N MTISIARUAMUIS /I
ArpnAlgSY IMWMIMAUSRV00G (EUHUSEMMYWRYTARERIENT
fISFUPawaH  AmApstmuminninnHSIS BN BHSIE
mAtagh Dirgromiga SHS RS

Citation: The Ethics of Research Related to Healthcare in Developing
Countries. London, Nuffield Council on Bioethics, 2002; and The Ethics

of Healthcare Related Research in Developing Countries: A Follow-up
Discussion Paper. London, Nuffield Council on Bioethics, 2005.
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Nuremberg Code, 1949

(YRGB MINIIS N UGB ARS MIRUFMIUATAN ANFIN MHGIN &
RIS UMSSREHS UENEAMUIISIGRAENBINAGAG i

Citation: Trials of War Criminals before the Nuremberg Military Tribunals
under Control Council Law No. 10. Vol. 2. Washington, DC, United States
Government Printing Office, 1949:181-182.

haaNsiLNisisig)a

Communications Handbook for Clinical Trials: Strategies, Tips,
and Tools to Manage Controversy, Convey Your Message, and
Disseminate Results, 2010

igarinn AiMIMESW AT ENUMIANATIENESANML - Ahminns)
HSinmATY UG ORBRNEISIMEMgHSIHSMAAM AU
piiemnésh gt msmins Sugnsisig)ainnigminfshSmiang
HenGSIRUMIUINAHEGY  ngiAlis R uminn HNGH S ANgAMYS
SHIRFWHU Sun: Ui IRNMIMEswOAgH EuRmgHatmigiEi
NI '

Citation: Robinson ET et al. Communications Handbook for Clinical
Trials: Strategies, Tips, and Tools to Manage Controversy, Convey Your
Message, and Disseminate Results. Washington, DC, Microbicides
Media Communications Initiative and Research Triangle Park, NC, FHI,
2010.

Ethical and Policy Issues in International Research: Clinical Trials in
Developing Countries, 2001

ISAMIWMIANGW  SHNUANHSANAISTENYIN:SNIUEN WHLN: Ay
BANNUAAORIRS RS AN UIe ST AU ISR A Mg mi
FNRNINES ANAISTIG fufinUHAIg)S

Citation: Ethical and Policy Issues in International Research: Clinical
Trials in Developing Countries. Vol. |. Report and Recommendations of

the National Bioethics Advisory Commission. Washington, DC, United
States National Bioethics Advisory Commission, 2001.
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Mapping the Standards of Care at Microbicide Clinical Trial Sites,
2008

g IMIIAAI N M MAUSWMIFRINAM SUMMAII  ismignimi
IBISIMURIgHANANIANES NI T MM AUSWMIFHINEIN INt-
MInNiS: MSIUMGHMSIUHSANUSHIRSHSHARMisMs i umSuFAN:
B UL U U RGBSR M A TN ES N D U (UM M AU S
MIFHINANN |

Citation: Heise L, Shapiro K, West Slevin K. Mapping the Standards
of Care at Microbicide Clinical Trial Sites. Washington, DC, Global
Campaign for Microbicides, 2008.

Recommendations for Community Involvement in National Institute
of Allergy and Infectious Diseases, HIV/AIDS Clinical Trials Research,
2009

RN SEnIpigRHGGisignanshapiitiuinyg  Shdhgh  Suity
BUNEES  ([YAALISAAMININAESIEUNSE DIRG SMYUIgNaN S
[FIpIG Ry SUSAEH vammanRNANESINMUTBINRHEA/GSHEDG)
MSHUBHSANAISHMIS: IFNSURINAGWATUBANIEN ShAnMANALS
iHHUSNfn ShuismIGBIUATINAYSISIRRMIANIENI AN ATIENES NI
THINEHE G |

Citation: Community Recommendations Working Group, Community
Partners. Recommendations for Community Involvement in National
Institute of Allergy and Infectious Diseases HIV/AIDS Clinical Trials
Research. Bethesda, MD, 2009.
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Rethinking the Ethical Roadmap for Clinical Testing of Microbicides:
Report on an International Consultation, 2005
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WU EERRGIERIINSIUIM Shansmnssnistipalgnannsunsuys
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RGOS SEMMIPEIEnigRUiAnSEUmSs aumismiss 84
IS GRUMIANANTENGS ([MWINUGHING

Citation: Rethinking the Ethical Roadmap for Clinical Testing of
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Global Campaign for Microbicides, 2005.

Standards of Prevention in HIV Prevention Trials, 2010

K

112891 HIV00E WGMIRINATN Y IMAMAUSMIGHING WHSIHEA
SHUGUANULRUEY  SHUMISEuUIgHIEIRO ST UGMITTM U YW
IR ENISMITIMIANMIANA NN GESTRUMNISINRHEDG Isipfigp Uise
FUHMY IWMINAUgEIIS: AURUGANSISISATEER  Sdnannd
HSANAISUNUARMISMIUMI ISIHRMIANANIRNBS AN UUNIEINRHE R
ISTNUHIAE '

Citation: Standards of Prevention at HIV Prevention Trials: Consultation
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Microbicides, PATH, 2010; and Philpott S et al. The Challenge of Defining
Standards of Prevention in HIV Prevention Trials. Journal of Medical
Ethics, 2011, 37:244-248.
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