Ongoing and Planned PrEP Open Label, Demonstration and Implementation Projects, April 2019

Trial/Project

Sponsor/Funder

Type/Category

Demonstration

Location

Population

Design/Key questions

NEWH

AVAC —m—————eooo—>
Global Advocacy for HIV Prevention

Status Details

13-5 Demonstration Project TBD Project China MSM TBD Ongoing Ongoing.
Demonstration project in Masiphumilele (Cape Town) assessing uptake to oral
. DTHF; University of . PrEP and effect of conditional incentives based on drug levels on adherence to
3Ps for Prevention Study ! Demonstration . X R . .
(Perception, Partners, Pills) Washington; funded by roject South Africa AGYW oral PrEP.Through BMGF supplemental funding, PrEP demand creation Ongoing Ongoing; started February 2017.
P ! ’ NIMH, BMGF proj campaign is being developed with McCann South Africa and PrEP uptake will
be enumerated.
Alongitudinal, observational study that aims to evaluate theimplementation
A Pilot Study of Oral Pre-Exposure ) ) ) of PrEP for key pop‘ulatiAons inthe Mlallaysian corftext. Foc.used OIT t'ransgem?ler
Prophylaxisfor HIV Prevention in U.S. National Instituteon  |Demonstration Malavsia Transgender Women | YOMen agroup with high vulnerability to HIV in Malaysia. Participants will Ongoin Oneoing: started March 2018
T Py e W, in Malaysi Drug Abuse Project v 8 be screened and confirmed HIV-uninfected. Eligible participants will be going BOIng; :
’ ¥ evaluated at baseline, month 1, and quarterly follow-up evaluations at
months3,6,9,and 12.
Alongitudinal, observational study that aims to evaluate the implementation
A pilot-project of antiretroviral of PrEP for key populationsin the Malaysian context. Focused on men who
HIV pre-exposure prophylaxis for D trati h ith MSM), ith high vul bility to HIV in Malaysia. . .
P! P p ‘p Y ) UNAIDS, WHO, Global Fund en:\ons ration Malaysia MSM ave‘s?x W rT1en( ), agroup wi ‘gnvu neré fityto X |‘n alaysia Ongoing Ongoing; started March 2018.
men who have sex with men in Project Participants will be screened and confirmed HIV-uninfected. Eligible
Klang Valley, Malaysia participants will be evaluated at baseline, month 1, and quarterly follow-up
evaluationsat months 3, 6,9, and 12.
Evaluates PrEP in 370 MSM and transgender people. Participants can choose
between taking PrEP on a daily basis, or according to afixed schedule before
GGD Amsterdam; Soa Aids  |Demonstration MSM, transgender  |and after anal sex. Focuses on interest in using PrEP, compliance/adherence
AMPrEP (Amsterdam PrEP) : B ! Netherlands 8 ex. Tocus I N using rtr Pt / ) Completed  |Completed; ended December 2018.
Nederland; AIDS Fund Project people and cost-benefit analysis. The outcomes of the project will be used to give an
opinion on theinclusion of PrEP as a standard intervention for HIV prevention
in the Netherlands.
Anova Health Institute, o . .
. 0 v " . Limited rollout of PrEP among 300 MSM at two sites. Primary research
Anova Health Institute’s Desmond Tutu HIV Demonstration . X . . .
. R R South Africa MSM question: Can primary health care nurses provide PrEP to MSM at aprimary  |Completed Completed; ended December 2017.
Health4Men Initiative Foundation; Elton John Project
R health care level?
AIDS Foundation
. Implementation . MSM, Transgender . .
BCN PrEP Point TBD p I Spain 8 TBD Ongoing Ongoing.
Project women
Institute of Tropical
ISIZ(::i(L:JineeCIITI\r/IO)pIca To determineif PrEP is acceptable, can be taken safely and whether it can be
Apolied Biomedical Demonstration integrated into existing prevention strategies. Provides daily, intermittent or Completed: no longer providing Prep
Be PrEPared PP . Belgium MSM late start PrEP, and offers participants the opportunity to different timing Completed P L gerp 8
Research (TBM) Program of |Project . . . . . to former participants.
during thetrial. Enrolling 200 MSM aged 18 and over who have a high risk of
the Research Fund - infection for 18 months, with follow-up every 3 months
Flanders (FWO) ! P ¥ :
To assess feasibility and usefulness of integrating TasP and PrEP to
. . . . combination prevention package offered to FSWs in Benin; identify best way
Benin Demonstration Project Demonstration . . . . . . . -
. . BMGF . Benin FSW to successfully implement TasP and PrEP in this setting and to ensure their Completed Completed; still providing PrEP.
with CHU de Québec (Canada) Project X X K X
adoption by national policymakers as part of the HIV prevention package for
FSWs.
FSW, MSM, AGYW, . . . . .
Bridee to Scale Implementation Implementation Discordant Counles This project aims to outline and demonstrate an effective model for Pre-
8 P BMGF, Jhpiego P Kenya pies, exposure Prophylaxis (PrEP) scale-up asan HIV-prevention intervention in Ongoing Ongoing; started November 2016.

Project (Jilinde Project)

Project

General population,
PWID

low-resource settings.




California Collaborative
Treatment Group
Consortium/ALERT (Active

California Collaborative

Demonstration

USA

MSM

Plansto enroll 400 eligible high-risk MSM, for two years who will receive daily
TDF/FTC-based PrEP, into arandomized study that evaluates whether a text

Completed

Completed; ended October 2015.

A Treatment Group Project messaging-based adherence intervention can improve adherence to the PrEP
Linkage, Engagement and medication
Retention to Reduce HIV) ’
CAPRISA 082: Prospective Stud
of HIV Risk Factors:nd Ve Stucy Adolescent girlsand |Observational study looking at: 1) demographics, 2) HIV risk perception and
. .. Observational . young women aged |behavioural assessment, 3) acceptability assessment of expanded HIV Completed; study closed February
Prevention Choicesin Young USAID; CAPRISA South Africa . R . Completed
. study 18-24; women 25- [prevention options. Data on PrEP uptake, adverse events, usage, barriers, 2018.
Women in KwaZulu-Natal, South . . .
Africa 30 PreP cycling, adherence by pill count and drug levels will be collected.
CAPRISA 084: A demonstration This PrEP demonstration project will identify in two high HIV burden districts
project of daily oral PrEP as part of| Adolescent girlsand |[in KwaZulu-Natal: who is likely to use PrEP; how PrEP will be used
sexual reproductive health Demonstration . oung women aged |(understanding pill taking practices); barriers to consistent adherence; how Completed; study closed November
DLy . |usaip; capRIsA , South Africa youns ged |(understanding p g practices); barri herer Completed P v
services for young women at high project 18-24; women 25- |PrEP will change current behavioral practices for HIV prevention (risk 2018.
risk of acquiring HIV in KwaZulu- 31 compensation); and what support and trainingis required for service
Natal providers.
G t of Cataloni D trati
PrEP-ara: Catalonia PrEP study overnment ott-atalonia PS;Z:S ration Spain High Risk Individuals [TBD Ongoing Ongoing; started January 2018.
China GAP PrEP demonstration D trati
" " Irpp EMONStration | ehina MSM TBD Ongoing Ongoing.
project Project
Choices For Adolescent Methods ) CHAMPS consi stls oftAh ree pl|0t. pro]ecrs.: three p"?tsi MACHO interrogates
) ) Demonstration . AGYW, Adolescent |adolescent men’s attitude to circumcision; Pluspillsinvestigates PrEP; . .
Of Prevention In South Africa NIAID R South Africa . . . s . Completed Completed; still providing PrEP.
(CHAMPS) Project Men UChoose investigates preferred types of prevention utilizing contraception as
thesurrogatein 16-17 year-old women.
Aims to recruit pregnant teenagers at their first ANC visit and enroll them into
comprehensive si ort program, including PrEP, with the aim of improvin
Church of Scotland .. |Demonstration . Adolescent girls, P ve support prog I ucing W ; I s improving
) . Church of Scotland Hospital . South Africa outcomes for the mothers and babies. Central focus will be assisting young Planned Planned.
Demonstration Project Project Pregnant Women L A
mothers to return to school, prevent acquisition of HIV and postponing
further pregnancies. Other adherence strategies will be investigated as well.
. . N The project intends to assess the acceptability and feasibility of pre-exposure
Demonstration |BurkinaFaso, Cote [MSM, Male sex R . . . . .
CohMSM-PreP Expertise France and ANRS R - ’ prophylaxis (PrEP) for men who have sex with men in community-based Ongoing Ongoing; began November 2017.
Project d’Ivoire, Mali, Togo [workers L . .
clinicsin four West-African countries.
D trati Providing PEP and PrEP to at risk individualsin Sdo Paulo, Curitiba, Ribeiré : .
Combina Project University of Sdo Paulo erf“’”s ration g razil High Risk Individuals rovicing andFrertoat riskindividuals in do Faulo, Luritiba, Hibeirdo Ongoing Ongoing.
Project Preto, Fortaleza and Porto Alegre.
. Implementation |, . . . . 2 privateclinics in Ho Chi Minh City are providing PrEP (with TAsupport from . .
Comercial PrEP TBD Prc?ject I Vietnam High Risk Individuals UEA:‘[I)/PATII-I)! : T ity areproviding wi upp Ongoing Ongoing.
COPE4YMSM: Effectiveness and The 5-year COPE4YMSM study aims to develop and assess the effectiveness and
Cost Effectiveness ofa cost-effectiveness of a combination intervention for prevention of HIV
Combination HIV Preventive infection among HIV uninfected at risk young (18-26 year old) men who have
Intervention with and without sex with men (YMSM) and transgender women (TGW) in Bangkok and Pattaya,
daily oral Truvada® pre-exposure Male sex workers, Thailand. The combination intervention includes individual-level
prophylaxis (PrEP) with DAIDS, NIAID, NIH Open Label Thailand MSM, Transgender [components: regular HIV testing, risk reduction counseling, condom and Ongoing Ongoing; started October 2017.
adherence support among young women, men condom compatible lubricant distribution, syphilis screening and treatment,
men who have sex with men rectal gonorrhea and chlamydia screening and treatment; acommunity-level
(YMSM) and transgender women awareness and mobilization intervention; and the open label offer of daily
(TGW) aged 18-26 in Bangkok and oral tenofovir/emtricitabine (Truvada®) pre-exposure prophylaxis (PrEP) with
Pattaya, Thailand adherence support.
D tration Project on th
em.o?? ration Froject on the This PrEP research project will beimplemented in volunteer MSM and
Feasibility to Implement a Pre- y . . . . . s
Exposure Oral Prophylaxis Asociacion Civil Impacta Demonstration MSM, Transgender transgender women without diagnosis of IV infection and at risk of acquiring
P Ak P Peru ! g HIV because of their sexual behavior and prior to this observational study Ongoing Ongoing; started January 2017.

Program in Men Who Have Sex
With Other Men and Transgender
Women at Risk of Acquiring HIV

Salud y Educacién

Project

Women

enrollment, be prescribed with PrEP by their primary care providers
according the clinical guidelines of the U.S. CDC and the WHO.




Austria, Canada,
Denmark, England,
France,

Conducted by Gilead, the purpose of the trial is to assess whether F/TAF (trade
name Descovy) is safe and effective as an oral daily HIV pre-exposure

Germany, MSM, Transgender - e . ] .
DISCOVER Gilead Sciences Clinical Trial ireland Ttal Women 8 prophylaxis (PrEP) product. It is being compared with F/TDF (trade name Ongoing Ongoing; started September 2016.
Netherl‘and;/' Truvada), which is approved for use as PrEP in many countries and has already
scotland, ! been proven safe and highly effective at reducing HIV acquisition.
Spain, USA
Kenya, South Africa . . .
’ ’ Part hip t d HIVinfect AGYW; extends b d health
PEPFAR, BMGF, Nike Implementation [eSwatini, Uganda, artnership to reduce intec |ohsamor_1g ,ex_ endsbeyond nea . .
DREAMS . . X AGYW sector to address poverty, gender inequality, sexual violence, lack of Ongoing Ongoing.
Foundation Project Lesotho, Tanzania, . . . .
- education; PrEP implementation component included.
Zambia, Zimbabwe
Durbar (DMSC) and
! ( ) . Evaluates potential introduction of PrEP for female and transgender sex
Ashodaya Samithi; WHO, workers at Durbar Mahila Samanwaya Committee, a brothel-based project in
Durbar (DMSC) and Ashodaya UNAIDS, the O’Neill Demonstration Femaleand X A y. . i proJ
L . . . . Sonagachi, and the Ashodaya Samithi project for street-based sex workers
Samithi Demonstration and Institute of Georgetown Project and India transgender sex . . Lo Completed Completed June2018.
I . . . - based in Mysore. Demonstration project includes female sex workers at
Feasibility Project University, LSHTM, and Feasibility Study workers R - .
. Durbar and Ashodaya sites; feasibility study includes female and transgender
Imperial College London; sex workers at Ashodava
funded by BMGF va.
Thisisa prospective observational study of couples in Kisarawe, Tanzania who
will be provided an intervention that offers: (1) HIV self-testing kits and pre-
Dyadic-Based Diagnosis, Care and ) N . . P ! ! ( ). 8 R P Ongoing; started November 2017.
) ) Medical University of South |Implementation . Serodiscordant test counseling provided at the household, (2) linkage to a counseling and . .
Prevention for HIV Discordant K R Tanzania . - Ongoing Expected completion December
) . Carolina/NIH Project Couples referral center for those who test positive, (3) facilitated enrollment to care
Couplesin Tanzania (DDCP) R X . . 2019.
and treatment for couples with confirmed HIV infection; and (4) access to pre-
exposure prophylaxis for the negative partner in a HIV sero-discordant couple.
Aims to test and link MSM of color t | health ices; enh
East Bay Consortium/CRUSH California HIV/AIDS ) 'mstotestand inkyoung orcolortosexual health services; ennance
. Demonstration and evaluate engagement and retention strategies for HIV-positive young
(Connecting Resources for Urban |Research Program ofthe . USA Young MSM of color . I . Completed Completed; ended August 2017.
R . . . Project MSM of color; and engage and retain HIV-negative young MSM of color in
Sexual Health) University of California A - .
sexual health services, including PrEP.
EMPOWER (Enhancing Methods ) An ir)itiative'o'fSTRIVE,alresearch corfsortium inyestigatingthefocial norms
of Prevention and Options for Demonstration | South Africa Adolescent girlsand [and inequalities that drive HIV, that integrates violence prevention and
p. Wits RHI, LSHTM; USAID . A ! young women aged |combination prevention, including PrEP. Aims to assess whether it is feasible, |Completed Completed; ended December 2017.
Women Exposed to Risk) Project Tanzania - .
Consortium 16-24 years acceptable, and safe to offer oral PrEP as part of a combination prevention
package that addresses gender-based violence (GBV) and HIV.
MSM, Transgender [The EPIC-NSW PrEP study started out with 3,700 places available through a
Individual ber of publi | health clini d selected GP tices. F i
EPIC-NSW Trial- Expanded PrEP . . Demonstration . " IVI_ uals, n_um fero public sexua _ea cinicsanc se ec_e p_rac ces. Focusing on . Ongoing; started March 2016.
o tationin C g | Kirby Institute Project Australia Serodiscordant high-risk, mostly gay and bisexual men, today this study is the only uncapped |Ongoing Expected completion March 2019
o on Couples, Men & clinical trial of PrEP in Australia, and is enrolling beyond the original 3,700 ’
Women at High Risk |spots. It has also opened a 200 place study extension in the ACT.
Demonstration EQUIP haslaunched a PrEP demonstration project specifically focused on
EQUIP PrEP Demo in Namibia TBD Project Namibia MSM, PWID, FSW treatment approaches that effectively respond to Key Population needsand  [Ongoing Ongoing.
) support Test & Start services.
FSW, MSW, MSM,
. . Transgender . . .
Expanding Options for HIV Womgen AGYW An 18 month observation cohort study with the overall aim to assess the
Prevention Through Pre- Heidelberg Institute of Demonstration eSwatini Adolesc’ent Mer;, operationalization of oral Pre-exposure prophylaxis (PrEP) in Swaziland asan Ongoing Ongoing; started August 2017.

exposure Prophylaxisin Hhohho
Region, Swaziland (Sihlomile)

Public Health; Mylan

Project

High Risk Women &
Men, Serodiscordant
couples

additional HIV combination prevention method among population groups
and individuals at high risk of HIV infection.

Expected completion January 2019.




Gender-Specific Combination HIV

Demonstration

Adolescent girlsand

To evaluate the feasibility and acceptability of a gender-specific combination
HIV prevention package for youth in high burden settings. The study aimsto
pilot acombination package of gender-specific interventionsin western
Kenyain a mobile health delivery format usingintegrated services delivery.

Prevention for Youth in High NIH Project Kenya young women, Interventionsinclude: Male-Specific Intervention Package (HIV counseling Completed Completed; study closed April 2016.
Burden Settings (MP3-Youth) ) adolescent men and testing; facilitated linkage to care for HIV-positive; condoms; VMMC);
Female-Specific Intervention Package (IV counseling and testing; facilitated
linkage to care for HIV-positive; contraception/family planning; PrEP;
conditional cash transfer).
- . Demonstration . . n
Horizon Project TBD . Brazil MSM TBD Ongoing Ongoing.
Project
HPTN 082: Evaluation of daily oral ) The_ goal of thisstudyisto evaluatewhe.ther.HIV»uninf?cted fub—Se.lhe.lre.lj
R N . ) . Adolescent girlsand |African women ages 16-25 who are at high risk for HIV infection will initiate )
PrEP as a primary prevention Wits RHI, HPTN; DAIDS, Demonstration [South Africa; . .. I . Ongoing; started June 2016.
. . . youngwomen (16- |PrEP and achieve sufficient adherence using scalable adherence support Ongoing .
strategy for young African NIAID, NIMH Project Zimbabwe X X X . ¥ - L Expected completion October 2018.
25 years) interventions to achieve HIV prevention benefits from this promising
women: A Vanguard Study . . Lo .
biomedical prevention intervention.
I-TECH, International Training and Education Center for Health at the
. University of Washington, is funded by CDC/PEPFAR to implement a DREAMS- .
Impl tat AGYW, P t (o] ; started October 2017.
I-TECH DREAMS Project CDC/PEPFAR mp_ ementation Namibia s rregnan likeintervention in two regions of Namibia. The DREAMS-like intervention Ongoing neoing; starte _c O0er
Project women . L . Expected completion February 2019.
includes provision of PrEP to 15-24 year old adolescent girls and young
women.
IMPAACT 2009 (DAIDS ID 30020):
A ,( o ) Parallel, observational cohort study of HIV-uninfected pregnant adolescents
Pharmacokinetics, Feasibility, . . . R
. International Maternal . . and young women (aged 16-24). The study is designed to characterize
Acceptability and Safety of Oral L . Zimbabwe, South |Adolescent girls and . . . .
8 Pediatric Adolescent AIDS  |Observational . R adherence over time among women who initiate once daily oral PrEP during . .
Pre-Exposure Prophylaxis for L . Africa, Malawi, young women aged R K ) X . Ongoing Ongoing; started February 2019.
) A . Clinical Trials (IMPAACT) study pregnancy and continuein thefirst 6 months following delivery, and to
Primary HIV Prevention during Uganda 16-24 years
. Network compare pregnancy outcomes among women who take PrEP and women who
e ETS e (e Raatl(i decline PrEP during the antenatal period
Adolescents and Young Women g P :
e R e A préﬁr{ective, open, study of PrEP, which ai.ms to assess the accep.te?bili‘ty,
Exposure Prophylaxis (PrEP) to Demonstration feasibility and safety from chemoprophylaxis co-formulated emtricitabine /
P! phy Brazilian Ministry of Health Brazil Transgender Women [tenofovir disoproxil fumarate (FTC / TDF) administered orally, once daily, to  |Ongoing Ongoing; July 2017 to July 2020.

HIV in Brazilian transgender
women (PrEParadas)

Project

transgender women . The demonstration project aimsto include 120
participants over 48 months, at INI-Fiocruz.

UNITAID; Brazilian Ministry
of Health, Peruvian Ministry

Implementation

MSM, Transgender

ImPrEP isa multi-site, open-label PrEP demonstration project with the
purpose of assessing the uptake, safety, and feasibility of PrEP in the context of
HIV combination prevention at public health services and non-governmental
organizations, among men who have sex with men (MSM) and transgender
individuals (TG) in Brazil, Mexico and Peru. The study will enroll 7,500
participants (3,000 in Brazil, 3,000 in Mexico, 1,500 in Peru) among MSM and
TG who are at higher risk of acquiring HIV infection. The primary objectives
are: a) to determine the uptake of daily PrEP among MSM and TG who are

LERIER of Health, Mexican Ministry [Project Brazil, Peru, Mexico Men and Women offered PrEP in the context of Public Health programs; b) to determine Ongoing Ongoing; started August 2017.
of Health differences in uptake of daily PrEP by sociodemographic characteristics and
risk practices; c) to determine differences in duration of PrEP use by
sociodemographic characteristics and risk practices; d) to describe the
frequency of side effects and toxicities of PrEP among participants enrolled in
the study; e) to describe patterns and correlates of adherence to PrEP among
participants enrolled in the study; and f) to measure changes in sexual risk
behavior among participants enrolled in the study.
Inserm-ANRS, the Canadian Evaluated "on demand" PrEP with Truvada versus placebo arm. The drug
Trial network, Bill and regimen involved taking Truvadain the 24-hour period before anticipated sex -
IPERGAY Melinda Gates Foundation, |Clinical Trial Canada, France MSM, Transgender and then, if sex happened, two separate one-pill doses in the two days Completed Completed; nolonger providing PrEP

Fondation Pierre Bergé,
Gilead Sciences

Women

following sex. After the discontinuation of the placebo arm in October 2014,
the study will continue open-label until end of June 2016.

to former participants.




University of California, Los

Demonstration

MSM, Transgender

Plansto enroll 375 high-risk MSM and transgender women who will receive a

LAC PATH PrEP D Project USA C leted C leted; ended May 2017.
" emo Frojec Angeles Project women customized prevention package that may include PrEP. omplete ompleted; ended May
D -
LINKAGES Malawi PEPFAR, USAID Pf;?:c:mat"’” Malawi FSW, MSM 8D Ongoing Ongoing.
LINKAGES Swaziland: Providing MSM, Transgender " young women, .
. sex with men. PrEP for HIV prevention represents a new option for those at .
Access to HIV Pre Exposure Demonstration - women and men, - . . . . Ongoing; started June 2017.
. PEPFAR, USAID . eSwatini high risk and vulnerable to HIV infection to protect themselves from HIV. This |Ongoing .
Prophylaxis (PrEP) for those at Project AGYW, Adolescent . . . Expected completion January 2019.
. - . . study proposes to offer PrEP to key populations and people at high risk of HIV
High Risk in Swaziland men, Serodiscordant|’ N L . . A
couples infection through existing service platforms through a demonstration project
P to determine whether it can be scaled up in a national programme.
Pre-exposure prophylaxis (PrEP) can be very effective at preventing HIV
infection among women at high-risk for HIV but is underused in this
A0 . . . population. Periods of incarceration represent an opportunity to identify . n
Linking Wi Prep Rhodelsland H tal Cl | trial USA Wi (o] O ; started October 2017.
SCREMORENItORIERCarE odelsiand Hospita inicaltria omen women at risk and link them to PrEP care as they leave jail or prison. This ngoing neoing; started Kctober
study aims to improve linkage to community-based PrEP care to reduce HIV
acquisition in a high-need, underserved community.
Introduces PrEP to combination prevention interventions. Feasibility study
LVCT, SWOP: WHO, assessing clqnsume'r percept?ons, cost, delivery options, potential ba!'ltiers and
UNAIDS. the O'Neill Female sex workers [opportunities forintroduction and adherence completed. Acceptability
L . (18 and older), MSM |among target populations, cost, menu of combination interventions and
LVCT Health and SWOP Kenya Institute of Georgetown Demonstration . . . . . R
. . . . Kenya (18 and older), feasible delivery options established. Delivers PrEP as part of combination Completed Completed October 2017.
(IPCP-Kenya) University, LSHTM, Imperial | Project . . . Lo
College London: funded b young women at prevention to 2,100 participants over 12 monthsin preliminary stages. The
BMGS ! v high HIVrisk (15 -29) | project will define criteria for PrEP indication among targeted populations,
adherence strategies, health system requirements and model impact of PrEP
in Kenya.
This protocol describes a longitudinal study of young Kenyan women at high
risk for HIV who will be offered HIV pre-exposure prophylaxis (PrEP) for up to
two years. Adherence will be monitored in all women with the next
Monitoring Pre-Exposure . generation Wisepill; half will be randomized to receive short message service .
Demonstration Ongoing; started June 2016.
Prophylaxisin Young Adult NIMH Project Kenya AGYW (SMS) reminders. The technical function, acceptability, cost, and validity of ~ [Ongoing Ex gectegd completion May 2020
Women (MPYA) I the next generation Wisepill device coupled to SMS reminders will be P P Y :
determined among this cohort of young Kenyan women. Additionally, SMS
will be used for longitudinal assessment of risk perception and its alignment
with PrEP adherence.
Open Label . . . . . . .
MSF AGYW PrEP Demo Program |MSF Study South Africa AGYW Clinic-based SRH club for delivery of PrEP to young women in Khayelitsha. Ongoing Ongoing; started June 2017.
FSW, MSM,
Transgender women,
Transgender men, . . : . S
This stud kingt dth d b lated to the feasibility, .
oemonsraion |y [Molsceiuomen, (TS oot 0oty | g |orsons st sotemr 05
Demonstration Project Project Adolescent men, P v . R Y L Y P P prophy going Results expected June 2019.
among key populationsin Eswatini.
Women, Men,
Serodiscordant
couples
Participants will be randomized to product sequence and will useasilicone
elastomer vaginal matrix ring (VR) containing 25 mg of dapivirine (DPV) to be
. Adolescent girlsand |[replaced each month for a total period of 6 months of use, as well as take oral
MTN; IPM; NIH; NIAID, L . South Africa, Ki 3 . K K . .
MTN-034/IPM 045/REACH Clinical Trial ou rica, Renya young women aged |emtricitabine/tenofovir (FTC/TDF)tablets daily for a6 month product use Ongoing Ongoing; started January 2019.

NIMH, NICHHD

Zimbabwe, Uganda

16-17 years

period. The primary purpose of this trial is to collect safety and adherence
data over the course of study product use. The study will also examine the
acceptability of the study products.




Nigerian National Agency for the

Nigerian National Agency
for the Control of AIDS;
UNAIDS, WHO, the O’Neill

Demonstration

Serodiscordant

Evaluates the effectiveness of models for delivery of PrEP and TasP as
combination prevention strategy for 1,200 heterosexual, serodiscordant
couples. Couples will berecruited from facilities that provide prevention of

Con.trol of AIDS Demonstration Ins_tltUt? of Georgetown Project Nigeria couples vertical transmission, ART and other services. Study findings will be used to Ongoing Ongoing; started late 2015.
Project University, LSHTM, and . . .
. inform scale-up of PrEP and TasP as part of comprehensive national HIV-
Imperial College London; A . .
funded by BMGF prevention package. Study sites: Anambra, Plateau and Cross River States.
The primary aim of this research is to assess the implementation of a novel HIV
prevention intervention (PrEP or pre-exposure prophylaxis) at Auckland
New Zealand AIDS Regional Sexual Health Service (ARSHS) clinics to individuals at high risk of HIV
Foundation; Auckland High Risk infection. Objectives: a) To assess acceptability of PrEP for those invited into
NZ PrEP Sexyél Health; Body Denjonstratlon New Zealand Individuals, MSM, thestgdy; bymeasurlng ad.herence;duratlorT; retention; b) To assessrisk Ongoing Ongoing; started February 2017.
Positive; funded by project behaviours on PrEP including sexual partnering; condom use; STl and HIV
L Transgender Women |, . . . R . .
Auckland District Health incidence; c) Investigate factors (socio-demographic and attitudes) associated
Board with PrEP acceptability, adherence, retention and behaviours; d) Survey the
views and experiences of PrEP users including disclosure; stigma; sexual
negotiation.
FSW, MSM
Transgender
Women, Adolescent
Pangaea SHAZ! Hub Drop-in PEPFAR Imglementation Zimbabwe Women, Adolescent Thisisayouth drop-in centre based in Ch.itungwiza (30km) from the capital, Ongoing Ongoing,
Centre Project Men, Women, Men [Harare. Thessite also serves as a research site.
Serodiscordant
Couples, Pregnant
women, YWSS
Evaluates HIV prevention preferences among approximately 1,000 HIV
i ; NIMH/NIH, USAID and Demonstration Men, Y\/omen, serodiscor.dant couplef,, afiherenceto PrEP and ARTar.1d intérféce of
Partners Demonstration Project BMGE Project Kenya, Uganda Serodiscordant reproductive health priorities and ART-based prevention. Will implement Completed Completed.
Couples PrEP as “bridge” to ART, providing PrEP to HIV-negative partner until the HIV-
positive partner hasinitiated ART.
PPP isastepped-wedge cluster randomized trial in 12 public health clinicsin
the Kampala, Uganda area. All clinics began engaging and recruiting couplesin
June 2018; four facilities began delivering PrEP in December 2018, four
additional facilities will begin in June 2019, and the last four will begin by the
end of2019.
University of Washington  |Implementation Serodiscordant ) Ongoing; started June 2018.
Raine S REEREoeamIERE) (Sponsor); NIMH (Funder)  [Project Uganda Couples The primary objectiveis to determine the effectiveness of delivering Ongoing Expected completionin 2020.
integrated PrEP and ART at public clinicson 1) PrEP initiation, 2) PrEP
adherence, 3) ART initiation, and 4) ART adherence among HIV serodiscordant
couples. Secondary objectivesinclude determining the degree to which PrEP-
takingisamodeled behavior and its potential contribution to ART initiation
and adherence and micro-costing.
Partners Scale Up Project BMGF and NIMH/NIH Ef;‘?:cr:s(tsr::;:n Kenya Serodiscordant Delivering PrEP at scale to serodiscordant couplesin 24-30 clinicsin Kenya Ongoing Ongoing; started February 2017.

Up)

couples

and developing PrEP delivery tools.

Expected completion February 2021.




Implementation

Botswana, China,
Coéted'lvoire,
Democratic
Republic of Congo,
Dominican
Republic, eSwatini,
Ethiopia, Haiti,
Kenya, Laos,

PEPFAR PEPFAR . . At risk individuals Provides PrEP to adults and adolescents at risk of HIV infection. Ongoing Ongoing.
Project Lesotho, Malawi,
Mozambique,
Namibia, Nigeria,
Rwanda, South
Africa, Tanzania,
Thailand, Uganda,
Ukraine, Vietnam,
Zambia, Zimbabwe
Involvement of men who have sex with men and transgender people (total
e EeCREETo PEPFAR/CDC (through ' EI.OO pfeople) iln avPrEP prggram forthe aim of redu?ing ratethe spread of HIV
. . . . Demonstration . MSM, Transgender |infection. This pilot project will potentially contribute to the development of
prophylaxis (PrEP) for MSM in Alliance for Public Health, . Ukraine N . . Completed Completed; ended March 2019.
Kyiv, Ukraine ICF) Project women ésustalnable PrEP delivery model for MSM and TG. If PrEP |_ssuc_cessfu||y
implemented, the model could be modified for others at high risk and may
contributeareduction in new HIV infectionsin Ukraine.
University of Washington Assesses women's preferences for using microbicides and PrEP through
ICRC, Carnegie Mellon Adolescent girlsand [demonstration projects with strategic pilots of delivery strategies, first with
POWER (Prevention Optionsfor |University, DTHF, Harvard |Demonstration Kenya, South Africa young women aged |oral PrEP. Project will characterize choice, uptake, early adherence and Ongoing Ongoing; started July 2015. Expected
Women Evaluation Research) U., KEMRI, Massachusetts  |project ! 16-24; women 25- |identify cost-effective delivery models, including assessment of repeat HIV completion June 2020.
General Hospital, RTI, Wits 29 testing, decision-making within partnerships, and theinterface with
RHI; USAID reproductive health services.
Burnet Institute, Alfred MSM, Transgender [Thisisamulti-site, prospective, open-label, population-level PrEP
Hospital and Monash Women, demonstration study, the primary aim of which is to determine whether the
Pre-exposure Prophylaxis University; funded by Demonstration Australia Transgender Men, use of daily PrEP by 2,600 Victorians who are at high risk of HIV infection will Completed Completed; no longer providing PrEP
Expanded (The PrEPX Study) Victorian Government, project Women, Men, reduce the number of new HIV infectionsin Victoriain the following one to to former participants.
Alfred Health and the Serodiscordant three years. The study has now expanded to open 600 additional placesin
Victorian AIDS Council Couples Victoria, 100 in Tasmania, and 500 in South Australia.
Slovenian Research Agency: MSM, Transgender [The purpose of this study is to evaluate the feasibility, acceptability and safety
Pre-expt.;sure Prophylaxis for HIV XvamrTgfor results of } Demonstration ) wome'n, of HIV PrEP |n‘prev‘ent|ng HIVinfection amlong MSM at highest rlsk in Slove'ma. Expected start March 2018, Expected
Prevention Among Men Who public call for tenders . Slovenia Serodiscordant The data obtained in the study would clarify the role of HIV PrEP in Slovenia  |Planned K
n . . - Project . - . S . completion October 2019.
Have Sex with Men in Slovenia (expected at the beginning couples, Pregnant and would guide the decision on PrEP implementation into national HIV
of Feb 2018) women prevention guidelines.
Evaluates the efficacy and feasibility of pre-exposure prophylaxis (PrEP) to
prevent HIV infectionsin a population of male sex workers (MSW) in eastern
HealthRight International Kenya. This project aims to be among the first to evaluate the feasibility,
Pre-Exposure Prophylaxis Uptake |and the Center for Health, Demonstration acceptability and impact of pre-fexposg re prophylams_ (PrEE) on H»IV»rlsk Planned; expected April 2016-March
and Adherence Among male Sex |ldentity, Behavior and Project Kenya MSW among male sex workers (MSW) in Malindi, Kenya. This project will integrate |Planned 2018
Workersin Mombasa, Kenya Prevention Studies (CHIBPS) PrEP into three existing health facilities serving sex workers in Malindi in ’
, MAC AIDS Fund order to document and analyze itsimpact on HIV incidence, as well as PrEP
uptake, adherence, side effects, cost and other factors that may influence
replication and scalability of this potentially transformational intervention.
To look into how clinics can provide PrEP. It will study whether peoplefind it
. easy and agreeable to take PrEP every day, why they takeit, what it’s like to L
PRELUDE Study Kirby Institute Demonstration Australia High Risk Individuals takeit, and whether it changes how they have sex. It will study how easy itis |Completed Completed; no longer providing PreP

Project

for doctorsto useit with their patients, and what resources are necessary to
make PrEP available.

to former participants.




PrEP Adherence Enhancement

California HIV Research

Demonstration

The purpose of this study is to test a program that uses drug level monitoring,
text messaging ("iTAB") and personalized counseling with HIV prevention

Guided byiTAB and Drug Level USA W FSW Ongoi Ongoing; started May 2016.
ulded byt a.n rug Sevets Program Project omen, services, including PrEP (medicine that can help prevent HIV infection when neoing necing; started May
for Women (AEGiS) .
taken daily).
Implementation MSM, Transgender [PrEP service as part of a sexual health care package - focused on ke . .
PrEP at SCC@Tropmed TBD p Thailand . g . R p P & Y ¥ Ongoing Ongoing; started March 2016.
Project Women, cis-men populationsin Bangkok.
The PrEP Impact Trial looks to answer key questions about the use of PrEP by
. high-risk groupsin England. Thetrial is planned to last three years and enroll . .
Impl tat O ; started in September 2017.
PrEP Impact Trial NHS England mp' ementation England High Risk Individuals {10,000 participants. Overall, it aims to address the outstanding questions Ongoing ngoing; starte Ih e,p emoer
Project AR N Expected completionin 2020.
about eligibility, uptake and length of use through expanding the assessment
to thescalerequired to obtain sufficient data.
This cluster randomized controlled trial aims to determine the best model for
optimized PrEP delivery in pregnancy by using existing highly accessed MCH
systems as a platform for efficiently delivering PrEP to pregnant women.
Twenty ANC clinics in Western Kenya (Siaya and Homa Bay counties) were
) Adolescent women, . . . ;
PrEP Implementation for Cluster women randomized, ten to universal and ten to targeted PrEP administration. Ongoing: started in May 2016
Mothersin Antenatal Care NIH, NIAID randomized Kenya - Overall, 4000 women will be enrolled (200 women per clinic)and followed ~ |Ongoing EOINg; . ¥ i
" serodiscordant . . . - Expected completion June 2020.
(PrimA) controlled trial couples through nine months postpartum. The primary outcomeis HIVincidence at
P nine months postpartum and additional outcomes (PrEP uptake, PrEP
continuation and adherence). We are also collecting data on psychosocial
factors that may influence uptake, adherence, and retention, birth and infant
outcomes, partner HIV-status knowledge, and sexual behavior information.
A mixed-methods prospective open-label demonstration project of daily oral
Truvada/PrEP among HIV-serodiscordant heterosexual couplesin high-
prevalence communitiesin New York City. The specific aims are to describe
PrEP Implementation with US HIV ) thetempor_al patt.ernsand identify muItiIfE\_/eI determina!nts QfPrEP
. . . Open Label Serodiscordant outcomes, including (a) uptake, acceptability and retention in care, (b) . .
Serodiscordant Couples: Couples |University Of Rochester USA . L . . . Ongoing Ongoing; started July 2017.
R Study Couples medication adherence, (c) safety and toxicity, (d) compliance with HIV testing
PrEP Demo Project L o . . . .
and clinical monitoring, and (e) changes is sexual risk behavior. This research
employs a biobehavioral multi-site longitudinal design to identify critical
factors affecting PrEP implementation outcomes at the provider, dyadic, and
individual level.
| | tati
PrEP In Germany PRIDE Study TBD PT;:CTEH ation Germany TBD Ongoing Ongoing.
. . Operatingin the "corridor," a busy trade route frequented by truckers that . .
PrEP Operational Research D trat o] ; started in 2016. E ted
. P ! MSF e”f"”s ration Mozambique MSM, FSW runs through Mozambique, Malawi, and Zimbabwe. MSF is providing HIV Ongoing ngomg. startedin xpecte
Project Project . ) A R completion October 2018.
screening and care to sex workers, drivers, and MSMin the region.
MSM. Male sex Participants are offered PrEP for 90 days at no cost, with HIV, STl and other
D trati ! testsincluded in th kage. The ai fthe pilot i
PrEP Pilot in Nepal TBD er‘r_mns ration Nepal workers, FSW, .es sinclu ? _|.n ¢ carepac ag.e_ ealmst_) € priotprogramme aims Ongoing Ongoing; started November 2018.
Project include feasibility and acceptability, determinants of uptake, adherence and
Transgender women . o
retention, safety, and STl acquisition.
D t t of Di
epartmen .0 sease MSM, Transgender  [Thisstudy aims to expand access oral PrEP access among MSM and
Control, Thai MOPH, and Implementation Individuals, MSW, Transgender individuals through seven CBOs in Bangkok, Pattaya, Chiang Mai
PrEP substudy Thailand MOPH-US CDC P Thailand ! ! gende . u - gro% Ve, n8 Completed Completed; ended 2018.
. . Project Transgender Sex and Hat Yai, overall offering 600 spaces. CBO's include SWING Foundation,
Collaboration, Thai Red . . . . .
Workers Sisters Foundation, and the Rainbow Sky Association of Thailand.
Cross AIDS Research Centre
PreP-30*
rEP-30 FSW, MSM,
T d
*The project name was changed A:ja:lsegsir;nte;’v;?nn;:n'
inJune 2018 to PreP-15 due to Thai Red Cross; AIDS . . " |Fee-based PreP icedeli t the Thai Red Cross A Clinic f : . .
fnu Y al Red tross, Demo Project Thailand Adolescent men, ce-based FrEv service defivery at the Thal Red Lross Anonymous Llinic for Ongoing Ongoing; started in 2014.

the availability of another
generic PreEP drug which costs
only 60% ofthe original generic
PreP drug used in the service.

Research Centre

Women, Men,
Serodiscordant
couples

Thai and non-Thai clients regardless of gender and age.




PrEP@PIMAN: Acceptability of
HIV Oral Pre-Exposure

Research Institute for

Demonstration

MSM, Transgender

After receiving information about PrEP, the participants will havea chanceto
decide whether they want to take PrEP or not. The set of questions asking
about reason(s) for taking (or not taking) PrEP are used to evaluated the
acceptability. The questions will evaluate multiple aspects such as knowledge

Prophylaxis (PrEP) Among Men Thailand Ongoi Ongoing; started D ber 2015.
phylaxi ,( ) 8 Health Sciences Project atan Women about PrEP (efficacy and medications side effect), personal belief about PrEP, neoing NEgoing; started December
Have Sex With Men (MSM) and R . . .
sexual practice, social stigmata, and concern for HIV resistance. The
Transgender Women (TGW) L. K . . -
participants will answer these questions via Computer-Assisted Self
Interviewing (CASI).
MSM, Transgender
Implementation women, Program led by MOPH/TUC to strengthen public health system to provide
PrEP2Start TBD p Thailand Serodiscordant g_ . v g. P . v P Ongoing Ongoing; started January 2017.
Project . . PrEP in hospitals and health centersin 7 provinces.
couples, High Risk
Individuals
Global Fund to fight AIDS,
M;)Ia:a ::d ijlegrculosis’ The project is taking place in three Moroccan cities, Agadir, Casablanca and
" |Impl tati Marrakesh, and will include 400 participants, 300 MSM and 100 FSW. Th
PREPare Morocco UNAIDS, Ministry of health mp{ ementation Morocco MSM, FSW arra els e?n wiitinciu eA participants, o an € Completed Completed May 2018.
- Project main objective of the study is to assess the feasibility of PrEP and the
of Morocco, Association de acceptability of key populations to use this new combined prevention tool
lute contre lesida (ALCS) d ¥ ¥ pop P !
Enrolled 499 MSM and transgender women to assess the acceptability,
PrEPBrasil Oswaldo Cruz Foundation Denjonstration Brazil MSM, Transgender feasillailit‘y and safety ofcljaily, oral TDF/FTC as PrEFf over 12 months: . Completed Completed; nol I?nger providing PrEP
Project Women Continuing for an additional 48 weeks and enrolling 50 more participants at to former participants.
two sites.
. WA AIDS Council, the . WA AIDS Council is undertaking a 2000 place PrEP trial. The trial will bea
PrEPIT-WA Demonstration Demonstration
Project Department of Health, and Project ! Australia TBD joint partnership between the WA AIDS Council, the Department of Health Ongoing Ongoing; started November 2017.
J theKirby Institute ) and theKirby Institute.
MSM, Transgender
Implementation | . individuals, PWID, |Acollaboration between the Ministry of Health and USAID/PATH in Hanoi and . .
Pi d for PrEP (P4P; TBD Viet ! ! O (o] :
EeppeclionRIER(ERE) Project ‘etnam Serodiscordant Ho Chi Minh City. neoing necing.
couples
The purpose of the demonstration project is to introduce an innovative HIV
prevention method among MSM and Trans Women in Georgia, the most
vulnerable populations to HIV/AIDS, ultimately resulting reduced acquisition
PrEPvention: Pre Exposure National Center for Disease of HIVinfection. The project aims to provide 100 individuals with daily oral
Prophylaxis of HIV/AIDS among | Control and Public Health; |Demonstration R MSM, Transgender  [PrEP. Service Delivery is split among providers, AIDS Center is providing ) .
Georgia Ongoin Ongoing; started August 2017.
MSM and Trans Women in The Global Fund to Fight Project g Women clinical services and medication prescription, while Equality Movement going going g
Georgia AIDS, TB and Malaria provides recruitment and social and support services. Combination
medication TDF/FTC (Truvada) is the medication used within the project.
While services are based in Thilisi, individuals from other parts of the country
may participate as well.
Interventional HIV prevention strategy based on pre-exposure prophylaxis
(PrEP) for peoplein thelle-de-France area (or Paris region) who don't have HIV
but who are at high risk of becoming infected with HIV (MSM, transgender
men and women, heterosexual men and women, sex workers, migrants)in
. MSM, Men, Women, [combination with overall prevention services (communautary-based or .
. . Implementation . . L . . . Ongoing; started May 2017. Expected
Prévenir (Prevent) Inserm-ANRS R France Transgender men, educational counselling; addiction, social and psychological care; condoms |Ongoing :
Project . L R . R completion October 2020.
Transgender women |and lubricating gel; clean injection equipment; sexually transmitted diseases
(STD) screening and treatment; hepatitis A virus (HAV), hepatitis B virus (HBV)
and hepatitis C virus (HCV) vaccinations and post-exposure treatment of HIV
infection as soon as possible after diagnosis using an antiretroviral
combination recommended by the French Guidelines on HIV treatment).
Thai Red Cross, Princess FSW. MSM PrEP service delivery by trained key population community health workers
Princess PrEP Soamsawali Prevention Demonstration Thailand Tranlsgendér (KP-CHW) through 7 drop-in centers working with MSM, male sex workers, Ongoing Ongoing; started 2016. Expected

Fund (public donation
fund), USAID/LINKAGES

Project

women/men, PWID

TGW, TG sex workers (to be extended to PWID and female sex workersin FY
2018), for Thai and non-Thai clients regardless of age.

completionin2019.




PrEP Implementation in Young
Women and Adolescent girls-
DREAMS Innovation Challenge
(PrlYA)

DREAMS Innovation
Challenge funded by

PEPFAR and managed by JSI

Research & Training
Institute, Inc.

Implementation
Project

Kenya

AGYW, Pregnant
women

PrlYAisan implementation project to integrate delivery of oral PrEP in
Maternal and Child Health and Family Planning clinics and to evaluate how to
efficiently reach women who might benefit from PrEP. PriYAis funded
through the DREAMS Innovation Challenge.

Completed

Completed March 2019.

Project PrEPare

NICHD

Clinical Trial

USA

MSM

Designed to explore the safety, acceptability and feasibility of PrEP among
young men who have sex with men (YMSM) who are at risk for HIV infection.
This study will take place at clinical sites across the US with about 100 HIV-
uninfected YMSM.

Completed

Completed; no longer providing PrEP
to former participants.

Project PrEPPY (PrEP Pilipinas)

amfAR

Demonstration
Project

Philippines

MSM, Transgender
women

Thisisa24-month pilot study on pre-exposure prophylaxis (PrEP) to inform
wider implementation of PrEP services for men who have sex with men (MSM)
in the Philippines. It will examine community-based delivery of preventive
HIV pre-exposure prophylaxis for men who have sex with men and
transgender women (TGW) at high risk for HIV infection. The goal of this pilot
project isto deliver, evaluate and document community-based HIV PrEP
services for MSM/TGW at high risk for HIV infection in metro Manila. The
objectives are to evaluate feasibility, acceptability, eligibility, uptake,
adherence and behavioral impact whilst determining breakthrough HIV
infection, antiretroviral drugresistancein those breakthrough infections and
prevalence and incidence of curable sexually transmitted infections.

Ongoing

Ongoing; started June 2017.

PROUD (pilot trial)

MRC, Public Health England

Open label
extension

England

MSM, Transgender
women

In order to determine whether theimmediate inclusion of anti-retroviral pre-
exposure prophylaxis (PrEP) as part of the HIV risk reduction package for men
who have sex with men who are at risk of acquiring HIV is clinically effective
and cost-effective, alarge trial of ¥5,000 MSM would need to be conducted.
The purpose of the PROUD pilot is to determine the feasibility of conducting
such atrial in the UK.

Completed

Completed.

Pulse Silom Clinic

TBD

Implementation
Project

Thailand

TBD

TBD

Ongoing

Ongoing.

SAUTI

USAID, PEPFAR

Demonstration
Project

Tanzania

FSW, Serodiscordant
Couples, partners of
FSW

Theaim ofthe proposed project is to generate data on theimplementation
models, uptake, feasibility and acceptability HIV self-testing and PrEP in
Tanzania through community services provision to inform future policy and
program development. The project goal is to achieve the UNAIDS first 90, and
ensure populations with high risk of acquiring HIV remain negative. This
project will target KVPsin selected areas.

Ongoing

Ongoing; started October 2017.

SEARCH (Sustainable East Africa
Research in Community Health)

BMGF

Demonstration
Project

Kenya, Uganda

Peopleat high risk of
HIV

Thisisthe PreP extension of the SEARCH study which is underway in over
320,000 participantsin Kenyaand Uganda.

Ongoing

Ongoing; recruitment began April
2017.

Seasonal Use of PrEP in
Mozambique - Short course pre-
exposure prophylaxis (PrEP) for
female partners of migrant
minersin the Gaza Province of
Mozambique

BMGF through WHO

Demonstration
Project

Mozambique

Women

The overall aim of the proposed study was to assess the feasibility and
acceptability of providing short term daily oral PrEP (once daily FTC/TDF
200mg/300mg) as a potential HIV prevention tool to HIV-negative female
partners of male minersin Gaza Province, Mozambique. Additional objectives
were also to identify facilitators and barriers to uptake and adherence with
short term once daily PrEP for HIV prevention among female partners of
miners; to assess safety of PrEP use in terms of adverse events requiring
discontinuation of PrEP and social harms Il  to evaluate effect of PrEP on
sexual behaviors among participants and to assess correlation between self-
reported adherence, adherence measured by pill count and drug level.

Completed

Completed in 2017.

Senegal Demonstration Project
with Reseau Africain De
Recherche Sur Le Sida, University
of Washington, and Westat

BMGF

Demonstration
Project

Senegal

FSW

Two phase project including a formative research phase followed by a
prospective study of PrEP with TDF/FTC to assess changes in HIV incidence and
prevalencein FSW followed at IHS, and Pikine, Mbao, Rufisque and
Diamniadio Health Centers over 12 months during the implementation of
PreP and compare that to detailed historical datain this population dating
back to 1985.

Completed

Completed; ended December 2016.




D trati MSM, Mi C leted; nol iding PrEP
Sibanye Health Project NIH er’r_mns ratON 1south Africa s Vien, Acomprehensive HIV Prevention Package for MSMin Southern Africa. Completed OmpIeted; ng _onger provicing Fr
Project Transgender Women to former participants.
Seeks to enhance HIV treatment and prevention among highway-based sex
Sisters Antiretroviral therapy workers aAtA7 sites by ir?crgasing up.take:' and frequent?y c?ftesting,Aderﬁonstrate
Programme for Prevention of HIV Demonstration acceptability and feasibility of delivering PrEP, maximize retention in care,
8 DFID; UNFPA . Zimbabwe FSW, AGYW promotetimely initiation of ART for those eligible, and maximize adherence [Completed Completed.
—an Integrated Response (SAPPH- Project . R N . .
Ire) to both ART and PrEP. The evaluation will bein a representative population
based sample of 2,800 sex workers, with an estimated 1,000 to 1,500
targeted to take PrEP, after 18 months.
Hellenic Scientific Societ
etienic sclentiiic Society . MSM and other PreEP demonstration project in healthcare settings. 'Sophocles'is the
for the Study of AIDS and Demonstration o . . L . . n
Sophocles-P4G . . Greece individualsat high |theoretical part of the study, recruiting recently diagnosed seeds and Ongoing Ongoing.
Sexually Transmitted project . X e S . .
- risk for HIV identifying high risk MSM stemming from their sexual networks.
Diseases
Public Health Syst f Impl tati
Spanish Implementation Study N R lchea ystem o mp_ ementation Spain High Risk Individuals [TBD Ongoing Ongoing.
Spain Project
SPARK is a PrEP demonstration-implementation hybrid designed to develop
and test an intervention that integrates PrEP delivery and supportinto a
. comprehensive prevention package delivered in a “real world” community
) Implementation MSM, Transgender L K . . . .
SPARK Project NYC NIAAA Prc?'ect ' USA women 8 health center. The project isalso designed to identify and examine social and [Completed Completed; ended July 2017.
) behavioral factors associated with disparities in access to prevention and care
services among gay, bisexual, and other men who have sex with men in NYC
that might direct or impact PrEP implementation programs and policies.
MSM, PWID, and
het Ily-
Sustainable Health center . . € grosexua ¥ Evaluates real-world PrEP use in MSM, heterosexual women and men and
) ) CDC; CDC Foundation; Implementation active men and L . . . . .
Implementation PrEP Pilot Study | . . . USA people who inject drugsin four federally qualified health centers and primary |Ongoing Ongoing; started October 2014.
Gilead Sciences Project women who areat R X .
(SHIPP) . careservices, in 1,200 participants.
substantial risk of
acquiring HIV
Taiwan Demonstration Project D trati
) R ) ) Taiwan CDC enjons ration Taiwan High Risk Individuals [TBD Ongoing Ongoing.
with at-risk populations Project
Taiwan Demonstration Project Demonstration MSM,
with serodiscordant couplesand |Taiwan CDC Proiect Taiwan Serodiscordant TBD Ongoing Ongoing.
young MSM ) couples
Technical Support to Enh
HIV/AIDS Prevention and Implementation
/ . . USAID p I Lesotho High Risk Individuals [TBD Ongoing Ongoing.
Opportunitiesin Nursing Project
Education (TSEPO)
The QPrEP Demonstration Queensland Health, HIV Demonstration . To assess the feasibility of PrEP provision through sexual health clinics and Completed; no longer providing PrEP
. A . Australia MSM N R ) . . Completed .
Project Foundation Queensland project general practice services (with S100 prescribers)in Queensland. to former participants.
Th land Pre-E: land Health
€ Queer.ls and Fre xp.usure Queensland Health, ) Demonstration ) ) ) . To assess the feasibility of PrEP provision through sexual health clinics and
Prophylaxis Demonstration Queensland AIDS Council, roject Australia High Risk Individuals eneral practice services (with 5100 prescribers) in Queensland Completed Completed January 2019.
Project Expansion (QPrEPd) University of Queensland proj & P P :
The Stay Study: A Demonstration The Stay Stu.dy isa rTluIti»site, open_-label HIV p_re»exposure prophyla_xis (PreP)
. . . . . . demonstration project for advancing PrEP delivery in the San Francisco Bay .
Project Advancing PrEP Delivery |Public Health Foundation [Demonstration Transgender . . K . Ongoing; started August 2017.
. . . . USA L Area Transgender Community. Approximately 188 HIV-uninfected Ongoing .
in the San Francisco Bay Area Enterprises, Inc. Project Individuals L. K e . . Expected completion March 2020.
Transgender Communit participants will be enrolled at 4 sitesin San Francisco and Fremont and will
€ Y be provided Truvada to take orally once daily as PrEP.
Evaluates whether oral PrEP and immediate treatment can berolled out
. . Demonstration . ithin acombination prevention and careapproach tailored to needs of 400 Completed; no longer providing PrEP
The TAPS Demonstration Project |BMGF nStration south Africa FsW withi ination preventio pproach tallored to n Completed P ger providing

project

HIV-negative and 300 HIV-positive female sex workers. Study sitesinclude
Hillbrow and Pretoria.

to former participants.




Tokyo Center Hospital of the

N Demonstration MSM, High Risk Aclinical study to determine whether HIV infection rates can be reduced if ) Ongoing; started February 2018.
National Center for Global Health | TBD . Japan L . . o . . N Ongoing .
.. Project Individuals high-risk individuals take anti-viral medicine on a daily basis. Expected completion February 2020.
and Medicine PrEP Demo
Transgender Women Project Demonstration Astudy focusing on the acceptability of PrEP among transgender women in
e . . j Federal University of Bahia . Brazil Transgender Women v . J P v & J Ongoing Ongoing.
Federal University of Bahia Project Salvador Brazil.
Using a health promotion behavioral model that combines Social Action
Theory with social network theories of information dissemination and
collective behavior change, the investigators propose to develop and refinea
network-based intervention that promotes PrEP adherencein the existing
TransPrEP: Social Network-Based ) ) . ) ) social networks of TW. Formative research wi'II outline' individual, partnelr-
University of California, Los |Demonstration level, and network-based contexts of sexual risk behavior, patterns of social
PrEP Adherence for Transgender . Peru Transgender Women A . L . . Completed Completed; ended July 2018.
N Angeles, NIH, NIMH Project network interactions, anticipated adoption and use of new prevention
Women in Peru . " . .
technologies, and optimal content for a PrEP adherenceintervention.
Findings will be used to define the elements of a prevention intervention
using social networks of TW and social media technologies to generate,
implement, and reinforce social norms of PrEP adherence and risk behavior
reduction for TW.
UNAIDS PrEP Pilot in Ho Chi Minh Impl tati
. r flotin Ho thi Min UNAIDS mp_ ementation Vietnam High Risk Individuals [TBD Completed Completed.
City Project
D trati Brazil, South Africa, [S Ily acti - - Lo .
UNICEF PrEP Demo Program UNITAID erf“’”s ration ra;l ou rica, |>exually active Combination HIV prevention interventionsincluding oral PrEP. Planned Planned.
Project Thailand adolescents
Alfred Health in
juncti ith th MSM, T d ) . . .
\C/?crlj:r?:nIZInDMS”Counce:iI/Ga Demonstration Womeanmsgen y To determine the effectiveness of PrEP in the local setting, and thefactors Completed; no longer providing PrEP
VicPrEP Demonstration Project v Australia ! contributing to itssuccess. Atotal of 115 people at high risk of HIV infection |Completed P g gerp g

Men's Health; funded by the
Victorian Department of
Health

Project

Serodiscordant
couples, N-PEP Users

have been enrolled, taking PrEP for up to 30 months.

to former participants.




