
Overview
The Partners PrEP Study is a phase III, 
multi-site, randomized, double-blind, 
parallel-arm, placebo-controlled trial of 
tenofovir disoproxil fumarate (TDF) and co-
formulated emtricitabine/tenofovir disproxil 
fumarate (FTC/TDF).  

Primary Objectives

1.To evaluate if once-daily PrEP with TDF 
or FTC/TDF provides additional benefit in 
preventing HIV-1 acquisition among HIV-1 
uninfected persons within heterosexual 
HIV-1 discordant couples, who are 
receiving standard prevention services.

2.To assess the safety of daily PrEP using 
TDF or FTC/TDF by rates of adverse 
events in HIV-1 uninfected persons 
randomized to daily TDF or 
FTC/TDF, compared to those randomized 
to placebo.

Background
New prevention strategies are needed for 
populations at high risk for HIV-1.  
Pre-exposure prophylaxis (PrEP), in which 
an HIV-1 uninfected person takes an 
antiretroviral medication as prophylaxis 
against HIV-1, is a promising biomedical 
HIV-1 prevention strategy under 
investigation in six ongoing or planned 
efficacy trials worldwide.

Conclusions
East African HIV-1 serodiscordant couples can be successfully enrolled into a trial of PrEP:

• >4000 couples enrolled in 24 months, on target for Q4 2010 completion of target 4700 couples
• Demonstrates feasibility of diverse strategies for recruitment and for couples counseling in East Africa
• Low screen:enroll ratio (<2:1), despite extensive eligibility criteria
• Showcases success of urban and rural sites, including sites new to clinical trials

Serodiscordant couples are a priority population for evaluation of novel HIV-1 prevention strategies.
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Design

v

Study Population
• Population surveys and mathematical 

modeling studies suggest that stable, 
heterosexual HIV-1 serodiscordant 
couples account for the majority of new 
HIV-1 transmissions among adults in sub-
Saharan Africa.  

• PrEP is a potential biomedical prevention 
strategy among serodiscordant couples 
where the HIV+ partner is not yet eligible 
for ART, based on national guidelines.

Eligibility Criteria
Couples
Inclusion Criteria 

• Both members meet inclusion/exclusion criteria
• Sexually active

≥6 episodes of vaginal sex in prior 3 months

HIV-1 Uninfected Partners
Inclusion Criteria 

• Age ≥18 and ≤65
• HIV-1 seronegative
• Creatinine clearance ≥ 60 ml/min 
• Serum creatinine ≤1.3 (men)/≤1.1 mg/dL (women)
• Total bilirubin ≤1.5x upper limit,   ALT and AST <2x 

upper limit of normal
• Neutrophil count >1,300/mm3, platelets >125,000/mm3 , 

hemoglobin >11 g/dL
• Not infected with hepatitis B virus

Exclusion Criteria
• Current pregnancy or breastfeeding
• Planning to become pregnant
• Plans to re-locate or travel
• Positive urine dipstick for glycosuria/proteinuria 
• Active serious infection; significant medical problems
• History of non-trauma bone fracture
• Use of antiretroviral medications 
• Use of potential nephrotoxic medications

HIV-1 Infected Partners
Inclusion Criteria 

• Of legal age
• Willing to provide written informed consent
• HIV-1 infected based on positive EIA
• CD4 cell count ≥250 cells/mm3

• Not meeting national ARTguidelines  
• No history of any clinical AIDS-defining diagnoses.

Exclusion Criteria
• Current use of ART
• Currently enrolled in an HIV-1 treatment trial
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Study Sites & Enrollments to Date Study Procedures

4700 HIV discordant couples 
(HIV+ partner not yet medically eligible for ART)

TDF once daily Placebo once daily

Randomize HIV- partners 
(normal liver, renal, hematologic function)

1° endpoint: HIV infection in HIV-negative partner
Co- 1° endpoint: Safety

Follow couples for 24-36 months

FTC/TDF once daily

Partners PrEP Study Team
UW Coordinating Center: Connie Celum (PI), Jared Baeten (Co-Chair and Medical Director), Linda Barnes (Program Manager), Deborah Donnell (Protocol Statistician), Justin 
Brantley, Jeanne Conley, Sarah Cunningham, Amy Dao, Shauna Durbin, Mira Emmanuel-Ogier, Carlos Flores, Harald Haugen, Renee Heffron, Ting Hong, Jim Hughes, Erin Kahle, 
Johanna Karas, Becky Karschney, Khris Kline, Lara Kidoguchi, Meighan Krows, Matt Leidholm, Jai Lingappa, Toni Maddox, Angela McKay, Julie McElrath, Allison Mobley, Susan 
Morrison, Nelly Mugo, Andrew Mujugira, Vikram Nayani, Patrick Ndase, Apollo Odika, Hilda O’Hara, Dana Panteleeff, Jennifer Revall, Alice Rose, Marothodi Semenya, Darcie 
Somera, Heena Shah, Kathy Thomas, Calvin Tran, Richard Wang, Margaret Warner-Lubin, Ellen Wilcox
Sites

Eldoret, Kenya (Moi Univ, Indiana Univ): Edwin Were (PI), Ken Fife (PI), Cosmas Apaka
Jinja, Uganda (Makarere U, UW); Patrick Ndase (PI), Elly Katabira (PI), Paul Muwanguzi
Kabwohe, Uganda (KCRC): Elioda Tumwesigye (PI), Stephen Asiimwe, Nicholas Kamara
Kampala, Uganda (Makarere U): Elly Katabira (PI), Allan Ronald (PI), Edith Nakku-Joloba
Kisumu, Kenya (KEMRI, UCSF): Elizabeth Bukusi (PI), Craig Cohen (PI), Josephine Odoyo
Mbale, Uganda (TASO, CDC): Jonathan Wangisi (PI), Christine Nabiryo (PI), Akasiima Mucunguzi
Nairobi, Kenya (U Nairobi, UW): James Kiarie (PI), Carey Farquhar (PI), Grace John-Stewart (PI), Harrison Tamooh, Freda Kinoti
Thika, Kenya (U Nairobi, UW): Nelly Mugo (PI), Kenneth Ngure
Tororo, Uganda (CDC, TASO): Jim Campbell (PI), Jordan Tappero (PI), Aloysious Kakia

DF/Net: Lisa Ondrejcek, Darryl Pahl, Richard Berman, Gavin Radkey
CLS: Wendy Stevens, Charlotte Ingram, Mumtaz Booley, Feroza Bulbulia, Nombulelo Gqomane, Jan van den Heuvel
ClinPhone
Gilead (study drug donation): Jim Rooney, Alexia Exarchos, Abboud Habr, Farideh Said

Bill & Melinda Gates Foundation (study funder): Renee Ridzon, Stephen Becker

We are grateful to the HIV-1 serodiscordant couples who test, screen, & participate

Population Characteristics

Eldoret,
Kisumu,
Nairobi,
Thika,
Kenya

Jinja,
Kabwohe,
Kampala,
Mbale,
Tororo,
Uganda

(N=4065)
Median (IQR) or number (%)

HIV-1 Uninfected 
Partners

HIV-1 Infected 
Partners

Demographic characteristics
Female 1526 (38%) 2539 (62%)
Age, years 34 (29-40) 33 (27-40)
Education, years 7 (4-10) 7 (4-9)
Any monthly income 3225 (79%) 2728 (67%)
Couple characteristics
Married 4008 (99%)
Duration of partnership, years 7.6 (3.0-14.3)
Duration known HIV-1 serodiscordant, years 0.5 (0.1-2.0)
Number of children in the partnership 2 (1-4)

No children within the partnership 867 (21%)
Sexual behavior characteristics of couple
(separated by gender of HIV-1 uninfected partner = F / M)
Number of sex acts, prior month 4 (2-7)  /  4 (3-8)
Any unprotected sex acts, prior month 313 (21%)  /  678 (28%)
Any sex with non-study partner, prior month 9 (1%)  /  356 (14%)
Medical characteristics
CD4 count, cells/mm3 N/A 493 (372-661)

CD4≥350 cells/mm3 N/A 3254 (80%)
Using contraception, in addition to condoms (women only) 755 (49%) 1458 (57%)
Circumcised (men only) 1339 (53%) 479 (31%)

All receiving HIV prevention services

HIV-1 uninfected participants
- Monthly HIV testing 
- Monthly pregnancy testing
- 3-monthly monitoring of kidney, liver, and hematologic 

function
- Monthly monitoring of symptoms
- Monthly provision of study medication and adherence 

counseling

HIV-1 infected participants
- 3-monthly follow-up
- 6-monthly CD4 counts, referral for ART

All participants
- Monthly individual and couple risk-reduction 

counseling
- Free condoms
- Free contraception and contraception counseling
- Screening and treatment for sexually transmitted 

infections
- Provision/referral for other HIV-1 prevention 

services (e.g., male circumcision)
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