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Background

* PrEP efficacy is highly dependent on adherence

e Data from the Partners PrEP Study showed
adherence was high within HIV serodiscordant
couples in East Africa

e Itis unknown if similar adherence levels will be
seen outside clinical trials




Methods

e Study population: HIV serodiscordant couples in
Kenya and Uganda with >5% risk of HIV transmission

e Study procedures for the Demonstration Project

— Comprehensive HIV prevention services offered,
including daily oral PrEP and ART

— PrEP encouraged as a “bridge” while viral
suppression is achieved

— Follow-up at 1 month and every 3 months
thereafter

— Adherence measured with self-report and MEMS
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Population characteristics

N (%) or Median (IQR)

Total HIV-uninfected participants enrolled to date

751

[ Follow-up per participant (months)

55 (2.8-5.5)

HIV-uninfected partner

Female

246 (33%)

Age (years)

29 (IQR 26-36)

Education (years)

8(IQR 7-12)

PrEP makes sex completely safe from HIV

362 (48%)

No concerns about daily PrEP use

658 (88%)

Perceived HIV risk moderate/high

236 (31%)
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Population characteristics

Serodiscordant partnership

Partnership duration (years)

2.3 (IOR 0.8-6.3)

Polygamous

103 (14%)

No children with study partner

432 (58%)

Age difference within couple (years)

2 (-3,6)

Aware of HIV serodiscordancy before enrollment (months)

1(1-3)

Unprotected sex with study partner in prior month

483 (67%)
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Population characteristics

HIV-infected partner

HIV-infected partner CD4 count (cells/mm>)

435 (IOR 269-635)

HIV-infected partner HIV RNA level (log,q copies/ml)

46 (IQR 4.0-5.0)




Adherence to PrEP

e Started PrEP at enrollment: 720 (96%)

* Not initiated PrEP by month 6: 3/354 (<1%)

« MEMS data available for this analysis: 591 (82%)

* Overall MEMS adherence Partners PrEP (AAS)
—Median: 97% (IQR 86-100%) - Median: 97%
—Mean: 87% (SD 24%) - Mean: 91%
—<80% adherence: 125 (21%) - <80%: 26%



Patterns of adherence

* Overall adherence is associated with efficacy

* Gaps in adherence may create periods of risk for
HIV acquisition

* Need to categorize non-adherence to understand
execution of adherence

— Poor adherence while relying on PrEP for HIV
prevention

— Intentional non-use
* Choice of other HIV prevention methods
* Periods of no risk

* First step is to understand patterns of PrEP use
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Gaps in adherence
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Remove periods of non-use from denominator:

Adherence =

Median (IQR) adherence

bottle openings

days of intended PrEP use

UncensoredE Participant- | Censored@tl | Participant- | Censored@tR | Participant-
months@ | 1s‘28@ay@apl] monthsl 1stEf ay@apll monthsQ

MonthBE (85?17((;/(())?;]0) 3k (90?%/8) H00E (95?58/;) 5330
Month(®1) (80?15((;/8) 2890 (88?17((;/8) 2500 (92?%/8) 1950
Overall® (86?178/8) 1,299 (89(_)178/8) 1,2178 (93?;)8/8) 1,033@
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Periodic PrEP use

Self-reported intentional breaks in PrEP use*

Month@ MonthB0 Month®P] Overall®
Participants@n®rEPH 4160 3900 3080 1,1140
Participants@vith@ +breaksBinceastiisit? 30 32 30 92
Participants@estarting@Bincefast&isitl 13 18 10 41
Medianfiumber@{reaks 1d1-1)@ 1d1-2)@ 1@1-1) 1@1-1)A

Median@uration®fflongestBreak{days)

11[3-20)8

14[4-40)8

28[10-74)0

14[4-28)0

*Data collected starting 7 months into study




Periodic PrEP use

Most common reasons for breaks
* Side effects (24%)
* Broke up with study partner (23%)
* Feeling unwell (14%)
* Not at home (12%)
* Ran out of pills (11%)
* Other (16%)
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Data censored for any reported break

Median (IQR) adherence

ﬂIWI\/IEIVIS adherence (execution)

PrEPbreakf Uncensoredd Participant- | Censored@tl | Participant- [ Censored@tP | Participant-
reported@ months@ | 1st28@ay@apll] monthsPl | 1st@@ay@apll| monthsH
A esH 73%0 1430 84%0 1130 96%/0 6501
(35-96%)@ | (12%)0 (56-99%)@ (11%)8 | (83-100%)E (7%)0
N O] 97 %0 1,04601 98%0 1,0000 99%0 8820
(89-100%)0 (88%)0 (91-100%) 0 (89%)0 (93-100%) 02 (93%)0
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‘f‘gNumber Of Openings per WEEk

(Participant weeks = 10,965; excluded weeks with no openings)
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Openings per week

Doses[perf Risk@feduction@erl | %MParticipants@n@artnersf
weekl iPrEX@nodeling*[ Demonstration@rojectl
20 76%0 95%0
412 96%0 92%0
70 99%0] 59%/

*(Anderson, Sci Transl Med. 2012)

* iPrEX modeling reflects data from MSM

 Pharmacokinetics may differ for other routes of HIV
transmission (Louissant, AIDS Res Human Retro, 2013)
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Self-reported adherence

Percent adherence Frequency of dosing Rating of adherence
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* Likert scales converted to percents (Lu, AIDS Behav, 2008)

At month 6 (N=354)
— <80% by missed doses: 16 (5%)
— <“All” or “most” doses: 59 (18%)
— <“Excellent” or “Very good”: 131 (41%)



Conclusions

Uptake and adherence to PrEP is high among
HIV serodiscordant couples in East Africa

A minority exhibit suboptimal adherence

We need to understand which gaps are
important (execution of adherence)

Both gaps (per MEMS) and deliberate breaks
(per self-report) are frequent



Conclusions

* Breaks are important in interpreting adherence
and need to be understood in the context of
comprehensive HIV prevention packages

* Doses per week suggest most will be protected
if iPrEX modeling applies to this population

* Self-reported frequency or rating of adherence
may be useful measures



Future work

Assessment of adherence over time and
with a larger population

Further characterization of gaps and
breaks

Determine which factors influence
adherence behavior

Correlation of objective and subjective
adherence measures
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