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Background

= Adherence to PrEP is crifical, but current
adherence measurements are inadequate

= Young MSM of color and tfranswomen are at
greatest risk yet adherence has not been
adequate in this group

= We previously developed and validated a non-
Invasive, inexpensive, and highly acceptable
urine assay to measure tenofovir (TFV) in HIV-
negative subjects

Grant RM et al, 2010; K. R. Amico et al, 2013; J. M. Baeten et al, 2012; Hosek et al, 2015; Koenig HC et al, 2015
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Objectives

For a high-risk yMSM of color and franswomen
population over a 48 week study period:

1) Assess adherence to PreEP using the urine assay

2) Assess retention in care, defined as

a) Completed >50% medication pick-up visits
b) Had a visit at 48 weeks (within study window)

3) Assess changes in rates of STIs
4) Assess atffitude toward PrEP by study subjects
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Methods: Urine Assay

Uses liquid chromatography/mass spectrometry
=  Assay has high sensitivity and specificity for TFV
= 100% concordance bitw TFV in blood & urine
TFV detected >/d in urine

>1000 Recent adherence Within 48 hrs HIV protection

>10 to >100 Low adherence 2-7days ago Suboptimal HIV protection,
at risk of resistance

<10 Non-adherence  >7daysago No HIV protection,
low risk of resistance
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Methods: Study Design
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48w prospective study of retention/adherence

Subjects recruited from “l Am Men’s Health”
PrEP Program at Y-HEP for high-risk youth

PrEP administered weekly, biweekly, or monthly
at Y-HEP with infensive adherence support

Inclusion criteria: age 18-30, male sex at birth

Risk behaviors were assessed through STl rates
and Risk Assessment Battery (RAB) survey
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Screening Study Visits
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Retention In Care, 36 weeks
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Adherence to PrEP

Urine TFV Concentrations
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At 24 wks:

83% subjects with
protective urine
TFV values

12% subjects with
low-positive (not
protective) urine
TFV values

5% subjects with
negative values
(not protective)



In Practice: Patient with Consistent Adherence
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In Practice: Patient with Inconsistent Adherence

PreP log

Add Results

Edit | Export B Help '07/2015 12/15/2015 12/15/2015 12/29/2015 01/12/2016 01/26/2016 02/08/2016 02/23/2016 03/09/2016

HIV-1 RNA by PCR

log10 HIV-1 RNA

HIV testing

HIV Rapid Test

HIV AG/AB, 4TH GEN Mon Mon
Reactive Reactive

HIV Screen 4th Mon Man
lGeneration wRfx Reactive Reactive

Hepatitis Panel

HCV Ab

HEPATITIS A AB,
TOTAL

HBV surface Ab Ser
RIA-aCnc

HBV surface Ab Ser
ol EIA

HEPATITIS B
ISURFACE ANTIGEN

Hep B Core Ab, Tot

RPR (MONITOR) Hon
/REFL TITER Reactive

[RPR. Quant




=
o

O r N W B U0 OO N O WO

#ADHERENCE2016

STl Rates

15 7 15 14

M Rectal

M Pharyngeal

i Urethral

Chlamydia Gonorrhea Chlamydia Gonorrhea
(wks 0-24) (wks 0-24)  (wks 24-48) (wks 24-48)

% Additional STlIs diagnosed:
2 diagnoses of Syphilis in wks 0-24, 0 cases wks 24-48
1 diagnosis of genital Herpes in wks 0-24, 0 cases wks 24-48
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Perspectives on PreEP

M Significant Increase

M Slight Increase

i No Change

M Slight Decrease

M Significant Decrease

n=44
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Conclusions

 Urine TFV festing allowed us to monitor PreP
adherence among high-risk youth in a CBO

« Adherence > 83% at 24 wks by urine
» Retention /0% at 36 weeks
» High rates of other STIs throughout study period

» Future Directions
« Demonstrate urine assay increases adherence
» Develop urine assay into point-of-care test
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