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Objectives

ÅDescribe the evidence for HIV PrEP

ÅList clinical considerations for oral and injectable PrEP medications

ÅApply lessons learned to clinical work settings

ÅIncorporate quality improvement measures to increase PrEP implementation
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PrEP- Evidence For Prescribing



MidAtlantic AIDS Education and Training Center

Disparities in Newly Diagnosed HIV Infections 

in U.S.
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Source: NYC Department of Health and Mental Hygiene
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HIV Prevention Tools

ÅCondoms

ÅSyringe exchange

ÅSafe blood supply

ÅSTI diagnosis and treatment

ÅpMTCT

ÅHIV testing, linkage to care, and U=U

ÅPrEP

ÅPEP
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Medications Currently Used for PrEP

Drug name Abbreviation Form, Meds (Brand Name)

tenofovir alafenamide TAF Oral TAF/FTC (Descovy)

Oral TDF/FTC (Truvada, 

Generic)
tenofovir disoproxil fumarate TDF

emtricitabine FTC

Cabotegravir CAB Injectable, CAB-LA  (Apretude)
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HIV Lifecycle & Major Classes of HIV Medications

NRTI (oral)
Nucleoside reverse transcriptase 
inhibitor

NNRTI
Non-nucleoside reverse 
transcriptase inhibitor

PI
Protease inhibitor

INSTI (injectable)
Integrase inhibitor
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Oral PrEP Works...If You Take It

https://www.avac.org
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ÅMSM/TW: The 72-week iPrEx OLE 
demonstration project enrolled 1,603 
participants without HIV formerly enrolled 
in the iPrEx trial. 

ÅOLE volunteers chose their study arm for 
themselves (non-randomized). 

Å76% opted to receive daily oral PrEP.

ÅAdherence by drug levels in dried blood 
spots (DBS). Among participants who 
received PrEP: 

- Zero HIV infections were detected at study 
visits where DBS sampling signified use of 
four to seven pills per week.                                
- DBS drug concentrations indicating two to 
three pills per week was associated with a 
90% reduction in HIV acquisition risk.

ÅHeterosexual: Less data

ÅPartners PrEP suggests >80% adherence 
= 100% protection (Haberer et al. Plos
Med 2013)

Oral PrEP Works If You Take ItéFor MSM/TW
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Oral PrEP For People Assigned Female at Birth?

ÅMeta-analysis of 5 RCTs of oral PrEP among women

ï3 reported evidence of effectiveness and 2 did not

ïEstimates by adherence (based on plasma drug levels)

Å25% adherence: no protection (RR 1.19 95% CI: 0.89 ï

1.61)

Å50% adherence: 32% protective (RR 0.68 95% CI: 0.53 ï

0.88) 

Å75% adherence: 61% protective (RR 0.39 95% CI: 0.25 ï

0.60)

Hanscom B, Janes H, Guarino P. JAIDS 2016; 73(5):606-608
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Injectable PrEP (CAB-LA): HPTN 083 Trial (cis men and TGW)¹

ÅRCT of CAB-LA vs Oral TDF/FTC in cis men and TGW over 18

ÅStudy population was from USA, Latin America, Asia, and Africa

ÅN=4566

ï2282 on CAB-LA

ï2282 on TDF/FTC

ÅOutperformed oral PrEP in all populations

ïOverall risk of HIV infection 66% lower in CAB-LA group than TDF-FTC group

ï4 incident infections observed despite on-time injections

ÅDiagnosis delayed due to testing approach

ïStudy ended early due to positive results

ÅVery safe

ïMost participants report injection site reaction

Å2.4% chose not to continue as result¹

ïWeight difference?

ÅPrevious studies have shown weight gain with INSTIs

ÅNo difference or approx. 1kg weight loss in TDF/FTC group

¹Landovitz et al. (2021). Cabotegravir for HIV prevention in cisgender men and transgender women. The New England Journal of Medicine, doi: 10.1056/NEJMoa2101016 
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Injectable PrEP (CAB-LA): HPTN 083 Trial¹ (Cis Men and TGW)

¹Landovitz et al. (2021). Cabotegravir for HIV prevention in cisgender men and transgender women. The New England Journal of Medicine, doi: 

10.1056/NEJMoa2101016 
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Injectable PrEP (CAB-LA): HPTN 084 Trial (cis women)¹

ÅRCT of CAB-LA vs Oral TDF/FTC in cis women 18-45 y/o

Å Study population was from20 clinical sites in 7 countries in Africa

Å N=3224
ï 1614 on CAB-LA

ï 1610 on TDF/FTC

Å Injection at week 0, week 4, then every 2 months

Å Outperformed oral PrEP in all populations
ï Overall risk of HIV infection 88% lower in CAB-LA group than TDF-FTC group

ï 4 incident infections observed despite on-time injections
ÅDiagnosis delayed due to testing approach

ÅVery safe
ï 1/3 participants report injection site reaction

Å0 chose not to continue as result¹

ï Weight difference?
ÅPrevious studies have shown weight gain with INSTIs

ÅNo difference observed in this study

ï 49 pregnancies during study, 29 in CAB-LA group (all women on LA contraception)
ÅNo neural tube defects or other congenital anomalies 

¹Delany-Moretlwe, S. et al. (2022). Cabotegravir for the prevention of HIV-1 in women: results from HTPN 084,  phase 3, randomized clinical trial. The Lancet, 300(10337)
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¹Delany-Moretlwe, S. et al. (2022). Cabotegravir for the prevention of HIV-1 in women: results from HTPN 084,  phase 3, randomized clinical trial. The Lancet, 

300(10337)

Injectable PrEP (CAB-LA): HPTN 084 Trial (cis women)¹
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Injectable PrEP (CAB-LA): Tail

ÅMedian time from last injection 
of CAB-LA below the lowest 
level of quantification¹:
ïMales: 43.7 weeks

ïFemales: 67.3 weeks

ÅINSTI resistance during tail if 
acquire HIV?
ïThere is a concern

ïIn animal models, no resistance 
developed during tail phase

ïHPTN 083 found no INSTI 
resistance in HIV acquired during 
tail, but limited data²

¹Safety, tolerability, and pharmacokinetics of long-acting injectable cabotegravir in low-risk HIV-

uninfected individuals: HPTN 077, a phase 2a randomized controlled trial.

PLoS Med. 2018; 15e1002690

²Landovitz et al. (2021). Cabotegravir for HIV prevention in cisgender men and transgender 

women. The New England Journal of Medicine, doi: 10.1056/NEJMoa2101016 
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Providing Oral PrEP- Who Should be 

Offered PrEP?
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Who Should be Offered PrEP ïCDC Guidelines

https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf

https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf
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New York State Guidelines    https://www.hivguidelines.org/

Who Should be 

Offered PrEP ï

NYC Guidelines

https://www.hivguidelines.org/
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Rapid PrEP
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Rapid / Same-day / Immediate PrEP

ÅStart PrEP while awaiting baseline lab results if clinical 

criteria are met

ÅReduce unnecessary barriers to PrEP initiation

ÅEngage patients more fully in care and reduce risk of 

HIV acquisition while awaiting test results

ÅMain concerns: 

ïStarting a non-suppressive HIV regimen on someone who 

has HIV

ïConsider strategies for how to stop PrEP immediately if there 

are contraindications on baseline labs

ïHBV
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Clinical Considerations
ÅAcute HIV infection

ïSigns/symptoms, sexual history

ïHIV testing (rapid and lab-based)

ïMUST HAVE ïRAPID TEST

ÅPost-exposure prophylaxis (PEP)

ïIf <72 hours from concerning exposure that merits 28-day 

course of PEP.  Can transition to PrEP afterwards 

ÅHistory of chronic Hepatitis B

ïTDF and TAF treat chronic Hepatitis B, discontinuation of 

PrEP can trigger a flare

ÅHistory of kidney disease

ïDo not use TDF if CrCl <60 and TAF if CrCl is <30

ïConsider risk factors for kidney disease (age, HTN, DM)
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Rapid PrEP Evidence
Å PROUD Trial (McCormack et al. (2016) Lancet 387:53-60)

ï 13 STI Clinics in the UK 2012-2014

ï RCT immediate vs. delayed start

ï 86% reduction in HIV incidence in immediate group compared to delayed 
group

Å NYC STI Clinics (Mikati T, Jamison K, Daskalakis DC. CROI abstract, March 2019)

ïParticipants:

ÅCis gender men and women >18

Å1437 were evaluated

Å1387 qualified for immediate PrEP (96.5%)

ïOf those with no contraindications but who delayed PrEP initiation, only 35% initiated 
PrEP within 60 days, significantly lower compared to rapid PrEP

ïVery few immediate PrEP patients needed to discontinue due to medical 
contraindications

Å4 participants d/c due to lab contraindications (0.2%)

ÅDenver STI Clinic (Kamis KF, et al. Open Forum Infectious Diseases.  June 2019)

ïN=100

ïResults:

Å78% attended at least one follow-up visit

Å57% attended at least 2 f/u visits 
Å No HIV seroconversion during 6-month follow up period

Å Higher income significantly associated with attending follow-up appointments

Summary: Same-day 

PrEP is acceptable, 

feasible and safe
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Rapid PrEP, Acute HIV and Drug Resistance Kelly et al (2021), JAIDS, 

87:2, p818-825

Å PrEP and PEP users who started 2 -drug regimens 
during undiagnosed acute HIV infection (AHI), 
followed for 2 years

ÅOf 1,758 same-day PrEP starts there were 7 AHI cases 
identified

ÅOf the 13 total AHI (PrEP/PEP users combined)

ï100% were linked to HIV care, median time 1 week

ï>90% received ART Rx, median time 2 weeks

ï~85% VL suppression within median of 2 months

Å 3 developed (23%) M184V mutation within just 7 -
12 days of exposure to the 2 -drug regimen
ïAll 3 were linked to care, achieved viral suppression and 

remain virally suppressed
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CDC 2021 Guidelines
https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf
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Prescribing PrEP
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PrEP Checklist

ÇHistory

ÇRule out HIV infection

ÇBaseline labs

ÇPatient counseling/education

ÇRx
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History

ÅPrEP indication(s)

ÅSexual health history

ÅConsider PEP eligibility

ÅCurrent medications

ÅHepatitis B

ÅKidney disease

ÅSymptoms of acute HIV in the last 

4-6 weeks
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PrEP Checklist

ÇHistory

ÇRule out HIV infection

ÇBaseline labs

ÇPatient counseling/education

ÇRx
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Rule Out HIV Infection

ÅOrder a lab-based HIV 4th generation test even if a rapid POC result is negative

ïCan still prescribe same-day PrEP with rapid POC negative as long as labs are drawn 

and little concern for acute HIV

Å In addition, order an HIV RNA if recent (within the last 4 weeks) high-risk 

exposure, or s/s of acute HIV infection ñflu-like symptomsò

ïFever

ïLethargy

ïMyalgias

ïRash

ïHeadache

ïPharyngitis

ïLymphadenopathy

https://www.hivguidelines.org/prep-for-prevention/prep/#tab_6

Vanhems P, et al. AIDS. 2000;14:375 -81.

Symptoms of Acute HIV
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nPEP Risk Assessment

https://aidsetc.org/sites/default/files/resources_files/AETC-nPEP-guide-111721.pdf


