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Disclaimer

Funding for this presentation was made possible by U1OHA29296 

from the Human Resources and Services Administration HIV/AIDS 

Bureau. The views expressed do not necessarily reflect the official 

policies of the Department of Health and Human Services nor does 

mention of trade names, commercial practices, or organizations imply 

endorsement by the U.S. Government. Any trade/brand names for 

products mentioned during this presentation are for training and 

identification purposes only.



Disclosures

Only FTC/TDF (Truvada), FTC/TAF (Descovy), and CAB-LA 

(Apretude) are approved by the U.S. FDA and only for use in some, 

but not all, populations. This talk may include discussion of other 

options for PrEP.



Resources

CDC/HHS

• 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-provider-supplement-2021.pdf

IAS-USA

• https://www.iasusa.org/resources/guidelines/

Clinicians Consultation Center PrEPLine (855-448-7737)

• For questions or ambiguous test results

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


Summary of guidance for daily oral PrEP



Summary of guidance for Cabotegravir

p48: “Because of the long duration of drug exposure following injection, exclusion of acute HIV 

infection is necessary with the most sensitive test available, an HIV-1 RNA assay.“



Summary of guidance for Cabotegravir



Follow-up HIV testing



HIV test window periods relative to WB

166 plasma specimens from 17 seroconverters

Modified from Masciotra et al, J Clin Virol 2011 and Owen et al, J Clin Micro 2008
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Delayed detection of HIV infection in oral PrEP

PrEP may lead to delayed seroconversion and false-negative tests, particularly 

with oral fluid tests

Curlin et al CID 2017; 64(12): 1663-69

- Delayed diagnosis occurred in 80 of 287 seroconverting individuals

- OFOQ conversion delay:  median 98.5, range 14.5-547.5 days

- Delay was associated with low plasma RNA level

Donnell et al AIDS 2017; 31(14): 2007-16

- PrEP was associated with more frequent delayed diagnosis >100 days by 

POC Ab testing (17% v 6%)



Delayed detection of HIV infection in CAB-LA PrEP (n=11)

Marzinke JID 2021

Baseline Incident infection

Median delay 1st pos (range) 62 (28-72) days 98 (35-185 days)

Median log VL at 1st pos visit 4.4 (3.1-4.7) 2.1 (ND-2.9)

5 of 7 detectable

Received CAB p infection 4/4 6/7

5 of these participants acquired INSTI resistance.

These 11 are 0.2% of the 4570 participants in the study.



Delayed detection of HIV infection in FTC/TDF in HPTN 083 

(n=42)

Marzinke JID 2021

Baseline (n=3) Incident infections (n=39)

Median delay 1st pos (range) 34 (14-36) days 31* (7-68 days*)

Median log VL at 1st pos visit 3.3 (2.1-4.7) 4.1 (NQ-4.3)**

3/3 detectable 6/7 detectable

*excluding case with visit interval 372 days

**for the 6 participants with detectable VL

4 participants continued to receive oral PreP

5 M184V/I, 1 K65R



PrEP USE DURING ACUTE HIV INFECTION IN A 
COMMUNITY SETTING COMPROMISES HIV DIAGNOSIS

Colby et al. CROI 2021. Abstract #179



PrEP USE DURING ACUTE HIV INFECTION IN A 
COMMUNITY SETTING COMPROMISES HIV DIAGNOSIS

Colby et al. CROI 2021. Abstract #179



HIV test window periods relative to WB

166 plasma specimens from 17 seroconverters

Modified from Masciotra et al, J Clin Virol 2011 and Owen et al, J Clin Micro 2008

Days before WB positive
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Ability of Tests to Detect Acute HIV Cases

San Francisco, 2003-2008

Pilcher et al PLoS One 2013 

Test Type Detection of HIV in 

Screened Ab-/RNA+ 

specimens

ARCHITECT Ag/Ab 

Combo

Ag/Ab 48/55 (87%)

Determine Combo Ag/Ab 31/57 (54%)

GS HIV-1/2 + O Lab based Ab 20/58 (34%)

Unigold POC Ab 14/54 (26%)

Multispot Lab based Ab 11/58  (19%)



Real issue: cost and back of envelope cost-effectiveness

• Some payers currently refusing to cover screening with HIV NAT in PrEP.

• CAB $164/test, 2283 participants

Baseline testing = 2283 X $164/ 4 participants = additional ~$95,000 per AHI identified

Followup = 9 NAT (Q2 months over 17 months) = $3,369,708

With 5 of 11 participants acquiring INSTI resistance = ~$700,000/case identified

And it is unclear if these cases of resistance could have been prevented.

• FTC/TDF, 2287 participants
Follow-up (Q3mo) = 2287 x $164 x 5 tests = $1,875,340

With 5 M184V/I = additional ~$375,000/case identified

• CAB-LA is likely not cost effective overall

ICER is >$100,000 QALY c/w generic PrEP unless CAB<$4100/yr (currently list $3700/dose) 

Neilan 2022 Ann Internal Med
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