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Disclosures

December 2024: only FTC/TDF (Truvada), FTC/TAF (Descovy), and 

CAB-LA (Apretude) are approved by the U.S. Food and Drug 

Administration (FDA) and only for use in some, but not all, populations.

Lenacapavir is approved for HIV treatment as Sunlenca.

This talk will include discussion of non-FDA approved strategies for 

HIV prevention.



Disclaimer

Funding for this presentation was made possible by 1 TR7HA53202‐01‐00 

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.



Review: Rating Scales

Strength of 

Recommendation

Definition

A Strong panel support

B Moderate panel support

C Limited or weak support

Quality of 

Evidence

Definition

Ia Evidence from published randomized clinical trial (RCT)

Ib Evidence from RTC presented at peer-reviewed scientific meeting

IIa Evidence from published non-randomized trial, cohort, or case-control study

IIb Evidence from non-randomized trial presented at scientific meeting

III Expert opinion of the panel



Key 

Recommendations



Who should be prescribed PrEP

IAS-USA (2024) IAS-USA (2022) HHS/CDC (2021)

Discuss and offer to all sexually 

active persons, PWID, uses 

substances (alcohol, stimulants, 

opioids) or with SUD without risk 

criteria or screening tools (AIII).

Encourage (AIIa)

- MSM/TG/NBPSM

- Young adults/adolescents 

- Partner from high incidence area
- Report transactional sex

- PWID

- Pts or partners are incarcerated

- STI in past year 

Discuss without criteria for risk behavior 

or screening tools. Encourage 

consideration if:

   - MSM/TGPSM

   - young adult/adolescent
   - partner from generalized epidemics

   - exchange sex for $

   - partners are incarcerated

   - recent bacterial STI

Everyone should receive info. 

Recommended for persons at 

substantial ongoing risk.

- HIV positive sex partner

- Bacterial STI last 6 months
- h/o inconsistent condom use



What to prescribe as PrEP

IAS-USA (2022 and 2024) HHS/CDC (2021)

FTC/TDF All persons at risk from sexual or injection 

exposures.

All persons at risk from sexual or 

injection exposures.

FTC/TAF - Preferred if eCrCl 30-60 mL/min or known 

osteoporosis (2024: or osteopenia)

- Limited to anyone whose risks do not 

include receptive vaginal or neovaginal sex 

or exclusive IDU

- Preferred if eCrCl 30-60 mL/min or 

known osteoporosis

- Recommended for men and TGW 

who have sex with men.

CAB All persons at risk from sexual exposures 

and PWID with sexual risk.

All persons at risk from sexual 

exposures.

IAS-USA: The optimal PrEP regimen for a given person is the one most acceptable 

to that person and congruent with their routes of potential exposure, ability to take 

medications reliably, ability to plan sexual or IDU activity, and adverse effect profile.



2-1-1 dosing (FTC/TDF only)

IAS-USA (2024) IAS-USA (2022) HHS/CDC (2021)

- Recommended for 

cisgender men (AIa).

- Recommended for others 

having planned RAI (AIII).

- TGW on hormone tx should 

take with food.

- Insufficient data for PWID or 

persons at risk through 

vaginal exposures.

- Recommended for 

cisgender men regardless of 

sexual orientation. 

- Use with caution in TGW 

receiving hormone therapy.

- Insufficient data in other 

populations.

- For adult MSM who 

have sex less than 

1x/week and can 

anticipate sex.



Time to protection with oral PrEP

IAS-USA (2024) IAS-USA (2022) HHS/CDC 

(2021)

All persons starting FTC/TDF 

should take initial 2-pill dose.

MSM, 2 pills provides protection 

within 24 hours

Others: 7 days of daily PrEP

Time to 

protection is 

unknown.

MSM: Continue 2 days after 

last exposure

Others: Continue 7 days after 

exposure

MSM: Continue 2 days after last 

exposure

Others: Continue 7 days after 

exposure



Prescribing CAB

IAS-USA (2024) IAS-USA (2022) HHS/CDC (2021)

Oral lead-in recommended for pts with severe 

atopic histories or concerns (BIII).

Overlap of an oral regimen is recommended for 

7 days after the first injection (BIII).

Oral lead in 

limited to 

severe atopic 

histories or 

concerns.

Optional for 

patients worried 

about side 

effects.

Patients on injectable PrEP should have a 1 

month supply of oral PrEP in hand for bridging 

injection delays (BIII).

If patients dose is >8 weeks late, a reloading 4 

week interval is recommended (AIa).

If continuing 

risk after d/c 

CAB, prescribe 

oral PrEP.

If ongoing risk, 

prescribe oral 

PrEP within 8 

weeks after last 

injection.



Baseline HIV testing

IAS-USA (2024) IAS-USA (2022) HHS/CDC (2021)

Lab based Ag/Ab 

test recommended 

(AIIa).

Lab based test should be 

performed even if PrEP started 

based on POC.

Lab based test should 

be performed even if 

PrEP started based on 

POC. Oral fluid tests 

should not be used.

HIV RNA testing 

recommended (AIIa)

If RNA not available, 

repeat Ag/Ab at 

month 1 (AIII).

HIV RNA testing recommended if:

- high risk exposure in last 4 wks 

- Signs/sx acute HIV infection

- CAB

HIV RNA testing 

recommended for 

CAB



Monitoring - HIV testing 

IAS-USA (2024) IAS-USA (2022) HHS/CDC (2021)

POC plus Ag/Ab testing 

recommended.

Ag/Ab at Month 1 for 

everyone.

Q3 mo for oral PrEP, Q4 

mo for CAB

Ag/Ab

Oral PrEP: Q3mo

CAB: Q2mo

HIV RNA testing is not 

recommended for either oral 

PrEP or CAB (AIIb).

RNA for CAB only: 

Month 1, then Q4 mo

RNA:

Oral PrEP: Q3mo

CAB: Q2mo



2 2942

20 22 5 24

73 (One or more reactive/positive HIV test result)

26,528

7
Subsequent CAB Delays

15
No CAB Delays

4 CAB-LA >70 days 

2 Discontinued
1 26-day oral CAB gap 

To date, none of these 7 individuals 

has evidence of HIV acquisition

Negative Clinical Outcomes
of false positive RNA testing

ADJUDICATED 

NEGATIVE

ADJUDICATED 

POSITIVE
ADJUDICATION STATUS 

NOT DETERMINED

POSITIVE HIV

RNA TEST

NEGATIVE HIV 

RNA TEST

NEGATIVE NON-RNA

HIV TEST NO CAB-LA W/ IN

THE LAST 6 MONTHS

CAB-LA W/ IN

THE LAST 6 MONTHS

or or

Visits with an RNA screening test at sites

POSITIVE NON-RNA

HIV TEST

Landovitz, 2024 

International 
AIDS 
Conference 

(Munich)
Slide courtesy 

of Dr. Landovitz



HIV viral load at 
isolated RNA-positive visits

False Positive (n=22) True Positive (n=5)
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1597 (124 – 4,120)

Median (Range)

BLQ (BLQ - 149)

200 copies/mL

No CAB-LA w/ in 

the last 6 months

CAB-LA w/ in 

the last 6 months

Landovitz, 2024 International AIDS 

Conference (Munich)
Slide courtesy of Dr. Landovitz



HIV testing, per Apretude package insert

https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Apretude/pdf/APRETUDE-PI-PIL-IFU.PDF

"Individuals must be tested for HIV-1 infection prior to initiating 

APRETUDE or oral cabotegravir, and with each subsequent injection 

of APRETUDE, using a test approved or cleared by the FDA for the 

diagnosis of acute or primary HIV-1 infection. 

If an antigen/antibody-specific test is used and provides negative 

results, then such negative results should be confirmed using an RNA-

specific assay, even if the results of the RNA-assay are available after 

APRETUDE or oral cabotegravir administration."



How to prescribe PrEP

IAS-USA (2022) HHS/CDC (2021)

Same day PrEP Delaying PrEP is not recommended

Prescriptions 30 days then 90 day prescription 90 days. Check in at 30 days is optional.



PEP and PrEP

• If a PrEP candidate reports a high risk, condomless exposure in <72 hours, a 3 

agent course of PEP for 1 month is recommended, followed by seamless 2 

agent PrEP.

• In patients on PrEP but non-adherent, a 28 day course of PEP is recommended.

• Nonadherence definitions (not in more recent versions)

IAS-USA (2020) HHS/CDC

MSM/TGW: <4 doses/week average

Others: <6 doses in the last week

Report of sporadic adherence or did 

not take it within week of exposure



Etc.

• Dose adjustment of rifabutin if CAB.

• Lenacapavir briefly mentioned as recommended for sexual exposure (AIa) as 

well as other PrEP medications being studied in the pipeline.

• Expanded section on doxyPEP.



Questions?
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