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Objectives
 Identify patients at risk for HIV acquisition who may 

benefit from pre-exposure prophylaxis (PrEP)
 Review national data on PrEP utilization
 Discuss steps to counsel and provide PrEP to patients at 

high risk for HIV
 Understand short and long acting PrEP indications, 

prescribing, and monitoring 



CASE: Mary
Mary is a 45 yo elementary school teacher. She identified as bisexual. 
She is currently in a long-term relationship with a male partner but 
reports casual female and male partners with 3+ over the last year. She 
has had 2 documented STIs in past 2 years (chlamydia and gonorrhea). 
Rarely uses condoms with her partners and engages in oral, receptive 
vaginal sex. She last tested negative for HIV 3 months ago. She has no 
other medical issues. She is at the clinic today without concerns and is 
requesting routine STI testing?

Discussion: 
- What questions do you have for Mary?
- How would you counsel Mary on ways to reduce her risk for sexually 

transmitted infections?



Pre-exposure Prophylaxis

http://aids.gov/hiv-aids-basics/prevention/reduce-your-risk/pre-exposure-prophylaxis/

PrEP IS AN HIV PREVENTION METHOD IN WHICH 
PEOPLE WHO DO NOT HAVE HIV INFECTION 

TAKE A PILL DAILY or INJECTION EVERY 2 or 6 MONTHS 
TO REDUCE THEIR RISK OF BECOMING INFECTED



Why PrEP?
 Estimated 50,000 new HIV infections each year in the US 
 No cure
 No effective vaccine yet

 In multiple studies, there is a significantly decreased risk of HIV 
acquisition in those who took PrEP consistently

CDC.gov. PrEP FAQs. Available at https://www.cdc.gov/hiv/clinicians/prevention/prep.html. Accessed 12.15.2019.

https://www.cdc.gov/hiv/clinicians/prevention/prep.html


Centers for Disease Control and Prevention. Diagnoses, Deaths, and Prevalence of HIV in the United 

States and 6 Territories and Freely Associated States, 2022. HIV Surveillance Report 2024; 35.



KFF. The HIV/AIDS Epidemic in the United States: The Basics. Available at https://www.kff.org/hivaids/fact-
sheet/the-hiv-aids-epidemic-in-the-united-states-the-basics/. Accessed 9/24/24.
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Opt-out Testing HIV
 In 2006, the CDC issued guidelines 

advocating routine voluntary HIV 
screening of all patients aged 13 to 64 
years as a normal part of medical care, 
without the need for signed consent or 
counseling:

 On July 1, 2015, a Florida law went into 
effect that removed need for written 
consent for HIV testing in healthcare 
settings



Who Needs More Targeted Screening?
 Screen 
 All patients seeking treatment for STIs during each visit for a new 

complaint
 Pregnant women – entry into care and third trimester, at delivery if 

indicated
 Screen at least annually
 Intravenous drug users and their sex partners
 People who exchange sex for money or drugs
 Sex partners of people with HIV infection
 Men who have sexual contact with men or heterosexuals who have or 

who their sex partners have had more than one sex partner since their 
most recent HIV test



HIV Testing

CDC.gov. Vital Signs, November/December 2017.



https://files.hiv.gov/s3fs-public/HIV-National-Strategic-Plan-2021-2025.pdf

HIV Transmissions in the United States, 2016



What are the barriers to understanding our 
patients/clients risk for HIV?

How can we overcome these challenges?

Discussion



JAMA June 11, 2019 Volume 321, Number 22



 The Centers for Disease Control and Prevention 
(CDC) recommends all sexually active adult and 
adolescent patients receive information about 
PrEP.

 “Any licensed prescriber can prescribe PrEP. 
Specialization in infectious diseases or HIV 
medicine is not required. In fact, primary care 
providers who routinely see people at risk for HIV 
acquisition should consider offering PrEP to all 
eligible patients.”



FDA-Approved Medications for PrEP
Oral medications for PrEP –one pill once a day 
 Emtricitabine (F) 200 mg combined with tenofovir disoproxil fumarate (TDF) 300 mg (F/TDF)

 brand name Truvada 
 Approved 2012

 Emtricitabine (F) 200 mg combined with tenofovir alafenamide (TAF) 25 mg (F/TAF)
 brand name Descovy
 Approved 2019

Intramuscular Preparation 
 600 mg of cabotegravir(Apretude) injected into gluteal muscle every 2 months

 Approved  2021
Subcutaneous Preparations 
 Lenacapavir (Yeztugo) Subcutaneous injections every  6 months 

 Approved 2025 

All preparations  are approved to prevent HIV in adults and adolescents who weigh at least 77 pounds 



Starting PrEP: Step 1
 Understand who you are caring for
o Sexual history
o Drug use history

 Start to develop trust!



Taking a Sexual History
Make it a normal part of 

each visit
 The Five “P”s
 Partners
 Practices
 Protection from STDs
 Past history of STDs
 Prevention of pregnancy

CDC.gov. Available at https://www.cdc.gov/std/treatment/sexualhistory.pdf



Who should be offered PrEP?

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

All AI recommendations Anyone who requests PrEP 
should be prescribed PrEP



Comprehensive HIV Prevention
PrEP is always part of a comprehensive HIV prevention 
package
 Condoms
 Counseling
 Frequent STI testing and treatment
 Frequent HIV testing



Starting PrEP: Step 2
Assess risk for acute HIV infection, rule out chronic infection
 Acute or Chronic HIV infection needs to be ruled out prior to initiating PrEP
 Screen for signs of acute HIV or suspect acute HIV infection in persons who  

have engaged in exposure-prone behaviors in the 4 weeks prior to evaluation 
for PrEP 

 High risk encounter last 72 hours, Start post exposure prophylaxis (PEP)
 Should have a documented negative HIV test result prior to starting PREP
 Clinicians should not accept patient-reported test results or documented 

anonymous test results.
 Rapid tests that use oral fluid should not be used to screen for HIV infection 

because they are less sensitive for the detection of acute or recent infection 
than blood tests



http://upload.wikimedia.org/wikipedia/commons/4/4a/Symptoms_of_acute_HIV_infection.png



Branson BM, et al. Laboratory Testing for the Diagnosis of HIV Infection: Updated Recommendations. CDC.gov. June 27, 2014.  Available at 

http://stacks.cdc.gov/view/cdc/23446..



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



Baseline Labs: 
within one week prior to starting PrEP



https://www.hivguidelines.org/guideline/hiv-prep/



https://www.hivguidelines.org/guideline/hiv-prep/



Starting PrEP: Step 3
Shared decision making on best PrEP option



Case: John
John is a 30-year-old who travels for work. He identifies as gay and is sexually active 
only with men. He uses online dating apps to identify sexual partners and has had 10 
partners in the last 6 months. He intermittently uses condoms though dose try to only 
have sex with men who identify that they are on PrEP. He has been prescribed oral 
F/TAF (Descovy) for the last year however has missed doses when he forgets to bring 
the medication with him during work which involves overnight stays. He has also 
missed several expected refills of the medication by more than a month. It is 
challenging for him to get into the lab to get lab work done every 3 months. HIV and 
other STI testing was negative yesterday weeks ago. He is seeing you today for 
routine follow up and would like a refill of his F/TAF.

Discussion: 
- What is your assessment of John's PrEP use?
- Are there options that might work better for John?



Oral PrEP



FDA Indications for F/TDF vs F/TAF
 F/TDF (Truvada)
 Prevention of HIV infection among all people at risk through 

sex or injection drug use 
 Renal function: eGFR > 60 mL/min

 F/TAF (Descovy)
 Prevention of HIV infection among people at risk through sex, 

excluding people at risk through receptive vaginal sex
 Renal function: eGFR > 30 mL/min



Truvada (F/TDF)
 Approved for HIV PrEP in 2012
 One pill by mouth daily with or without food
 Do not use for PrEP if estimated eGFR < 60 mL/min
 Potential side effects
 Headache, abdominal pain and weight loss – usually resolves in 2-4 

weeks
 Decreased bone mineral density (no fracture risk)
 Renal dysfunction including Fanconi syndrome

Typically reversible with 
stopping Truvada



Descovy (F/TAF)
 Approved for HIV PrEP for prevention of sexual transmission, 

excluding individuals at risk from receptive vaginal sex 
 One pill by mouth daily with or without food
 Do not use if estimated eGFR < 30 mL/min
 Potential side effects
 Headache, diarrhea and abdominal pain – usually resolves in 2-4 weeks
 Decreased bone mineral density (no fracture risk)
 Renal dysfunction including Fanconi syndrome
 Increase LDL (Baseline Lipids)

Typically reversible with 
stopping Descovy



Hepatitis B and Oral PrEP
 Check hepatitis B serology 

before initiating oral PrEP
 Severe acute exacerbations 

of hepatitis B can occur in 
patients infected with 
hepatitis B who discontinue 
current PrEP medications
 Vaccinate if nonimmune



Prescribing and Monitoring
 Truvada or Descovy with or without food
 No more than 90 day supply

 How long does it take for protection from HIV after 
starting oral PrEP?
 TDF/FTC (Truvada) estimates –
 20 days for cervicovaginal tissue
 7 days for blood mononuclear cells and rectal tissue

 Data for TAF/FTC (Descovy) not available

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



Adherence Is Critical

Anderson PL. Sci Transl Med 2012;4:1-8



“On-Demand” PrEP
 IPERGAY trial found that taking PrEP on a 2-1-1 schedule reduced 

risk of HIV infection by 86% in MSM- only F/TDF



Long Acting Injectable PrEP



Cabotegravir (Apretude) 
 Integrase Strand Transferase Inhibitor (INSTI)
 600 mg of cabotegravir injected into gluteal muscle every 2 

months 
 30 mg daily oral cabotegravir is optional for a 4-week lead-in prior 

to injections can be used for patients who are worried about side 
effects of long acting.
 Consider when
o significant renal disease
o difficulty with adherent use of  daily oral PrEP but can be 

compliant with clinic visits 



CAB Administration
 Cannot be self administered at home – so patient will need bi-monthly clinic visits 

for administration 

 Dosing:3 ml suspension of CAB 600 mg IM in gluteal muscle
 3 ml suspension of CAB 600 mg IM in gluteal muscle
 Second dose 4 weeks after first dose (month 1 follow-up visit) 
 Every 8 weeks thereafter

 Managing Injection Site reactions 
 In the clinical trials, injection site reactions (pain, tenderness, induration) were frequent following CAB injections
 These reactions were generally mild or moderate, lasted only a few days, and occurred most frequently after 

the first 2-3 injections
 Patients should be informed that these reactions are common and transient
 Take an over-the-counter pain medication soon after the injection 
  apply a warm compress or heating pad to the injection site for 15-20 minutes after the injection



Efficacy/Safety of LA Injectable CAB vs Daily Oral FTC/TDF
 HPTN 083 and 084:International, randomized, double-blind phase IIb/III 

(083) and phase III (084) trials

Landovitz. AIDS 2020. Abstr OAXLB0101. 2. Delany-Moretlwe. HIVR4P 2021. Abstr HY01.02



Efficacy/Safety of LA Injectable CAB vs Daily Oral FTC/TDF
 HPTN 083 and 084: HIV Incidence:
 LA CAB met criteria for superiority vs FTC/TDF in both 083 and 084

. Landovitz. NEJM. 2021;385:595. 2. Marzinke. IAS 2021. Abstr PECLB25.



Lenacapavir (LEN) (Yeztugo)
 Multi-stage HIV capsid inhibitor currently approved for HIV treatment
 Long half life supporting twice-yearly subcutaneous (SC) injection

 Initiation Dose
o Day 1:  9 2 7 m g ( 3 m L)  LEN by SC inject ion ( two 1.5 m L inject ions in separate 

areas)  plus 6 0 0  m g LEN orally ( two 30 0  m g tablets)
o Day 2 :  6 0 0  m g LEN orally ( two 30 0  m g tablets)

 Cont inua t ion Dos e
o Every 6  m onths ( 2 6  weeks) ,  plus or m inus 2  weeks,  f rom  the date of  the 

last  inject ion:  9 2 7 m g ( 3 m L)  LEN by SC inject ion ( two 1.5 m L inject ions in 
separate areas)



LEN Dosing  and Oral Lead In 

Oral loading doses (2 pills day 1, 2 pills day 2) nee
ded to achieve protection within 2 days 



LEN Side Effects
 Purpose Trial: 68.8%- 83.2% injection site reactions
 Hardened nodules can last weeks
 Most mild
 <1% stopped lenacapavir in purpose trials



PURPOSE 1 Trial: Twice-Yearly LEN or Daily F/TAF for 
HIV Prevention in Cisgender Women: Trial Design

n=2134

n=2136

n=1068

LEN, lenacapavir;  F/TAF, emtricitabine and tenofovir alafenamide; F/TDF, emtricitabine and tenofovir disoproxil fumarate

Bekker LG, et al. N Engl J Med.2024 Jul 24.

2:2:1



PURPOSE 1 Trial: Background HIV Incidence and HIV 
Incidence in LEN, F/TAF, and F/TDF Groups

LEN, lenacapavir;  F/TAF, emtricitabine and tenofovir alafenamide; F/TDF, emtricitabine and tenofovir disoproxil fumarate

Bekker LG, et al. N Engl J Med.2024 Jul 24. [Epub ahead of print]



Monitoring while on PrEP







HIV Testing in Patients on Oral or Injectable PrEP
 Testing may be more unreliable in patients who acquire HIV while on PrEP

 The antiretrovirals used for PrEP can suppress early viral replication which can 
affect the timing of antibody development. 

 In HPTN 083, detection of HIV, in the cabotegravir group with Ag/Ab testing was 
delayed by a mean of 62 days compared to detection by qualitative HIV-1 RNA 
assay for infections determined to have been present at baseline

 Among participants in the F/TDF group, detection by  Ag/Ab testing was 
delayed by a mean of 34 days from qualitative HIV-1 RNA detection for baseline 
infections and 31 days for incident infections



Monitoring HIV status while on PrEP 

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



Managing Oral PrEP Patients with Ambiguous HIV test 
Results
 Assess adherence and draw a new blood specimen after a 

few days for repeat laboratory HIV including Ag/Ab and HIV 
RNA.
 3 antiretroviral management options for the patient.
 Continue PrEP medication -If infected with HIV, continuing PrEP 

offers some level of viral suppression but may select for drug 
resistance. 
 Discontinue PrEP for 1-2 week- in persons who have not 

acquired HIV, this leaves them without the protection of PrEP for 
a period of time
 Add a third drug to provide PEP for 28 days  -provides a fully 

suppressive treatment regimen



Ambiguous results in patients receiving LA Injectable PrEP
 While HIV status is being confirmed, clinicians should not 

administer a new LEN or CAB injection. 

 During the 1-2 weeks needed for additional HIV testing to determine 
HIV status, injectable is likely to remain at protective levels. 

 If the final determination is that the patient has acquired HIV, 
treatment should be immediately started

 If determined not to have acquired HIV,  injections every 2 months 
should resume



What if the HIV test is positive?
 Do confirmatory test if rapid test positive
 Convert the PrEP regimen to an HIV treatment regimen recommended by 

the DHHS Panel on Antiretroviral Guidelines for Adults and Adolescents
 Order an HIV-1 RNA PCR, HIV-1 Genotype, CD4 count and other 

baseline labs
 Reinforce need for adherence to medications
 Discuss the importance of condom use to protect sex partners and 

provide condoms
 Offer HIV testing for sex and drug injection partners, nPEP and 

assistance with disclosure
 Ask if they have a family member they would like to be contacted for 

support and provide support and counselling 
.



Discontinuing Oral PrEP

 Positive HIV result /Acute HIV signs or symptoms
  Chronic nonadherence to prescribed dosing regimen or 

scheduled follow up visits
 Renal disease
 Patient choice/changed life situation resulting in lower risk 

of HIV acquisition
 Document HIV status at time of discontinuation, reason for 

discontinuation

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



Stopping Long Acting Injectable PrEP

 Advise risk of developing drug resistant HIV during the 
period of waning drug levels (the “tail period”) 
 Assess for ongoing risk of HIV exposure 
 Counsel about long duration of declining CAB or LEN levels and 

risk of resistance if HIV acquisition occurs
 Give oral PrEP if it is indicated; FTC/TDF or FTC/TAF

o Start within 8 wk after last CAB injection
o Start within 6 months after last LEN

 Continue follow-up quarterly for 12 mo to assess PrEP needs, 
and complete HIV testing 



Conclusions
 PrEP Works!  

  Easy to prescribe and monitor – with minimal side effects 

 Don’t forget other pillars of prevention:
 HIV Testing that adheres to CDC/USPTF guidelines 
 Treatment as Prevention
 PEP

 Raise awareness in the community to increase uptake and reduce 
stigma



THANK YOU!



Undetectable=Untransmittable (U=U)



 Laboratory Ag/AB testing for Initiation and Maintenan
ce. RNA at initiation if exp within 21 days

 RNA testing for routine monitoring for PrEP failure is 
not recommended.  
Differs from CDC 2021 Guidelines for CAB.  Respon
ds to concern re false positives and  low PPV of isolat
e RNA for monitoring in this setting.

 F/TAF is now recommended for prevention of HIV 
acquisition from vaginal exposures for those in whom 
tenofovir disoproxil fumarate/emtricitabine is 
contraindicated or undesirable 

Lenacapavir is recommended for prevention of sexual acquisition of HIV
for all individuals  and for people who inject drugs and have sexual expos
ures (AIII). 
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