
So you want to start a PrEP Clinic….

Pearls and pitfalls from a Southern 
academic PrEP clinic experience
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Learning Objectives 

• To understand why we should be providing PrEP and who 
needs it most

• How to get ready to provide PrEP (with tips!)
• How to actually provide PrEP
• To hear about some real world PrEP clinic examples
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Disclosures

 Advisory boards (Merck, Theratechnologies)

 This program is supported by the Health Resources and Services Administration (HRSA) of the U.S. Department of 
Health and Human Services (HHS) under grant number U1OHA30535 as part of an award totaling $4.2m. The contents 
are those of the author(s) and do not necessarily represent the official views of, nor an endorsement, by HRSA, HHS, or 
the U.S. Government. For more information, please visit HRSA.gov.

 “Funding for this presentation was made possible by cooperative agreement U1OHA30535 from the Health 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.”
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AETC Program National Centers and HIV Curriculum

• National Coordinating Resource Center – serves as the central web –based repository for AETC 
Program training and capacity building resources; its website includes a free virtual library with training 
and technical assistance materials, a program directory, and a calendar of trainings and other events. 
Learn more: https://aidsetc.org/

• National Clinical Consultation Center – provides free, peer-to-peer, expert advice for health 
professionals on HIV prevention, care, and treatment and related topics. Learn more: https://nccc/ucsf.edu

• National HIV Curriculum – provides ongoing, up –to-date HIV training and information for health 
professionals through a free, web –based curriculum; also provides free CME credits, CNE contact hours, 
CE contact hours, and maintenance of certification credits. Learn more: www.hiv.uw.edu
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https://nccc/ucsf.edu
http://www.hiv.uw.edu/


WHY SHOULD WE PROVIDE PREP 
AND WHO SHOULD BE ON IT

Objective 1

5



PrEP Coverage in the United States

 PrEP is ~99% effective at 
preventing HIV acquisition 
when taken as indicated.1

 There are ~1.2 million 
Americans with an indication 
for PrEP.2
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1. cdc.gov/hiv/basics/prep/prep-effectiveness.html cdc.gov/hiv/pdf/library/reports/surveillance/cdc-hiv-surveillance-report-vol-26-no-2.pdf
2. cdc.gov/hiv/pdf/library/reports/surveillance-data-tables/vol-2-no-4/cdc-hiv-surveillance-tables-vol-2-no-4.pdf

PrEP Use Among Those With an Indication (2020)2

~25%
On PrEP

~75%
Without 

PrEP



PrEP Coverage by Subgroups in the US 

PrEP Coverage by Subgroup in US
in 2020 Among Persons Aged ≥16 Yr

Persons Prescribed PrEP 
of Those With PrEP Indications, %

Sex at birth
Male
Female

28.0
10.4

Age
16-24 yr
25-34 yr
35-44 yr
45-54 yr
≥55 yr

15.6
27.4
30.3
23.5
24.6

Race/ethnicity
Black/African American
Hispanic/Latinx
Other
White

9.0
15.6
9.4

65.7

cdc.gov/hiv/pdf/library/reports/surveillance-data-tables/vol-2-no-4/cdc-hiv-surveillance-tables-vol-2-no-4.pdf



Key populations with inequities in PrEP uptake

 Black and Hispanic/Latinx people1

 Cisgender women2

 Transgender women1

 Adolescents1

 People who inject drugs1

1. Kamitani. J Acquir Immune Defic Syndr. 2020;84:379. 2. Hebel. Open Forum Infect Dis. 2020;7(supp 1):S517.
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CDC: PrEP Prescribers in United States (2014-2019)
 Increases in those who prescribed 

PrEP from 2014-2019:
 All US providers: 0.7% to 4.3%
 Primary care physicians: 1.8% to 

13.6%
 ID physicians: 14.2% to 34.2%

 Number of PrEP providers 
increased from 9621 in 2014 to 
65,822 in 2019
 2019: physicians 68%, NPs 21%,

PAs 9%
 93% are in urban areas

 In 2019, the South accounted for:
 52% of new HIV infections 
 Largest proportion of people with 

PrEP indications (41%)

PrEP Provider Capacity by Region, 2019
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Zhu. J Acquir Immune Defic Syndr. 2021;88:282.

Zhu. J Acquir Immune Defic Syndr. 2021;88:282.



HOW TO GET READY TO PROVIDE 
PREP

Objective 2
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Increase awareness of PrEP in your community

 Among providers
 76% of PCPs have heard of PrEP (vs 98% of HIV providers).1

• Fewer PCPs have felt familiar prescribing (28% vs 76% of HIV 
providers or have ever prescribed PrEP (17% vs 64%).

 Among patients
 Patient awareness increasing overall but still lower among Hispanic 

and non-Hispanic Black MSM2-3.

(  11
)

1. Petroll. AIDS Behav. 2017 May;21(5):1256-1267. 2. Sullivan. J Int AIDS Soc. 2020;23:e25461. 3. Raifman. 
AIDS Behav. 2019;23(10):2706-2709.



How to increase awareness and willingness

 Educational campaign for providers and patients
 Advertising/social media







Advertising PrEP services

 When ready, list your services on locator pages
 PrEPlocator.org
 HIV.gov
 CDC’s NPIN PrEP locator widget
 Pleaseprepme.org





Duke PrEP Clinic posters





Community Events



Dating Apps

Campaign: Duke University
Flight Dates: 4/1/17-6/27.17
Market: Durham, NC

Campaign Creative Start End Impressions Clicks CTR
300x50 Mobile Banner 4/1 6/27 1,047,465 9,020 0.86%
320x480 Full Screen Interstitial 4/1 6/27 20,328 915 4.50%
Total 1,067,793 9,935 2.58%



Durham County Bus Ads





Tip 2: Make sure you have financial assistance help for patients

 Patients will need help for navigating financial aid options
 Thinking about costs
 Medication, lab tests, clinic visits





PrEP and cost sharing

 Jan 2021: oral PrEP 
coverage without cost 
sharing was mandated 
following 2019 grade A 
recommendation by 
USPS Task Force.

 July 2021: CMS issued 
clarification that PrEP 
clinical services include 
the laboratory testing and 
behavioral services.



For insured patients – no cost sharing as of Sept 2021

 Non-grandfathered health plans are required to cover PrEP services without cost sharing (before 
deductible and without coinsurance or copayment) due to the USPTF Grade A recommendation

• Marketplace plans
• Employer sponsored plans
• Medicaid expansion programs
• Medicare provider & lab services

 23 million people in grandfathered plans

 Insurances slow to follow these requirements
 Work with your billing office

 Dedicated CPT codes
 Modifier 33
 NASTAD = excellent resource





For non-insured patients

 Medication
 Apply for manufacturer’s medication assistance program (if household 

income <500% of FPL) OR
 Apply for the Ready, Set, PrEP Program (any income level)

 Labs/services
 Sliding fee scale or charity care plan at your facility?
 Health department or community health center providing PrEP may be better 

option
 Are they eligible for Medicaid or ACA plan?





HOW TO PRESCRIBE PREP
Objective 3
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New PrEP Guidelines Dec 2021



Updated supplement as well 

• Patient/provider checklist which includes Descovy, 2-1-1 Truvada for MSM, and 
cabotegravir

• Patient information sheets

• Risk reduction counseling 

• MSM Risk Index

• PWID (IDU) Risk Index

• Transition from PEP to PrEP

• ICD/CPT codes



What’s new in 2021 PrEP guidelines

• All sexually active adults and adolescent patients should receive information about 
PrEP

• Core primary care service
• Increase knowledge among potential users
• Increase knowledge in the community



Assessing eligibility based on sexual risk(s)

Adapted from Fig 2 – https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf

Anal or vaginal 
sex in past 6 

months?

Prescribe 
PrEP

Discuss PrEP
Prescribe if 
requested

Prescribe 
PrEP

Discuss PrEP
Prescribe if 
requested

Prescribe 
PrEP

Discuss PrEP
Prescribe if 
requested

Prescribe 
PrEP

Discuss PrEP
Prescribe if 
requested

Sex with men, women or both?*

HIV+ partner?

1 or more 
sex partners of 
unknown HIV 

status?

Unknown or 
detectable 
viral load?

Always used 
condoms?

MSM: GC, 
chlamydia, 
or syphilis

MSW and 
WSM: 
GC or 

syphilis

NO

YES

YES NO YES NO

Had bacterial 
STI in past 6 

months?

YES

NO

YES NO NO YES YES NO YES NO

*consider modernizing how you ask this



Assessing eligibility based on injection risk(s)

Adapted from Fig 3 – https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf

Prescribe 
PrEP

Discuss PrEP
Prescribe if 
requested

Discuss PrEP
Prescribe if 
requested

Discuss PrEP
Prescribe if 
requested

Assess sexual risk for all PWID

Injected in past 
6 months?

Shared 
injection 

equipment?

NOYES

YES NO

YES NO

Ever injected 
drugs?



Laboratory test schedule for oral PrEP
Baseline Month 3 Month 6 Month 9 Month 12 Stopping 

PrEP

HIV *

Creatinine & 
eCrCl ¶

if ≥ 50 years old 
or < 90 mL/min 

at baseline

Syphilis MSM & TGW
(others if sxs)

MSM & TGW
(others if sxs)

MSM & TGW
(others if sxs)

Gonorrhea MSM & TGW
(others if sxs)

MSM & TGW
(others if sxs)

MSM & TGW
(others if sxs)

Chlamydia MSM & TGW
(others if sxs)

MSM & TGW
(others if sxs)

MSM & TGW
(others if sxs)

Lipid panel If starting 
F/TAF

If using 
F/TAF

Hepatitis B §

HCV Ab ‡
MSM, TGW and 

PWID
(others per USPSTF)

MSM, TGW and 
PWID

(others per USPSTF)

Adapted from text pp. 43-44 and Table 5 – https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf

* Follow Figures 4a or 4b (or strategies suggested in this presentation) for testing – depends on recency of ARV use, HIV exposure history, and acute HIV symptom screening
¶ Per the 2021 CDC PrEP Guidelines: “If other threats to renal safety are present (e.g., hypertension, diabetes), renal function may require more frequent monitoring or may need to 

include additional tests (e.g., urinalysis for proteinuria).”
§ NOTE: The 2021 CDC PrEP Guidelines do not specify what to check, but serologies usually include surface antibody (HBsAb), surface antigen (HBsAg), and core total Ab (HBcTAb).
‡ NOTE: Oral PrEP has no effect on hepatitis C virus (HCV). Persons at risk include anyone who injects drugs, anabolic steroids, or body fillers OR anyone who has sex that could 

result in bleeding, such as fisting or sex under the influence of drugs like cocaine or methamphetamine that alter pain perception. USPSTF (2020) recommends screening all persons 
18-79 years old for HCV infection, at least once in their lifetime. Optimal frequency for rescreening is largely based on ongoing risks for HCV acquisition (or lack thereof).



Comparing the oral options

TruvadaTDF
emtricitabine / tenofovir disoproxil fumarate

Approved in 2012

Proven to protect people during:
Injection drug use

Insertive vaginal sex
Insertive anal sex (topping)

Receptive vaginal sex
Receptive anal sex (bottoming)

DescovyTAF
emtricitabine / tenofovir alafenamide fumarate

Approved in 2019

Proven to protect people during:
Injection drug use

Insertive vaginal sex
Insertive anal sex (topping)

Receptive vaginal sex
Receptive anal sex (bottoming)



Comparing the oral options

TruvadaTDF
emtricitabine / tenofovir disoproxil fumarate

Generics available

Negligible weight loss within first 
6m of use, then return to baseline

Asymptomatic, reversible renal 
dysfunction in ~2 of 100 users

DescovyTAF
emtricitabine / tenofovir alafenamide fumarate

No generics available

Significant weight gain 
(1.1 kg = 2.5 lbs.) after 2Y

No significant adverse effects 
on renal function



Comparing the oral options

TruvadaTDF
emtricitabine / tenofovir disoproxil fumarate

Can be used “on demand”

Bone density loss of ~1.5% within 3-6 
months of initiation among persons 

who have achieved peak bone mass

Lowers HDL and LDL 
(“good” and “bad” cholesterol levels)

DescovyTAF
emtricitabine / tenofovir alafenamide fumarate

CANNOT be used “on demand”

No significant adverse effects on bone 
density / health

Elevated triglycerides observed 
in DISCOVER trial



Injectable cabotegravir approved 12/2021

Apretude, IM injection Q 2 mo
Proved superior to oral FTC/TDF among cisgender MSM, cisgender 
WSM and trans women1-2

Tolerability very high, with few participants in clinical trials stopping 
injections
No data for IDU

1. Landovitz, et al. “Cabotegravir for HIV Prevention in Cisgender Men and Transgender Women”.  N Engl J Med 2021.
2. Delany-Moretlwe, et al. Cabotegravir for the prevention of HIV-1 in women: Results from HPTN 084, a phase 3, randomised clinical trial. Lancet 2022.



Laboratory test schedule for injectable PrEP
Month of Follow-Up

Stopping 
PrEPBaseline 1 2 4 6 8 10 12

HIV Ag/Ab*
(± RNA)

Ag/Ab 
AND RNA

Ag/Ab 
AND RNA

Ag/Ab 
AND RNA

Ag/Ab 
AND RNA

Ag/Ab 
AND RNA

Ag/Ab 
AND RNA

Ag/Ab 
AND RNA

Ag/Ab 
AND RNA

Creatinine 
& eCrCl ¶ ???

Syphilis only if 
symptoms

only if 
symptoms

MSM & 
TGW

(others if sxs)

Hetero men 
& women

(others if sxs)

MSM & 
TGW

(others if sxs)

only if 
symptoms

MSM & 
TGW

(others if sxs)

Gonorrhea only if 
symptoms

only if 
symptoms

MSM & 
TGW

(others if sxs)

Hetero men 
& women

(others if sxs)

MSM & 
TGW

(others if sxs)

only if 
symptoms

MSM & 
TGW

(others if sxs)

Chlamydia only if 
symptoms

only if 
symptoms

MSM & 
TGW

(others if sxs)

Hetero men 
& women

(others if sxs)

MSM & 
TGW

(others if sxs)

only if 
symptoms

MSM & 
TGW

(others if sxs)

Lipid panel

Hepatitis B § ???

HCV Ab ‡ ??? ???

* Follow Figures 4a or 4b for baseline testing – depends on recency of ARV use, HIV exposure history, and acute HIV symptom screening
¶ DR. HURT’S OPINION: Knowing baseline creatinine and eCrCl could be clinically useful even though CAB has no effect on renal function. Patients who stop CAB injections must switch 

to oral PrEP to “cover the tail” as CAB levels fall. One could wait to check creatinine prior to initiating oral PrEP… or also check it at baseline (thinking/planning ahead).
§ DR. HURT’S OPINION: Checking baseline hepatitis B serologies is clinically reasonable, even though CAB has no effect on HBV replication. Patients who stop CAB injections must switch 

to F/TAF or F/TDF to “cover the tail” of falling CAB levels, and both forms of oral PrEP affect HBV. One could wait to check prior to initiating oral PrEP, or check at baseline. In Table 8 
of the 2021 CDC PrEP Guidelines, providers are encouraged to administer HBV vaccine to susceptible, at-risk persons.

‡ NOTE: The 2021 CDC PrEP Guidelines recommend HCV screening for persons starting oral PrEP but do not comment on screening for persons starting CAB. CAB has no effect on 
hepatitis C replication, but it’s reasonable to check for HCV if the patient is at risk. This includes persons who inject drugs, anabolic steroids, or body fillers OR anyone who has sex that 
could result in bleeding, such as fisting or sex under the influence of drugs like cocaine or methamphetamine that alter pain perception. USPSTF (2020) recommends screening all 
persons 18-79 years old for HCV infection, at least once in their lifetime. Optimal frequency for rescreening is largely based on ongoing risks for HCV acquisition (or lack thereof).

Adapted from text p. 52 and Table 7 – https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf



(AFAB)

(AMAB)

HPTN 077
Landovitz RJ, et al. Lancet HIV. 2020;7(7):e472-e481

CAB dropped below LLOQ 
after a median of

10 months
among participants 

assigned male at birth
(IQR 7-15; range 5-35) 

15.5 months
among participants 

assigned female at birth
(IQR 7-21; range 4-52)

Cabotegravir takes months to “wash out”
CAB’s pharmacokinetic “tail” is a VERY important consideration



Revised HIV testing algorithms

#1 - No recent ARV exposure who are starting/restarting PrEP
#2 - Follow up visits in persons who are taking or recently taking PrEP



New testing algorithm



New testing algorithm #2



On-demand PrEP (in CDC guidelines)

Molina et al, NEJM 2015





REAL WORLD EXAMPLES
Objective 4
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Duke PrEP Clinic
 Initiated 12/2015
 1 primary provider – Justin Frye, PA
 3 other providers seeing PrEP regularly
 Wed PM – new starts
 F/u throughout week
 To date >500 patients at risk for HIV 

seen for PrEP
 No HIV seroconversions



Duke PrEP Clinic (2015-19)

Burns. AIDS Research and Human Retroviruses, 2022.



Duke PrEP Clinic Findings

• 55% patients retained at 3 months and 37% at 8-12 months respectively.

• Similar to other reports in Southeast with 56% and 30% of patients retained at 3 and 12 
months

• MSM and self-referred patients were more likely to remain in care, both in the short 
and long term. 

• Uninsured patients were less likely to remain in care in the long term.

• Patients with STI diagnoses on PrEP seemed to remain in care longer.

• Chan, P, et al.  Long-term retention in pre-exposure prophylaxis care among men who have sex with men and transgender women in the United States.  JIAS.  2019.
• Serota, D, et al.  Pre-Exposure Prophylaxis Uptake and Discontinuation Among Young Black Men Who Have Sex With Men in Atlanta, Georgia: A Prospective Cohort Study.  CID.  2020.



Duke PrEP Clinic further questions

• Why are people dropping out of PrEP Care?
• Do they no longer need it? Getting elsewhere? Moved? Or no longer interested? Not 

interested.
• Is a 3 month follow up visit too frequent?
• Why are some patients returning to PrEP (aka ‘Seasons of Care’)?

• Is the PrEP Clinic the best place for PrEP?
• How do we provide equitable access to PrEP?



Providing PrEP by telehealth

PrEP screening, initiation, or 
follow-up visits can be conducted by phone or web-based consult with HCPs2

Obtain specimens for HIV, STI, 
or other PrEP-related laboratory 
tests by:

Laboratory visits for specimen collection only
Order home specimen collection kits for specified tests

Progressive decline in PrEP initiation observed from Feb 2020 - April 2020 at start of 
COVID-19 pandemic1

1. Tao. J Int AIDS Soc. 2021;24:35. Abstr OAC0203. 2. cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf



Immediate PrEP initiation at NYC sexual health clinic

 Medical record–based cohort study of PrEP candidates >18 yr of age 
(n = 1437 cisgender men and women) in NYC sexual health clinics from 2017-20181

 Eligible for immediate PrEP if they had a negative rapid HIV test and no reported 
kidney disease, HBV infection, or symptoms of acute HIV (BL sample drawn)

 97% of candidates qualified for immediate PrEP
 <1% stopped for eGFR <60 mL/min or a positive HIV NAAT result

 Only 3% of candidates had delayed PrEP; of those, only 35% started PrEP
 2021 CDC PrEP Guidelines outline procedures for providing PrEP on the same day 

as initial evaluation for select patients2

54

1. Mikati. CROI 2019. Abstr 962. 2. cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. 



Thank you!
 Happy to take any questions
 Mehri.mckellar@duke.edu
 919-613-6129

mailto:Mehri.mckellar@duke.edu
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