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Objectives
• Importance of PrEP in the Southeast
• Provider barriers for providing PrEP
• Becoming a PrEP provider
• Logistical considerations of a PrEP clinic

• Visits
• Labs
• Truvada® access
• Advertising



Have you provided PrEP?
A. Yes
B. No
C. Wait, what’s PrEP?



PrEP is primary prevention

It is intended to 
PREVENT the onset of 
a disease in those who 

are AT RISK

It is a concept, fulfilled by medication 
that has been FDA-approved for this 

purpose



But what is PrEP, really?
• Truvada®

• Fixed dose combination of tenofovir disoproxil fumarate 
(TDF) 300mg/emtracitabine (FTC) 200mg

• Developed by Gilead
• FDA-approved for use as PrEP for adults on June 6, 

2012
• FDA-approved for use as PrEP for adolescents on May 

15, 2018
• Generic TDF/FTC approved 6/2017 

Also approved in Australia, Canada, France, Norway, 
Belgium, Netherlands, Peru, Israel, Kenya, Botswana, 

Zimbabwe and South Africa

Coming soon in: Brazil, Nigeria, Zambia, Malawi, Uganda, 
India, Thailand, United Kingdom, Italy

Presenter
Presentation Notes
European Medicine Agency regulates drugs sold in UK and European countries, and has approved Truvada for PrEP (but individual countries must still approve it in order for it to be covered, otherwise patient obtain the drug online, from countries where it’s approved, and at an out-of-pocket cost)



This is different from PEP
• PrEP = Pre-Exposure Prophylaxis

• HIV exposure has not yet occurred
• Indefinite duration if HIV risk persists

• PEP = Post-Exposure Prophylaxis
• HIV exposure HAS occurred
• Goal is to reduce incidence of established 
infection

• THREE drugs required: Truvada® (TDF/FTC) + 
dolutegravir (or raltegravir)
• Limited duration of 28 days



Primary Prevention
HIV Myocardial infarction 

or Stroke
Assess risk Take a sexual history Take a past medical, family, 

social history, check cholesterol 
and screen for diabetes, 
calculate 10-year ASCVD risk 
by 2013 ACC/AHA guidelines

Laboratory evaluation Serum creatinine, HIV screen Comprehensive metabolic 
panel, cholesterol profile, 
hemoglobin a1c

Further risk reduction Condom use, sexual health and 
substance use counseling, STI 
screening

Lifestyle and diet modification 
counseling, treat comorbid 
conditions (hypertension, 
diabetes), smoking cessation

Medication options Truvada® Atorvastatin
Rosuvastatin
Pravastatin
Pitavastatin
Simvastatin
Fluvastatin

Aspirin



Who benefits from PrEP

Anyone with high risk for HIV acquisition, as 
determined by the patient’s and/or provider’s 
assessment, in which the risk of Truvada®

does not outweigh the benefit.  

https://www.cdc.gov/hiv/pdf/prepguidelines2014.pdf
http://www.gilead.com/~/media/Files/pdfs/medicines/hiv/truvada/truvada_medication_guide.pdf



How well does PrEP work?



iPrEX

44% HIV risk reduction, but 92% risk reduction when 
taken consistently among MSM and transgender 

women

Presenter
Presentation Notes
2499 HIV-seronegative men or transgender women who have sex with men to receive a combination of two oral antiretroviral drugs, emtricitabine and tenofovir disoproxil fumarate (FTC-TDF), or placebo once daily. Followed up to 2.8 yearsTaken consistently = serum drug levels detected



TDF2 Study Group

62.2% HIV risk reduction among 
heterosexual men and women 

Presenter
Presentation Notes
1219 men and women underwent randomization (45.7% women) and were followed for 1563 person-years (median, 1.1 years; maximum, 3.7 years).Open label extension of 229 participants with monthly follow-up – zero new infections



Partners PrEP Study Team

75% HIV risk reduction among heterosexual sero-
discordant couples, 90% among those with detectable 

drug levels

Presenter
Presentation Notes
4747 were followed: 1584 randomly assigned to TDF, 1579 to TDF-FTC, and 1584 to placebo, followed for 36 monthsIn Kenya and UgandaFurther open label extension study using an integrated PrEP and ART strategy (offering PrEP to the uninfected parnter prior to ART initiation of the infected partner, followed by 6 months of PrEP), led to 92% risk reduction after 2 years of follow-up



Bangkok Tenofovir Study Group

48.9% risk reduction, but 74% HIV risk reduction 
when taken consistently, among IDUs (TDF only)

Presenter
Presentation Notes
2413 participants, assigning 1204 to tenofovir and 1209 to placebo. 9665 person-years (mean 4·0 years, SD 2·1; maximum 6·9 years)



IPERGAY

86% HIV risk reduction in MSM using on-demand 
PrEP

Presenter
Presentation Notes
414 participants who underwent randomization, 400 who did not have HIV infection were enrolled (199 in the TDF-FTC group and 201 in the placebo group). All participants were followed for a median of 9.3 months (interquartile range, 4.9 to 20.6). A total of 16 HIV-1 infections occurred during follow-up, 2 in the TDF-FTC group (incidence, 0.91 per 100 person-years) and 14 in the placebo group (incidence, 6.60 per 100 person-years), a relative reduction in the TDF-FTC group of 86% (95% confidence interval, 40 to 98; P=0.002). Participants took a median of 15 pills of TDF-FTC or placebo per month (P=0.57). The rates of serious adverse events were similar in the two study groups. In the TDF-FTC group, as compared with the placebo group, there were higher rates of gastrointestinal adverse events (14% vs. 5%, P=0.002) and renal adverse events (18% vs. 10%, P=0.03).



Dosing matters

Using drug 
concentrations in iPrEX

and STRAND, 
pharmacokinetic models 

predict 76% risk 
reduction with 2 

doses/week, 96% with 4 
doses/week, and 99% 

with 7 doses/week. 

Anderson PL, Glidden DV, Liu A, Buchbinder S, Lama JR, Guanira
JV, et al. Emtricitabine-tenofovir concentrations and pre-exposure 
prophylaxis efficacy in men who have sex with men. Sci Transl
Med. 2012;4: 151ra125. doi: 10.1126/scitranslmed.3004006. 
pmid:22972843

Presenter
Presentation Notes
Pharmacokinetic studies indicate decreasing efficacy of TDF/FTC as PrEP with less than daily dosing; among MSM, taking four doses per week is associated with 96% efficacy, while taking two doses per week is associated with 76% efficacy



Studies Summary

Study Population Dosing Risk Reduction

iPrEX MSM Daily 44% (92% with
ideal adherence)

TDF2 Heterosexual men 
and women

Daily 62.2% (100% in
open-label 
extension with 
regular follow-up)

Partners Sero-discordant
heterosexual 
couples

Daily 75% (90% with 
ideal adherence)

Bangkok Tenofovir
Study Group

Intravenous drug 
users

Daily 48.9% (74% with 
ideal adherence)

IPERGAY MSM On-demand 86%



Why PrEP matters



The Southeast remains the region with the highest HIV 
incidence, which can be markedly reduced with widespread use 
of pre-exposure prophylaxis (PrEP) among high-risk individuals. 



HIV Risk by Race/Ethnicity and MSM

White women
1 in 880

White men
1 in 132

Hispanic women
1 in 227

Hispanic men
1 in 48

Black women
1 in 48

Black men
1 in 20

White MSM
1 in 11

Hispanic MSM
1 in 4

Black MSM
1 in 2

CDC, 23 Feb 2016: http://www.cdc.gov/nchhstp/newsroom/2016/croi-press-release-risk.html

Presenter
Presentation Notes
Young, African-American men who have sex with men, and who live in the South have the highest lifetime risk for HIV in USA



https://aidsvu.org/state/tennessee/
https://getpreptn.com/get-prep/#map_top

Tennessee
HIV risk and location of PrEP providers

https://aidsvu.org/state/tennessee/


Nashville
HIV risk and location of PrEP providers

https://aidsvu.org/state/tennessee/
https://getpreptn.com/get-prep/#map_top

https://aidsvu.org/state/tennessee/


PrEP Deserts

• Most MSM with 
reduced geographic 
access to PrEP
providers (“PrEP
deserts”) reside in 
the South.

• Over 50% of MSM in 
the South must drive 
>60 minutes to a 
PrEP provider. 

• PrEP deserts are 
generally non-urban 
areas.

Weiss K, et al. Access to PrEP clinics among US MSM: documenting PrEP deserts. 
Conference on Retroviruses and Opportunistic Infections, Abstract 1006; March 4–7, 
2018, Boston, Massachusetts



Low PrEP Uptake

• Among recent national surveys, low numbers of primary 
healthcare providers reported providing PrEP (9%-35%).

Garg S, et al. Provider Prescription of Preexposure Prophylaxis (PrEP) for HIV Infection. 
Conference on Retroviruses and Opportunistic Infections, Abstract 975; March 4–7, 2018, 

Boston, Massachusetts
States and Canada. Clin Infect Dis 2014,58:704-712.

Clement ME, Seidelman J, Wu J, Alexis K, McGee K, Okeke NL, et al. An educational initiative 
in response to identified PrEP prescribing needs among PCPs in the Southern U.S. AIDS Care 

2017:1-6.



The PrEP Care Cascade
• Many barriers exist  

along the PrEP care 
cascade.

• Patient-related barriers 
have been well-
characterized across 
many different 
populations.

• Provider-related 
barriers are relatively 
poorly characterized, 
though they also exist 
along the care 
continuum.

https://www.aidsmap.com. Sept 9, 2016 [Accessed April 9, 2018]

Provider-related 
barriers

https://www.aidsmap.com/


Provider barriers
Knowledge/Attitudes

• Insufficient evidence of efficacy 
(22%-81%)

• Inexperience with Truvada/lack of 
knowledge (60%-77.5%)

• PrEP is cost-prohibitive (29%-
92%)

• PrEP is not a primary care activity 
(“not me”) (34%) 

• Unfamiliarity with PrEP
candidates; inability to assess high 
HIV risk (61%)

Provider-related 
barriers

Blumenthal J, et al. AIDS Behav 2015,19:802-810.
Karris MY, et al. Clin Infect Dis 2014,58:704-712.

Sharma M, et al. PLoS One 2014,9:e105283.
Hakre S, et al. Medicine (Baltimore) 2016,95:e4511.

Clement ME, et al. AIDS Care 2017:1-6.
Martin J, et al. Abstract # 1447. IDWeek, San Diego, October 4-8, 2017.

Imp B, et al. Abstract # 879, IDWeek, San Diego, October 4-8, 2017.

Presenter
Presentation Notes
Trend toward lower belief of PrEP efficacy among students and trainees



Provider barriers
Knowledge/Attitudes

• Sexual risk compensation (that use of 
PrEP will lead to increased high-risk 
behavior) (33%)

• Discomfort using a drug with potential 
adverse effects in an otherwise healthy 
person (primary prevention vs. 
treatment) (67%)

• Patients perceived as non-adherent, 
and risk HIV resistance mutation 
development (40%-77%)

• Personal ideology

Provider-related 
barriers

Blackstock OJ, eta al. J Gen Intern Med 2017,32:62-70.
Blumenthal J, et al. AIDS Behav 2015,19:802-810.

Karris MY, et al. Clin Infect Dis 2014,58:704-712.
Hakre S, et al. Medicine (Baltimore) 2016,95:e4511.

Imp B, et al. Abstract # 879, IDWeek, San Diego, October 4-8, 2017.



Provider Barriers
Needs for practice transformation
• Nursing support (92%)
• Social work support (90%)
• CME (90%)
• PrEP training event (OR 4.84, CI 1.77–13.21)

Sharma M, et al. PLoS One 2014,9:e105283.
Clement ME, et al. AIDS Care 2017:1-6.



What are your barriers to 
providing PrEP?



As a society, we treat any HIV-related 
health care activities differently.

As healthcare providers, we need to 
accept our responsibility to protect our 

patients. 



…Ready for it?
• Inquiring about a sexual history and sexual health 

counseling are part of primary care.
• We already do that!

• The most important tool for assessing HIV risk is your 
clinical sense.
• We already have that!

• Basic labs are required for Truvada® prescriptions.
• We already do that!

• Most common medications, like Truvada®, require follow-
up and monitoring.
• We already do that!



Get comfortable! 
• Patients have sex, in lots of different ways.
• Patients may not want to discuss this.
• Providers may not feel comfortable discussing this. 

Taking a sexual history is a 
potentially life-saving intervention. 



HIV risk is behavioral
The only way to know is to ask (and listen)!



Taking a sexual history promotes
comprehensive STI risk reduction 

counseling

Condom use
Knowing HIV status

Knowing partner’s HIV status
PrEP



Stigma
A preventative measure against the consequences 
of sexual activity

… condones sexual activity
… promotes sexual activity

… causes sexual activity 



But actually…

Pre-
Contemplation

Contemplation

PlanningAction

Maintenance

Active 
commitment 

to healthConfidence in 
sexual health

Stronger 
relationships
Fewer sexual 

partners
Further risk 
reduction



No evidence of sexual risk compensation in the 
iPrEx trial of daily oral PrEP

Julia L. Marcus, David V. Glidden, Kenneth H. Mayer, Albert Y. Liu, Susan P. Buchbinder, K. Rivet Amico, Vanessa 
McMahan, Esper Georges Kallas, Orlando Montoya-Herrera, Jose Pilotto, Robert M. Grant. PLoS One. 2013 Dec 
18 8(12) e81997

Syphilis incidence also decreased in 
both study arms

For patients believing they were on PrEP, 
the number of receptive anal intercourse 
partners decreased.

For patients believing they were 
on PrEP, condom use increased. 



Ready, set, PrEP!



PrEP Clinic Needs
• Provider
• Nursing

• Assistance in communicating with patient
• Providing labs and other documents to pharmacy
• Assisting in completing prior authorization

• Pharmacy
• Specialty pharmacy partnership highly recommended

• Phlebotomy, blood draws
• Ability to provide treatment and counseling for STIs

Presenter
Presentation Notes
Point out that any primary care clinic has these capabilitiesNNT – in ideal scenario with optimal adherence: 13/year to prevent 1 HIV infection



Before prescribing
• Risk Evaluation and Mitigation Strategies (REMS)

• REMS is a safety strategy to manage risks associated with a drug 
and to enable continued access to the drug by managing its safe 
use.

• REMS is a safety measure beyond the professional labeling to 
ensure the drug’s benefits outweigh its risks.

• REMS requirements are different for different drugs. 



Before prescribing
• Risk Evaluation and Mitigation Strategies (REMS)

https://www.truvadapreprems.com/truvadaprep-resources



Before prescribing

https://www.truvadapreprems.com/truvadaprep-resources

Presenter
Presentation Notes
Truvada prescribing checklist, available among the REMS resources, lists all that is needed to provide PrEP.



Patient Intake
• Most new PrEP patients will seek out PrEP
• Since many have no PCP, allow self-referrals
• Consider patient insurance status

• Cost of medication
• Cost of quarterly visits
• Cost of labs
• Cost of vaccination, parenteral antibiotics and their administrations 

if patient acquires bacterial STI



PrEP Medication Counseling
• Dosing

• One tab daily, with or without food
• Adherence, and its relationship to efficacy
• Time to effectiveness

• 7-10 days for men, 21 days for women
• Barrier protection especially needed during that time

• Adverse effects
• Nausea, vomiting, diarrhea, loss of appetite, weight loss
• Fatigue, headache

• Requirements for monitoring
• Refill process

• “Call when you have 7-10 days left”



Adverse Events

iPrEX, 2010



Adverse Events

TDF2 Study Group, 2012



Adverse Events

Small (2%) but significant decline in estimated creatinine 
clearance was observed in the TDF/FTC group after taking 

the drug for, on average, 81 weeks

iPrEX, 2013



Adverse Events

TDF2 Study Group, 2012
Grant RM, et al. Recovery of bone mineral density after stopping oral HIV pre-exposure prophylaxis. CROI 2016 Feb 20-24 Boston

Significant decline in T scores and z scores for BMD at the forearm, 
hip, and lumbar spine in participants who received TDF/FTC, as 

compared with those who received placebo 

BUT THIS CAN RECOVER!

Bone mineral density recovered after 6 months of stopping TDF/FTC in both 
young and older adults.

Presenter
Presentation Notes
Among 109 participants in the TDF–FTC group and 112 in the placebo group in whom bone mineral density was measured, there was a decline in T scores and z scores for bone mineral density at the forearm, hip, and lumbar spine in participants who received TDF–FTC, as compared with those who received placebo (P=0.004 for both T scores and z scores at the forearm and P<0.001 for both scores at the hip and lumbar spine)



The First Visit

Intial Visit:
-Discuss PrEP 

with MD
-Provide labs
-Sign Truvada 

PrEP Agreement

PrEP is 
prescribed based 
on labs and your 

choice.

Pharmacist 
completes any 

necessary 
insurance 

requirements and 
sets you up with a 

copay card if 
possible.

PrEP is filled and 
shipped to you by 

Walgreens 
Specialty 

Pharmacy unless 
your insurance 
requires you to 
fill through a 

different 
pharmacy.

Presenter
Presentation Notes
At VUMC, time from first visit to drug in hand – 1 week



The First Visit

https://www.truvadapreprems.com/truvadaprep-agreement-form#

Presenter
Presentation Notes
Required by most insurance companies, agreement for provider to provide all information, and for patient to comply with quarterly visits



The First Visit
• Labs:

• HIV Ag/Ab
• Basic Metabolic Panel
• Hepatitis B sAg, sAb
• Hepatitis C Ab
• Treponemal IgG
• Gonorrhea/chlamydia PCR



The First Visit
• Tips

• If a specialty pharmacy will be used, make sure to document the 
patient’s preferred pharmacy
• Provides more efficient prescription for azithromycin if +chlamydia!

• Get contact information!
• Taking a sexual history is an excellent opportunity to discuss 

substance use
• High risk behavior often occurs during travel, so ASK!
• Use patient-friendly terms

Presenter
Presentation Notes
I use this slide to talk about anecdotes from patients (ie types of sexual activity during travel that patients have reported)



PrEP resources for patients
• PrEP welcome packet

1. Truvada® medication guide
2. CDC PrEP medication information sheet for patients
3. Patient/Provider Agreement
4. PrEP Action Plan and Next Steps
5. Walgreens Specialty Pharmacy contact information
6. Additional PrEP resources

Presenter
Presentation Notes
All of these materials are given to the patient in a folder at VUMC



PrEP resources for patients



• Specialty Pharmacy may complete all prior authorization 
and copay assistance requirements and connect with the 
patient

• May also send the prescription and prior authorizations to 
another pharmacy if the patient requests this 

Prescribing process
Specialty Pharmacy



Prescribing process
Specialty Pharmacy
• Send prescription electronically to Specialty Pharmacy

• 30 tabs, 2 refills (total 90-day supply)
• When HIV screen and serum creatinine are available, 

send message to clinic RN to fax lab results to pharmacy
• Pharmacy contacts patient for further counseling and to 

arrange PrEP delivery
• Pharmacy contacts patient intermittently over 6 months to 

assess tolerability and adherence



Prescribing Process
No Specialty Pharmacy
• Send prescription to pharmacy
• Follow HIV screen, serum creatinine
• Complete PA if required (VERY few insurance companies 

still require this)
• Information requested: last date of screening and sometimes PrEP

Agreement form
• Copay card

• Gilead copay card: $4800/year benefit
• https://www.gileadadvancingaccess.com/copay-coupon-card
• Federal beneficiaries not eligible



Prior Authorization

Presenter
Presentation Notes
Example of a PA – 1 page, very easy to complete



Other Cost Options

https://www.projectinform.org/pdf/PrEP_Flow_Chart.pdf

Presenter
Presentation Notes
Focus on 1) Gilead copay card (2 and 3 are available for additional copay and deductible coverage but I’ve never had to use them), and the Gilead Med Access Program if the patient is uninsured and makes <500% FPL



Billing/coding
• While ICD-10 does not provide specific codes for PrEP, 

the following codes have been discussed with billing and 
used for PrEP visits:
• Z20.6 “Contact with and (suspected) exposure to HIV ”
• Z17.1 “Human immunodeficiency virus [HIV] counseling”
• Z11.3 “Encounter for screening for infection with a predominantly 

sexual mode of transmission”
• Z79.2 “Long-term (current) use of antibiotics”

• Note: Can also bill by time, >25 minutes = level 4

• Not suggested
• Z72.52 – High risk homosexual behavior

Presenter
Presentation Notes
For level 4, need 2 of 3: Detailed history, detailed exam, moderate complexity MDM (3 problem points, 3 data points, moderate risk (2 of 3))



The Second Visit
• Repeat HIV screen, repeat serum creatinine
• Assess adherence
• Reassess eligibility
• Assess for side effects
• Provide behavioral risk reduction support
• Assess pregnancy intention (test if could be pregnant)
• If HIV-negative and eligible, refill PrEP



Every 3 months
• HIV screen
• Assess adherence
• Reassess eligibility
• Assess for side effects
• Provide behavioral risk reduction support
• Assess pregnancy intention (test if could be pregnant)
• If HIV-negative and eligible, refill PrEP



Every 6 months

• Screen for other STIs
• Repeat serum creatinine



STOP PrEP
• The patient doesn’t want it
• Behavior or life situations have changed 
that lower risk for HIV infection

• Intolerable adverse events/toxicities
• Nonadherence despite attempted 
interventions to improve

• HIV-infection



A year of PrEP
Encounter To do
Month 0 • Screen for HIV

• Confirm HBV and HCV status
• Check serum creatinine
• Screen for STIs
• Counseling
• Prescribe

Month 3 • Screen for HIV
• Check serum creatinine
• Counseling
• Prescribe

Month 6 • Screen for HIV
• Screen for STIs
• Counseling
• Prescribe

Month 9 • Screen for HIV
• Check serum creatinine
• Counseling
• Prescribe

Month 12 • Screen for HIV
• Screen for STIs
• Counseling
• Prescribe

Labs:
- HIV screen: 5
- Serum creatinine: 

3
- STI screen: 3

Prescriptions/Refill 
authorizations: 5

Discussions: 5+



Advertise!

If you have a partner who is not HIV-infected, the Vanderbilt 
Comprehensive Care Center now offers pre-exposure 

prophylaxis (PrEP) to reduce his or her risk of HIV infection. 

PrEP is an HIV-prevention strategy. It is a pill, taken once 
daily, containing some of the same medications used to 

treat HIV. If taken by an HIV-uninfected person who has a 
high risk of getting HIV, PrEP may reduce that person’s risk 

by more than 90%. 

If your partner is interested in starting PrEP, he or she may 
set up an appointment with a Vanderbilt Comprehensive 

Care Center PrEP provider by calling 615-875-5111. 

Pre-Exposure Prophylaxis (PrEP) at the 
Vanderbilt Comprehensive Care Center

Presenter
Presentation Notes
1. Flyer at CCC for patients with HIV- partners, 2. Article contributed to Nashville PRIDE guide, 3. interview in reporter, 4. Bev passed out my card and PrEP info at Pride



PrEP Locator

https://preplocator.org

Presenter
Presentation Notes
PrEP providers have to register themselves (and the organization will call the clinic to confirm it provides PrEP, so make sure person answering the phone is aware!)



Conclusion
• PrEP is an extremely effective 

preventive strategy
• Many PrEP barriers exist, but can 

easily be overcome
• Understand PrEP prescribing 

guidelines
• Evaluate individual clinic needs 
• Identify individual beliefs and 

perceptions
• Ask for help! 

sean.g.kelly@vanderbilt.edu

https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&ved=0ahUKEwjQj5L1ptPYAhXsRN8KHSGuAc8QjRwIBw&url=https://imgflip.com/memegenerator/Blank-Nut-Button&psig=AOvVaw1ZKq7fQgrMRoCp76G_hqkq&ust=1515876701844750


Questions?
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