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Disclosures and Objectives 

 No disclosures 

 Objectives 

1. PrEP 101

2. Accessing care for persons with insurance   

3. Accessing care for persons without insurance  

4. Cases  



HIV PrEP Option #1

 Daily oral PrEP with the fixed-dose combination of tenofovir 

disoproxil fumarate (TDF) 300 mg + emtricitabine (FTC) 200 

mg has been shown to be safe and effective in reducing the 

risk of  HIV acquisition in at risk adults(AI)1

 Truvada® (FDA approved) pts with eCrCl of ≥60 ml/min

 FDA approved for adolescents over 35 kgs(2018) 

1. https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2017.pdf

2. Centers for Disease Control and Prevention. HIV surveillance Report, 2016; vol 28. 

https://www.cdc.gov/hiv/pdf/library/reports/surveillance/cdc-hiv-surveillance-report-2016-vol-28.pdf



PrEP: Does it Work?
Trial Where Who What Efficacy

1. iPrEx
n=2499

SA, US, South 
Africa, Thailand

MSM high risk TDF-FTC or placebo 44% TDF-FTC 

2. Partners PrEP
n=4747

Kenya, Uganda Discordant  
hetero couples

TDF, TDF-FTC  or 
placebo

67 -75% (TDF, TDF/FTC)
•Men 84%;Women 66%

3. US MSM safety 
Trial, n=400

US MSM TDF or  placebo 
Early vs delay

Not reported ;                             
0 infections on TDF

4. TDF2
n=1219

Botswana Hetero men or 
women

TDF-FTC or placebo 62.2% all
•80%  men
•49% women (NS)

5. FEM-PrEP
n=2120

Kenya, South 
Africa, Tanzania

Women TDF-FTC or placebo Stopped early due to 
lack of efficacy

6. VOICE
n=5021

Uganda, South 
Africa, 
Zimbabwe

Heterosexual 
women

TDF gel, placebo gel, 
TDF, TDF-FTC, 
placebo pill

TDF gel/pill stopped, lack 
of efficacy

7. West African 
Trial   n=859

West Africa Hetero women TDF vs placebo 65% ( NS, stopped early) 

8. Bangkok TDF 
n=2413

Thailand IVDU TDF or placebo 49% TDF

https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2017.pdf



PrEP: Efficacy and Adherence  
 If drug detected in blood,  effectiveness of PrEP = 90-92%

 92-100% if levels equivalent to daily use2 (Post Hoc iPrEx)

 0 conversions if at least 4 doses taken3

Adherence=
Efficacy 

AVAC Report. 2013
2 Anderson . Intracellular TDF/FTC driedbloodspots following DOT .Antimicrob AgentsChemother.2017
3 Anderson iPrExStudyTeam. PrEP efficacyinmenwhohavesexwithmen.SciTransl Med.2012



PrEP:  The Reality 

Recent Trials Participants (n) Efficacy Estimates %
Efficacy by blood 
detection of drug 

PROUD (UK) MSM ( 500) 86  (90% CI=64-96) -

IPERGAY (France) MSM(400) 86   (95% CI=40-99) -

KAISER(US) 99% MSM(657) 100  (5104 py of f/up) -

SF STRUT                     
(Nurse led-US) 

99% MEN (1252) 100 -

Demo                                     
(3 centers, US)

MSM (430)
MtF (5) 

HIV incidence 0.43 per 
100 py 

2 seroconverters-
levels equivalent to 
<2 doses/wk

iPrEx OLE MSM
49 (95% CI: 0.26-1.01) If 4-7 doses/wk, 

efficacy =100%   

PROUD:  McCormack S, et al. Lancet 2015
STRUT Gibson, S. et al. AIDS 2016 
Kaiser: Volk, J et al. CID 2015, Marcus CID 2017 .
IPERGAY: Molina, J. et al. NEJM  2015;373:2237-46
Demo - Molina   Lancet HIV. 2017 

Open Label Studies with good outcomes 



PrEP: Who Needs It?   
MSM Heterosexual                             

Men and Women

Injection Drug 

Users

• Commercial sex 

workers

• HIV+ partner

• Recent STI

• Multiple partners

• Inconsistent/No 

condoms

• Commercial sex 

workers

• HIV+ partner

• Recent STI

• Multiple partners

• Inconsistent/No 

condom use

• High prevalence 

area

• HIV positive 

injecting 

partner

• Sharing 

needles/inject

ion 

equipment 

1. https://www.cdc.gov/hiv/risk/prep/index.html (2017 guidelines)

2. Herbst JH, Jacobs ED, Finlayson TJ, et al. Estimating HIV prevalence and risk behaviors of 

transgender persons in US . AIDS Behav 2008 

3. https://www.cdc.gov/mmwr/volumes/68/wr/mm6827a1.htm?s_cid=mm6827a1_

Transgender 

People  

Trans women 

of color2

(National HIV/AIDS 

Strategy 2010, 

2015)



Work Flow 

Find your 

PrEP

Champion 

https://www.cdc.gov/hiv/p

df/library/factsheets/prep

101-consumer-info.pdf

https://www.cdc.gov/hiv/pdf/library/factsheets/prep101-consumer-info.pdf


PrEP Workflow 

1 vs 2 visits

Time 

management 



PrEP

Workflow 

Every visit(Q 3mths)

• Provide condoms

• HIV Ag/Ab  refills 

• Assess adherence

• Risk reduction 

counseling

Decide who 

sees the 

person 

Optional UA 



PrEP Workflow: Adherence 

Adherence

= 

Efficacy 

https://www.caringvillage.com/2018/02/09/the-top-five-medication-management-apps/

https://www.ripplephx.org/?p=5234

TAF/FTC – 30 

day Blister pack 



Adherence Counselling 
What to expect 

 Symptoms 
 Flatulence, nausea / GI upset
 Headache and rash 
 Arthralgia

 Start up syndrome resolves within 4-6 wks
 Use OTC medications 

 Uncommon 
 Drop in bone density(TDF)
 Renal dysfunction (subclinical), rare 

Fanconi syndrome 
 Lactic acidosis
 Transaminitis

1.US Public Health Service. PrEP Guideline – 2017

2 Martin  et al. Renal function of participants in the Bangkok tenofovir - Thailand, 2005–2012. CID 2017

3 Solomon  et al. Changes in renal function ….PrEP. AIDS. 2017

4 Liu et al. Bone mineral density in .. PrEP …  in San Francisco. PLoS One. 2011

5 PROUD:  McCormack S, et al. Lancet 2015

https://www.cdc.gov/hiv/pdf/Pr

EP_GL_Patient_Factsheet_Tr

uvada_English.pdf

https://www.cdc.gov/hiv/pdf/PrEP_GL_Patient_Factsheet_Truvada_English.pdf


Bone Health ( TDF) 

 Small (~1%) decline in BMD occurred in first few months 

either stabilized or returned to normal 1,2

 iPrEx trial (TDF/FTC) & CDC PrEP safety trial in MSM 

 No increase in fragility (atraumatic) fractures over the 1-2 

years  

 DEXA scans or other assessments are NOT recommended 

1 Grant.  lancet 2014

2 Mulligan CROI 2011



PrEP: Option #2

1. TAF/FTC –FDA approved for at-risk adults and adolescents 

(≥35 kg), excluding individuals at risk from receptive vaginal 

sex. (October 2019)

 Not yet incorporated into guidelines

 eCrCl > 30 mL/min

Not an option 

for 

Cis Women

Trans men(vaginal sex) 



CROI 2019-Discover: Phase III RCT of F-TAF vs. F-TDF for PrEP

TAF vs TDF 
Bone/Kidney  Health 

• RCT of Truvada® versus Descovy ® for PrEP

• MSM and TGW (Enrolled ~6000: 74 TGW) ; followed 96 wks

• 22 HIV transmission (7 TAF and 15 TDF)



Case 1 

 29 y/o cis-male, MSM come to office

Presented there with ‘drips’ 

Got treated with ceftriaxone IM and azithro

Urine GC was sent 

HIV test negative, CrCL >60  

Should PrEP be discussed 

1. Yes 

2. No 



Case 1: PrEP options for him ? 

1. Daily TDF/FTC (Truvada®)

2. Daily  TAF/FTC (Descovy ®)

3. Defer PrEP , no time 



Case 1 Workflow 

 Get labs 

 Review insurance coverage

 Has insurance 

 ? Pay for labs 

 ? Pay for Visit 

 Can patient afford visits 



Insurance

 Group Insurance Plans

 Company 

 Organization

 Marketplace Insurance Plans

 Individual

 Family

 Small Business



Covered Services?

 Preventative Care Benefits

 Screening*:

 Chlamydia, Gonorrhea, HepB, HepC, HIV, Syphilis

 Sexually Transmitted Infection (STI) Counseling

 Immunization Vaccines

*For women and Children: Chlamydia/Gonorrhea screening is 

covered. For adults HepC screening is covered



Acceptable Billing Codes 



Medication Assistance 

 Insured (Rx coverage)

 Commercial/Private

 Gilead Co-pay Coupon Program

 Patient Advocate Foundation

 400% FPL

 Government/Public

 Good Days

 Medicare Part D or Military

 500% FPL

 Patient Advocate Foundation

 400% FPL

1. PatientAdvocate.org 

2. MyGoodDays.org



Case  2 

 25 y/o Trans-woman visits your office with rash 

 1 male partner , condomless sex 

 No new lotions or soaps, No meds

 WBC normal 

 PHx

 GC positive in 2018, Chla 2019, 



Case 2- PrEP options for her? 

1. Daily TDF/FTC (Truvada®)

2. Daily  TAF/FTC (Descovy ®)

3. Defer PrEP since not cis-gender



PrEP:  Transgender

iPrEx Trial (TDF/FTC) had 339 Transwomen (MtF) only  

 MtF more frequently reported transactional sex, receptive 

anal intercourse without condom, >5 partners in the past 3 

months

 Overall adherence, less for MtF

 if > 4 tablets/week, rate of  infection per 100,000 pt/yr = 0 

Deutsch HIV PrEP in transgender women: iPrEx trial. Lancet HIV. 2015

CROI 2019-Discover: Phase III RCT of F-TAF vs. F-TDF for PrEP

Similar barriers to 

adherence as women  



• RCT of Truvada® versus 
Descovy ® for PrEP
• MSM and TGW
• Enrolled ~6000

• 74 TGW
• Followed- 96 wks
• 9% black  
• High rates STI and chem-

sex

• 22 HIV transmission
• 7 TAF and 15 TDF

CROI 2019-Discover: Phase III RCT of F-TAF vs. F-TDF for PrEP

PrEP: Transgender 

Discover Trial and Patient Population 



Case 2 Workflow 

 Get labs 

 Review insurance coverage

 Does not have  insurance 

 ? Pay for labs 

 ?Pay for meds 

 Can patient afford visits 



Medication Assistance 

 Un-insured (Rx coverage)

 Gilead Patient Support Program

 500% FPL

 Ready, Set, PrEP

 Not income based

 Designated Pharmacy

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

PayingforPrEP-flyer.pdf

1. GetYourPrep.com



Case 3 

 MSM on truvada for PrEP

 Monogamous serodiscordant relationship. 

 Partner is undetectable 

 After discussing U=U , patient prefers to stay on PrEP

What do you recommend for PrEP

1) Staying on Truvada®

2) Switching to Descovy ®

3) No PrEP since U=U 



Work flow of switching 
Insured 

 Check coverage, prior authorization 

 Clinic staff- COMVERMYMED

 Specialty pharmacy partner  

 Copay cards available                

 https://www.gileadadvancingaccess.com/copay-coupon-card

 Covers up to $7,200

 Not eligible - government healthcare programs                               

(Medicare Part D, Medicaid, TRICARE, or VA) 

 SC Medicaid covers TAF/FTC and TDF/FTC

Some info complements 

of Michael DeMarco

Gilead Sciences, Inc.

Copay Cards 

transfer from 

TDF--> TAF

For switch 

TDFTAF

PA needed

- United HC; cig; 

Anthen



Submitted Cases 



Submitted Case-1



Submitted Case-1 continued



Additional Resources 

 http://schivtc.med.sc.edu/
prep/index.asp
 Telehealth- 2nd Wednesday

 https://www.cdc.gov/hiv/ri
sk/prep/index.html

 DHEC resources 
 https://scdhec.gov/health/inf

ectious-diseases/hiv-std-
viral-hepatitis/pre-exposure-
prophylaxis-prep

https://www.cdc.gov/hiv/risk/prep/index.html
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