
PREVENTION DOESN’T GROW 
ON TREES

THE REAL COST OF PREP

Sean Kelly, MD
Vanderbilt Division of Infectious Diseases



Objectives
• Understand the drug cost structure
• Review the different Truvada® cost assistance programs
• Review cost effectiveness studies of pre-exposure 

prophylaxis
• Discuss different patient scenarios



• Out-of-pocket cost of TDF/FTC*
• Per pill: $67.03
• Per month: $1,876.84
• Per year: $24,465.95

*Average Wholesale Price

The Cost of Truvada®
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1kg of aged, albino sturgeon caviar
Armand de Brignac champagne
Cartier 18K watch



The Cost of Truvada®
• Cheaper by component?

• Tenofovir disoproxil fumarate: $40.53/day*
• Emtricitabine: $21.26/day*

• $61.79/day
• $1,730/month
• $22,553.35/year

*Average Wholesale Price



Why so high?
• Research and development (such as DISCOVER trial)



The Different Costs

https://www.uspharmacist.com/article/understanding-drug-pricing



Manufacturer to wholesaler
• Wholesale Acquisition Cost (WAC)

• Estimate of manufacturer’s list price for a drug to wholesalers/direct 
drug purchasers, as defined by federal law

• Does not include discounts or rebates
• Average Manufacturer Price (AMP)

• Price a manufacturer charges purchasers, after discounts are taken 
into account, as defined by federal law

• Average Sales Price (ASP)
• Cost from manufacturer to purchaser, inclusive of all 

discounts/rebates
• Limited only to Medicare Part B-covered drugs

https://www.uspharmacist.com/article/understanding-drug-pricing



Wholesaler to pharmacy 
• Average Wholesale Price (AWP)

• Estimated price paid by pharmacies to purchase drug products 
from wholesalers

• This is the “list price,” though not a true representation of actual 
market prices 

• Discounts/rebates not considered in this figure
• Estimated Acquisition Cost (EAC)

• Estimated price state Medicaid programs use to reimburse 
pharmacies for the cost of the drug plus a dispensing fee

• Average Actual Cost (AAC)
• Final cost paid by pharmacies to their wholesalers after all 

discounts have been deducted 
• Derived from audits of pharmacy invoices

https://www.uspharmacist.com/article/understanding-drug-pricing



Pharmacy to patient
• Usual and Customary Price (U&CP)

• Cost to consumer from a retail pharmacy
• Without the use of insurance

https://www.uspharmacist.com/article/understanding-drug-pricing



The Third Party
• Private, employer and federal insurance plans negotiate 

and contract for drug costs
• Insurance premiums (or other contributions) pay into this 

service
• The third party pays the pharmacy a portion
• The patient’s makes up the remainder of the drug cost 

with the copayment 



Truvada® Coverage
• Virtually all insurance plans cover TDF/FTC for the 

indication of HIV prevention
• Variable copays
• Prior authorization may be required

• Though as low as 2% now require PAs

• Medicare/Medicaid cover TDF/FTC
• Flexible Spending Accounts (FSAs) can cover up to 

$2,600 of out-of-pocket costs



Prior Authorization

Presenter
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Financial Assistance

www.projectinform.org



Copay Assistance

www.projectinform.org



Copay Assistance



Gilead Advancing Access Program
• $7,200/calendar year benefit

• Increased from $3,600 to $4,200 in January 2018
• Increased from $4,200 to $7,200 in September 2018

• No income limitation
• Federal beneficiaries excluded
• Usually goes toward deductible

• Beware of copay accumulator programs
• Manufacturer copay assistance will no longer count toward deductible



Copay Assistance

www.projectinform.org



Copay Assistance 



Copay Assistance

www.projectinform.org



Copay Assistance



Medication Access Program

www.projectinform.org



Medication Assistance Program



Medication Assistance Program



State Plans
• Illinois - IDPH PrEP Assistance Program

• PrEP Navigation, funding for cost assistance through IDPH
• Massachusetts - Massachusetts Pre-Exposure Prophylaxis Drug Assistance 

Program (PrEP-DAP)
• Assistance for copays, co-insurance, full cost of Truvada ®
• Limited to <500% FPL

• Washington - Pre-Exposure Prophylaxis Drug Assistance Program (PrEP-
DAP)
• PrEP Navigation, assistance for medication and cost of labs/visits
• No income limitation 

• New York - Pre-exposure Prophylaxis Assistance Program (PrEP-AP)
• Assistance for cost of labs and provider visits 
• Enrollment criteria based on AIDS Drug Assistance Program (ADAP)

• California - PrEP Assistance Program (PrEP-AP) 
• Launched early 2018
• Assistance for cost of labs and provider visits
• Limited to <500% FPL



Advice to patients
• Find out your deductible
• Find out your Truvada® copay
• Find out your estimated costs of visits and labs
• If you need an insurance plan from the marketplace, avoid 

Bronze Plans due to high out-of-pocket expenses
• Use Flexible Spending Account to offset any out-of-pocket 

expenses



Vanderbilt PrEP Clinic
• Sample: N=69
• Insurance plans: Cigna, Aetna, TennCare
• Specialty Pharmacies: Navitus, CVS Caremark, 

OptumRx, Express Scripts
• Copay range: $30 - $400/month



Vanderbilt PrEP Clinic
• Patients paying any out-of-pocket cost: 11

• TennCare ($3 copay): 3
• Qualified for assistance through foundation: 3

• Annual out-of-pocket costs (N=5): $220 - $2400
• Copay assistance goes toward deductible/out-of-pocket max until 

exhausted
• Remainder of deductible paid throughout the remainder of the year 



Other cost considerations
Encounter To do
Month 0 • Screen for HIV

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

Month 3 • Screen for HIV
• Check serum creatinine

Month 6 • Screen for HIV
• Screen for STIs

Month 9 • Screen for HIV
• Check serum creatinine

Month 12 • Screen for HIV
• Screen for STIs

Labs:
- HIV screen: 5
- Serum creatinine: 

3
- STI screen: 3
- HBV screen: 1
- HCV screen: 1

Clinic visits: 5

Other:
HBV vaccination
STI Treatment



Cost effectiveness of PrEP
Number needed to treat
• Number needed to treat

• Inverse of absolute risk reduction
• Varies depending on population
• Key factors are HIV prevalence, acquisition risk factor, and efficacy 

of PrEP
• In reality, these factors vary within a single population



Number needed to treat

Buchbinder SP, Glidden DV, Liu AY, McMahan V, Guanira JV, Mayer KH, et al. HIV pre-exposure 
prophylaxis in men who have sex with men and transgender women: a secondary analysis of a phase 3 

randomised controlled efficacy trial. Lancet Infect Dis 2014,14:468-475.

Overall, NNT = 62
Lower NNT:
• Condomless

anal receptive 
sex

• STIs
• Cocaine use

Presenter
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Condomless anal receptive sex with HIV+ partner – 1%, so underpowered for this study
PAF: describes attribution of risk factor to HIV acquisition
NNT factors HIV incidence and drug efficacy; lowest NNT would be for a high HIV-prevalent population and very effective drug
This assumed 44% HIV risk reduction, which does not take adherence into account (iPrex reported 92% risk reduction when adherence is considered)



Cost effectiveness of PrEP
• Incremental cost effective ratio (ICER)

• The difference in cost between two possible interventions, divided 
by the difference in their effect

• Equivalent to the cost per quality-adjusted life year (QALY)
• Cost effectiveness depends on the population

• Very cost effective strategy = ICER < per capita GPD
• Cost effective strategy = ICER < 3x per capita GDP



Cost effectiveness of PrEP

Shen M, Xiao Y, Rong L, Meyers LA, Bellan SE. The cost-effectiveness of oral HIV pre-exposure 
prophylaxis and early antiretroviral therapy in the presence of drug resistance among men who have 

sex with men in San Francisco. BMC Med 2018,16:58.

Cost effectiveness of PrEP in reducing HIV depends on:
• Extent of PrEP coverage
• Other factors that reduce HIV

Presenter
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Cost effectiveness of PrEP
• In San Francisco, expanding PrEP is cost-effective, 

especially when combined with early ART
• PrEP for 80% of high-risk individuals would reduce new infections 

52% over 20 years
• Cost of $132,520 per QALY gained

• Earlier ART would reduce new infections by 22% over 20 years
• Cost of $4745 per QALY gained

• PrEP for 80% + earlier ART would reduce new infections by 57% 
over 20 years
• Cost of $115,320 per QALY gained

Shen M, Xiao Y, Rong L, Meyers LA, Bellan SE. The cost-effectiveness of oral HIV pre-exposure 
prophylaxis and early antiretroviral therapy in the presence of drug resistance among men who have 

sex with men in San Francisco. BMC Med 2018,16:58.

Per capita GDP of San Francisco = $81,347
Per capita GDP in San Francisco x 3 = $244,041

Presenter
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Cost effectiveness of PrEP
• Cost per QALY gained varies by city and population

• High-risk MSM in NYC: $31,970
• High-risk MSM in Los Angeles: $27,863 – $37,181
• High-risk MSM in USA: $52,443
• All MSM in USA: $172,091 – $216,480

Per capita GDP of USA: $57,466.79

Desai K, et al. AIDS. 2008 Sep 12; 22(14):1829-39
Drabo EF, et al. Clin Infect Dis. 2016 Dec 1; 63(11):1495-1504.
Juusola JL, et al. Ann Intern Med. 2012 Apr 17; 156(8):541-50.



• To make PrEP cost-effective:
• Target those at highest HIV risk for intervention
• Combine with other HIV-reduction efforts
• Lower the cost of PrEP?

Cost effectiveness of PrEP



Patient scenarios



Case 1
• 29yoM presenting to discuss initiation of TDF/FTC for HIV 

risk reduction. He is MSM, has anal insertive and 
receptive sex with inconsistent condom use, and has a 
history of chlamydia. He is enrolled in an ACA 
Marketplace Bronze Plan. He is self-employed with an 
annual income for >$70,000. 



Case 1
• He contacted his insurance company and discovered his 

monthly copay for Truvada is $500.



Case 1
Which assistance option will be most helpful in making 
Truvada® affordable? 
A. Patient Advocate Foundation (PAF)
B. Gilead Advancing Access Program
C. Gilead Medication Access Program
D. Patient Access Network Foundation 
E. None, he can afford it



Case 1
Which assistance option will be most helpful in making 
Truvada affordable? 
A. Patient Advocate Foundation (PAF)
B. Gilead Advancing Access Program
C. Gilead Medication Access Program
D. Patient Access Network Foundation 
E. None, he can afford it

This is the Gilead copay assistance program
• No income limitations
• Up to $7,200 benefit per calendar year
• Federal beneficiaries excluded



Case 1
• Annual copay cost = $500 x 12 = $6000
• Copay cost is less than Gilead Advancing Access $7200 

annual benefit
• Out-of-pocket medication cost = $0



Case 2
• 65yoM who has been taking TDF/FTC for the past year. 

He is married to a woman who is HIV+, engaged in care 
and reportedly undetectable. He recently enrolled in 
Medicare, but did not enroll in Part D. He therefore has no 
coverage. He makes $30,000 annually. 



What can be done?
A. Explore enrollment in Medicare Part D
B. Gilead Medication Access Program
C. Explore private foundations (PAN, PAF)
D. All of the above

Case 2



What can be done?
A. Explore enrollment in Medicare Part D
B. Gilead Medication Access Program
C. Explore private foundations (PAN, PAF)
D. All of the above

Case 2

• Why didn’t he enroll in Medicare Part D?
• If enrolled in Part D, PAN/PAF could offer copay assistance (but PAN 

not currently accepting applications)
• His most reliable immediate option is Gilead MAP



Case 3
• 41yoM is taking TDF/FTC and pays $0 for medication 

thanks to the Advancing Access Program. He states he 
recently received a bill for $800 following administration of 
ceftriaxone for gonorrhea diagnosed at his last visit. He 
now declines any STI testing. He reports 11 partners over 
the past 3 months with inconsistent condom use. 



Case 3
What would you recommend?
A. Respect patient’s autonomy and stop STI testing
B. Test for STIs only every 6 months
C. Discharge patient from your clinic as you cannot 

provide complete PrEP services
D. Recommend STI testing at Health Department or 

FQHC



Case 3
What would you recommend?
A. Respect patient’s autonomy and stop STI testing
B. Test for STIs only every 6 months
C. Discharge patient from your clinic as you cannot 

provide complete PrEP services
D. Recommend STI testing at Health Department or 

FQHC

• Always advise patient to check with their insurance before ordering tests, 
scheduling visits, or administering medications.

• If high costs are anticipated, there may be alternative sites that offer these 
services at lower costs.



Case 4
• You work at a large academic medical center. One of the  

partners of one of your HIV+ patients is interested in 
starting PrEP. He 34yoM, MSM, undocumented, 
uninsured and states cost is a major barrier for all of his 
healthcare. He recently received treatment for gonorrhea 
at an affordable local community health center. 



Case 4
What is his best option?
A. Schedule him in your clinic and enroll him in the Gilead 

Medication Access Program 
B. Recommend he discuss PrEP with his prior provider
C. Discuss enrolling him in Ryan White 
D. Combine multiple different cost assistance programs



Case 4
What is his best option?
A. Schedule him in your clinic and enroll him in the Gilead 

Medication Access Program 
B. Recommend he discuss PrEP with his recent provider
C. Discuss enrolling him in Ryan White 
D. Combine multiple different cost assistance programs

• This patient represents a significant high-risk group with low PrEP accessibility
• Ryan White does not fund care for HIV-negative patients
• He will need not only medication assistance, but assistance for labs and visits
• FQHCs may have affordably discounted labs and visits. This, in combination with 

Gilead MAP, may make PrEP affordable
• Could also investigate state funding, if available



Thank you! 

Questions?
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