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Learning objectives

• Outline some of the new data on PrEP from scientific 
conferences in 2019

• Compare and contrast FTC/TDF and FTC/TAF for PrEP

• Discuss how HIV prevention advocates have approached 
issues related to pricing and availability of PrEP in the US

• Explain the controversy over patents for PrEP and the 
meaning of the Truvada lawsuits

• Describe the potential impact of the US Preventive 
Services Task Force’s new recommendation for PrEP



@letsprepwisc



How many adults across SE AETC states are 
candidates for PrEP? 

Smith DK et al., Annals of Epidemiology 28(12):850-857. 2018
Extracted data from Table 3 for AL, FL, GA, KY, MS, NC, SC, and TN
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Presenter
Presentation Notes
So what about here in North Carolina? How many people might benefit from PrEP? And who are those folks?

Dr. Dawn Smith and colleagues at the CDC conducted an analysis to try to get at these questions, and they published national and state-by-state results at the end of 2018. There are just under 46,000 North Carolinians with any indication for PrEP… (refer to bar chart as desired for add’l breakdowns by transmission category and race/ethnicity)



PrEP in the OPERA Cohort
Observational Pharmaco-Epidemiology Research & Analysis

http://programme.ias2019.org/Abstract/Abstract/1387
http://www.natap.org/2019/IAS/IAS_111.htm



PrEP in the OPERA Cohort
Observational Pharmaco-Epidemiology Research & Analysis
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Characterize patterns of PrEP use and STI incidence among recipients
Compare PrEP recipients and PrEP-unexposed persons with new HIV diagnoses from 2012 through 2018



PrEP in the OPERA Cohort
Observational Pharmaco-Epidemiology Research & Analysis

http://programme.ias2019.org/Abstract/Abstract/1387
http://www.natap.org/2019/IAS/IAS_111.htm



HIV incidence relatively high after stopping PrEP

986 starting PrEP in SF Primary Care Clinics, 
7/2012 – 11/2018 (15 centers for publicly-insured & uninsured persons)

66%
MSM

12%
TGW

37%
White

50% didn’t discuss 
stopping with 
their provider

8 HIV seroconversions
• 7 after stopping
• 1 on 2-1-1 PrEP

http://programme.ias2019.org/Abstract/Abstract/1769        http://www.natap.org/2019/IAS/IAS_23.htm



http://programme.ias2019.org/Abstract/Abstract/1769        http://www.natap.org/2019/IAS/IAS_23.htm

Themes among seroconverters:
• Adherence challenges due to housing, substance 

use, or mental health (7/8)

• Competing priorities given cost and effort (5/8)

• Difficulty assessing benefits and risks (5/8)

• Conflict with partners over trust/intimacy (3/8)

986 starting PrEP in SF Primary Care Clinics, 
7/2012 – 11/2018 (15 centers for publicly-insured & uninsured persons)

8 HIV seroconversions
• 7 after stopping
• 1 on 2-1-1 PrEP

66%
MSM

12%
TGW

37%
White

HIV incidence relatively high after stopping PrEP



DISCOVER
RCT of FTC/TAF vs FTC/TDF

Adult MSM/TGW at high 
risk for HIV infection

(N = 5387)
5313 MSM

74 transgender women

FTC/TDF
with placebo FTC/TAF

FTC/TAF
with placebo FTC/TDF

92 sites across US, Canada, Europe

96 weeks of f/u planned w/48 wk FTC/TAF open-label extension

Sept 2016 – Sept 2020 (May 2019)

https://clinicaltrials.gov/ct2/show/NCT02842086
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Presentation Notes
This leads us to results from the DISCOVER study, which were released in March 2019 at CROI, a big HIV annual conference.

This study is comparing the “new and improved” version of tenofovir, called tenofovir alafenamide fumarate or TAF, against the existing version, TDF. This study recruited gay men and trans women, and randomized them to get either PrEP or the new version, FTC/TAF.



FTC/TAF had fewer kidney, bone issues…

Hare B. et al. CROI 2019, abstract 104
http://www.natap.org/2019/CROI/croi_21.htm

F/TAF F/TDF BMD
Baseline vs. Week 48

emtricitabine / 
tenofovir alafenamide

emtricitabine / 
tenofovir disoproxil
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Presentation Notes
… and the new version (as predicted) didn’t have the same effect on kidney or bone health as the existing version did/does.

The manufacturer has already submitted an application to the FDA to get the new version of tenofovir approved for PrEP.

The take home here is that FTC/TAF may be an FDA-approved option for MSM and transgender women to prevent HIV, in the near future. BUT we have no data for this new form among cisgender heterosexual men and women… and it’s going to be a challenge to figure out who should get which product, once generic FTC/TDF becomes available in 2020.



… and was non-inferior to FTC/TDF …

Hare B. et al. CROI 2019, abstract 104
http://www.natap.org/2019/CROI/croi_21.htm

emtricitabine / 
tenofovir alafenamide

emtricitabine / 
tenofovir disoproxil

5313 MSM
74 transgender women
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DISCOVER showed that the new version, FTC/TAF, was just as good (non-inferior) to the existing PrEP, in terms of HIV prevention benefit…

DISCOVER annual HIV incidence: 22 / 8756 * 100 = 0.25%

HPTN 061 (Brothers) 
– 28 incident infections among all participants, over 926 PY of f/u (3.0% annual incidence rate, 95% CI: 2.0, 4.4)  Koblin 23922989
– 20 incident infections among 18-30yo, over 339.7 PY of f/u (5.9% annual incidence rate, 95% CI: 3.6, 9.1)  Koblin 23922989

HPTN 064 (ISIS)
– 4 incident infections among all participants, over ~1250 PY of f/u (0.32% annual incidence rate, 95% CI: 0.14, 0.74)  Hodder 23277896 



… but there were comparatively few infections

Hare B. et al. CROI 2019, abstract 104
http://www.natap.org/2019/CROI/croi_21.htm

5313 MSM
74 transgender women
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DISCOVER showed that the new version, FTC/TAF, was just as good (non-inferior) to the existing PrEP, in terms of HIV prevention benefit…

DISCOVER annual HIV incidence: 22 / 8756 * 100 = 0.25%

HPTN 061 (Brothers) 
– 28 incident infections among all participants, over 926 PY of f/u (3.0% annual incidence rate, 95% CI: 2.0, 4.4)  Koblin 23922989
– 20 incident infections among 18-30yo, over 339.7 PY of f/u (5.9% annual incidence rate, 95% CI: 3.6, 9.1)  Koblin 23922989

HPTN 064 (ISIS)
– 4 incident infections among all participants, over ~1250 PY of f/u (0.32% annual incidence rate, 95% CI: 0.14, 0.74)  Hodder 23277896 



TAF has special pharmacological properties

http://programme.ias2019.org/Abstract/Abstract/4898
http://www.natap.org/2019/IAS/IAS_08.htm



More from DISCOVER: up to speed faster

http://programme.ias2019.org/Abstract/Abstract/4898
http://www.natap.org/2019/IAS/IAS_08.htm



More from DISCOVER: higher level over time

http://programme.ias2019.org/Abstract/Abstract/4898
http://www.natap.org/2019/IAS/IAS_08.htm



per month if paid 
totally out-of-pocket

(excluding lab costs & provider fees)

Affordability has become a clear issue

Break the Patent  https://slate.com/human-interest/2018/05/
act-up-is-challenging-gilead-to-make-truvada-more-accessible.html

TAF lawsuits  https://www.latimes.com/business/la-fi-gilead-hiv-drug-lawsuit-20180509-story.html
TAF patent  https://www.i-mak.org/wp-content/uploads/2018/12/Roadmap-SE-Report-on-TAF-2018-05-07F.pdf



2018

L to R: Cameron Kinker
(Prevention Access Campaign)
and two of PrEP4All’s co-founders: 
James Krellenstein & Nick Faust



2018



2018



2018



March 2019



March 2019

“Through patents that it 
owns… the U.S. 
government appears to 
have a legal right to 
prevent anyone in the 
United States from 
using these drugs for 
this purpose without its 
permission.”



March 2019



April 2019 Despite MSM (&TGW) 
focus of DISCOVER, 
application was to expand 
the indication to include 
PrEP for all persons at risk



April 2019 4/23: Sens. Stabenow (D-MI), 
Cardin (D-MD), Baldwin (D-MN), 

Duckworth (D-IL), Sanders (I-VT),  
Blumenthal (D-CT), and 

Van Hollen (D-MD) ask DHHS & 
CDC for information 

about the patents



May 2019 5/8: Gilead announces it’s 
voluntarily shortening 

patent by a year 
(FTC expires in 2021)



May 2019
“The donation, which 
extends up to 2030, will 
transition to Descovy® 
(emtricitabine 200 mg 
and tenofovir 
alafenamide 25 mg 
tablets), if it is approved 
for use as PrEP.”



May 2019



May 2019

Gilead CEO
Daniel O’Day

May 16



Spring & early Summer 2019

Ads from Instagram



June 2019





“A key provision of the Affordable 

Care Act (ACA) is … private 

insurance plans cover recommended 

preventive services without any 

patient cost-sharing. … Insurers 

now must cover evidence-based 

services for adults that have a 

rating of “A” or “B” in the current 

recommendations of the [USPSTF]”



June 2019 “Donating the Truvada costs them almost 
nothing because we know that it costs 
less than $60 a year to make, so the 
activists estimate that that donation is 
costing them less than $10 million a year. 
But they’re taking a tax deduction for 
something like the retail cost, not the cost 
of making it. That’s how donations work 
for the pharmaceutical industry. You 
donate something that costs you pennies 
to make, and you take the tax deduction 
for the dollars that you sell it for.”

– Donald G. McNeil
Science & Health Reporter

The New York Times
June 5, 2019



July 2019 



August 2019
October 7
(MSM & TGW only)



August 2019 

August 21, 2019



Take home messages

• Plenty of linkage and retention challenges remain for 
PrEP… but when it’s taken consistently, it works well

• FTC/TAF was non-inferior to FTC/TDF for HIV prevention 
among MSM and TGW... approval as PrEP pending

• FTC/TAF gets up to speed faster than FTC/TDF and 
lingers for longer period… both beneficial for prevention

• USPSTF’s recommendation means greater access to 
PrEP… but does “PrEP” mean the service or the drug?

• Stay tuned to see what happens with ongoing patent 
disputes and advocacy efforts!



Questions?

Please email me!

Christopher Hurt, MD
churt@med.unc.edu
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