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Roadmap

1. Quick introduction, Part 1: Theory and goals of United States v. Gilead
2. Quick introduction, Part 2: Why the appeal matters
3. History of United States v. Gilead: How we got here
4. The appeal ahead: What to expect
5. Reconnecting the HIV/AIDS community: How to get involved
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“Activists want the government to take a more aggressive stance against Gilead. Their complaints 
are part of a broader wave of anger over drug companies reaping hefty financial rewards by 
capitalizing on taxpayer-funded research. ‘The CDC has all these patents and is allowing Gilead 
to rip off the American people at the expense of public health,’’ said James Krellenstein, an 
HIV/AIDS activist and co-founder of the PrEP4All Collaboration, who has spent months digging 
into the government patents. Instead of enforcing the patent, Krellenstein said, CDC officials are 
‘twiddling their thumbs.’”

15



16



17



18



19



20



21



22



23



24



25



26



Roadmap

1. Quick introduction, Part 1: Theory and goals of United States v. Gilead
2. Quick introduction, Part 2: Why the appeal matters
3. History of United States v. Gilead: How we got here
4. The appeal ahead: What to expect
5. Reconnecting the HIV/AIDS community: How to get involved

27



28



29



30



Roadmap

1. Quick introduction, Part 1: Theory and goals of United States v. Gilead
2. Quick introduction, Part 2: Why the appeal matters
3. History of United States v. Gilead: How we got here
4. The appeal ahead: What to expect
5. Reconnecting the HIV/AIDS community: How to get involved

31



Christopher Morten, JD, PhD
Director of the Science, Health & Information Clinic

Associate Clinical Professor of Law, Columbia Law School
cjm2002@columbia.edu 

@cmorten2

32

mailto:cjm2002@columbia.edu


Community Stakes in US v. 
Gilead

Jeremiah Johnson
Executive Director
PrEP4All



A Brief History of Advocacy in US v. Gilead

 July 16, 2018– NYTimes op-ed by Krellenstein, Lord, Staley: Why Don’t More Americans Use PrEP?
 March 12, 2019– Yale Global Health Justice Partnership’s Statement on CDC Patents
 March 26, 2019– Washington Post article: An HIV treatment cost taxpayers millions. The government 
patented it. But a pharma giant is making billions. 
 May 16, 2019– House Committee on Oversight and Reform hearing including Gilead CEO Daniel 
O’Day, PrEP4All co-founder Aaron Lord. WaPo piece mentions the role activists played in unearthing the 
patents in 2018
 June 2019– Senator Stabenow (MI) and the late Rep. Elijah Cummings (MD) asked GAO to investigate 
why HHS had not enforced its patents against Gilead
 August 2019– Financial Times estimates that the gov’t could reasonably claim $1B in back royalties. If 
Gilead’s infringement was “willful,” it could trigger a provision for enhanced damages- $3B. 

https://www.nytimes.com/2018/07/16/opinion/prep-hiv-aids-drug.html
https://www.washingtonpost.com/business/economy/pharma-giant-profits-from-hiv-treatment-funded-by-taxpayers-and-patented-by-the-government/2019/03/26/cee5afb4-40fc-11e9-9361-301ffb5bd5e6_story.html
https://www.washingtonpost.com/business/economy/pharma-giant-profits-from-hiv-treatment-funded-by-taxpayers-and-patented-by-the-government/2019/03/26/cee5afb4-40fc-11e9-9361-301ffb5bd5e6_story.html
https://www.washingtonpost.com/business/economy/gilead-ceo-insists-federal-government-patent-for-hiv-prevention-pill-truvada-is-invalid/2019/05/16/7c0a79b6-77e1-11e9-b3f5-5673edf2d127_story.html
https://www.out.com/news/2019/8/19/gilead-may-owe-us-1-billion-truvada-claim


A Brief History of Advocacy in US v. Gilead

 November 7, 2019– USG (DOJ on behalf of HHS Secretary Alex M. Azar II) sues Gilead for infringing on 
patents. PrEP4All issues a statement calling for funds to be invested in National PrEP Program
 November 8, 2019– NYTimes covers the story with quotes from PrEP4All 
https://www.nytimes.com/2019/11/08/health/hiv-prevention-truvada-patents.html# 
 January 20, 2022– PrEP4All sends a sign on letter calling for updates from DOJ. 25 organizations call 
once again for funding to be invested in a National PrEP Program. 
 May 9, 2023– Jury issues a verdict against the government, saying the patents are invalid and 
infringement did not occur.
 May 30, 2023– PrEP4All, the Public Interest Patent Law Institute, Columbia Law School and 32 

organizations press DOJ to keep fighting. Letter to DOJ and HHS 

https://prep4all.org/the-federal-government-sues-gilead-for-patent-infringement-on-truvada-amp-descovy-prep/
https://www.nytimes.com/2019/11/08/health/hiv-prevention-truvada-patents.html
https://prep4all.org/us-v-gilead-two-year-anniversary-prep4all-leads-25-advocacy-organizations-demanding-updates-on-hiv-prevention-drug-patent-lawsuit/
https://prep4all.org/wp-content/uploads/2024/06/2023-05-30-Letter-of-P4A-PIPLI-to-DOJ-HHS.pdf


A brief reminder of Gilead’s wealth

 Gilead makes enormous profit on PrEP with a gross margin of over 97% on PrEP. Company 
financial records indicated a 43.3% operating margin on all products between 2015 and 2023 
“much higher than generic companies.” (D.Del., Jury Trial Transcript (Day 5), P. 1277). 

 Between 2012 and 2021 Gilead made total revenue of $35.6B for both Truvada and Descovy 
(D.Del., D.I. 446-19 (Ex. F to Exhibit 9D.2). $10B was for PrEP between 2015 and 2021. (Fed. Cl., D.I. 
172, P.13; Fed. Cl., D.I. 142, P.68)

 Paying a 4% royalty they would keep $8.27B, with a 10% royalty they would keep $7.67B. Gilead 
is already doing this for other products. CDC already makes generic companies pay royalties in 
other contexts. (D.Del., Jury Trial Transcript (Day 5), P. 1280). 

 Government damages expert says Gilead spent just 4.9% to 10.6% of its profit between 2011 
and 2020 on reinvestment for R&D (D.Del., Jury Trial Transcript (Day 5), P. 1279). In 2017 the LA 
Times noted that in 2016 effectively 100% of Gilead’s profits went into stock buybacks and 
dividends.

https://www.latimes.com/business/hiltzik/la-fi-hiltzik-gilead-profits-20171023-story.html
https://www.latimes.com/business/hiltzik/la-fi-hiltzik-gilead-profits-20171023-story.html


A brief reminder of Gilead’s resistance to 
champion PrEP

 Estimate that Gilead contributed a mere $1.7M to original CDC PrEP research based on manufacturing cost 
(Fed. Cl., D.I. 142, P. 68). Recent estimates have shown that the government invested at least $143M in PrEP 
research. Gilead’s refusal to do PrEP research impeded progress. (Fed. Cl., D.I. 128, P. 1577). 

 FDA had to pressure Gilead to apply for the PrEP indication; told Gilead they were unethically harming 
patients for not seeking an indication. (Fed. Cl., D.I. 117, P. 105)

 Gregg Alton, Gilead’s former Chief Patent Officer said Gilead resisted promoting PrEP to not “interfere with 
commercial business on treatment. (Fed. Cl., D.I. 117, P. 113; Fed. Cl., DTX-37, P.13). Government testimony 
that an unnamed Gilead employee had said Gilead did not want to promote a drug associated with 
“unprotected anal sex.” (Fed. Cl., D.I. 126, P. 1179). 

 Started to promote once the company saw a commercial opportunity but laments that the “treatment 
market…grew at a slower rate.” (Fed. Cl., DTX-50, P.40). 

 Testimony showing Gilead putting pressure on government officials over the case; saying that the dispute 
could have “negative consequences for industry government collaboration.” (Fed. Cl., PX-357)

https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2022.01134?journalCode=hlthaff
https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2022.01134?journalCode=hlthaff


What are the Stakes for PrEP Access?

 Funds from US v. Gilead could and should be used 
to get us back on track for equitable PrEP access:
 Enormous disparities in PrEP access that Gilead’s 

pricing has directly contributed to 

 Very behind on reaching 2030 Ending the HIV 
Epidemic targets 

 Fewer resources for HIV/AIDS (enormous cuts proposed 
by House Republicans for FY24 and FY25; reduced 
340B reimbursements from Gilead)

 Failure of Gilead’s 2019 ”donation” to the US 
government 

 Need better infrastructure for PrEP and other key 
interventions for HIV negative communities 

Sullivan P et al. Association of State-Level PrEP Coverage and State-Level HIV 
Diagnoses, US, 2012-2021. Conference on Retroviruses and Opportunistic 
Infections, Denver, abstract 165, 2024.

https://www.thelancet.com/journals/lanam/article/PIIS2667-193X(24)00065-6/fulltext
https://ahead.hiv.gov/?indicator=285&measure=count
https://ahead.hiv.gov/?indicator=285&measure=count
https://www.nbcnews.com/nbc-out/out-health-and-wellness/-will-shut-us-hiv-prevention-clinics-brace-gilead-reimbursement-cuts-rcna1346
https://www.nbcnews.com/nbc-out/out-health-and-wellness/-will-shut-us-hiv-prevention-clinics-brace-gilead-reimbursement-cuts-rcna1346
https://www.nytimes.com/2019/05/13/opinion/truvada-gilead-hiv-trump.html


Investing in a National PrEP Program

 President Biden and community advocates have called for a National 
PrEP Program for un- and underinsured populations 
 Simple, comprehensive access to generic PrEP, labs, and provider visits w/o 

cost sharing

 Expansion of community access points, including via telePrEP

 Community-driven awareness/demand creation campaigns

 Funds can immediately go toward efforts to build a foundation
 Creation of a comprehensive federal PrEP Pass

 Investment in pilot initiative in a subset of jurisdictions

 Infrastructure that can set the stage for equitable access to long acting 
injectables, other key interventions for marginalized communities (doxy 
PEP, mpox vaccination, syphilis treatment, etc.)

https://publichealth.jhu.edu/departments/health-policy-and-management/research-and-practice/new-policy-proposal-seeks-to-improve-access-to-medications-that-prevent-hiv-infection#:%7E:text=Johns%20Hopkins%20faculty%20and%20colleagues,help%20end%20the%20HIV%20epidemic.


Stay Involved

 Sign up at www.prep4all.org for our email list

 Donate: www.prep4all.org/donate 

 For media, ideas on elevating awareness of the case, and other inquiries email 
Jeremiah@prep4all.org and Michael@prep4all.org 

http://www.prep4all.org/
http://www.prep4all.org/donate
mailto:Jeremiah@prep4all.org
mailto:Michael@prep4all.org
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