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There is fascination of late with the prospect of exercising Bayh-Dole Act “march-in rights,’ Clte AS
primarily as a means of reducing the price of expensive drugs that have been discovered or
developed with federal funds. In recently published pieces in Health Affairs Forefront and
elsewhere, some contend that the intended public health benefits of biomedical public-private ) _
) ) ) ) ) ) i Partnerships Are About Innovation, Not Lower
partnerships will be realized only if the drug prices paid by consumers are reduced prior to S P sl AR Bereent s 15

patent expiry. 2022.

"Effective Biomedical Public-Private

We believe that this rather narrow characterization is wrong. It ignores both the extraordinary DOI: 10.1377/forefront.20220613.170319
impact on innovation that Bayh-Dole has spurred over the four decades since its passage and

the price reductions that occur with the introduction of generic drugs following a period of

market exclusivity.

Before addressing the controversy over march-in rights, it is important to recognize the
inherent value of biomedical public-private partnerships. These collaborations often are the
best way to make meaningful scientific and clinical progress in challenging areas such as
treatments for neurodegenerative disorders. But they must be structured properly to establish
clear goals from the outset that reflect the respective skills and resources of the parties. This
should include aligning incentives, operating under transparent governance and reporting
procedures, and ensuring mutual accountability.

Some believe that you can have your cake, and eat it too, as there is no definitive proof that
innovation will be harmed if prices are substantially reduced. If one or two drugs were made
available at lower prices following the exercise of march-in rights, this would establish a
worrisome precedent; it would not, however, have the deleterious impact that would follow
widespread price cuts in the United States, as would occur under a version of House Speaker
Nancy Pelosi’'s HR 3. While it is impossible to know precisely the adverse impact on innovation
that would follow price cuts (draconian or not), we do know that biopharmaceutical companies
earn the vast majority of their profits in the United States, that venture capitalists invest in high-
risk opportunities only if there is the prospect of a solid return on that investment in the event
of success, and that venture-backed or venture legacy companies (for example, publicly traded
companies that were backed by venture firms in their early years) play a huge role in
discovering_and developing_new medicines.
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In addition, there are a number of studies that bear (at least indirectly) on this question and
suggest that biomedical innovation would be harmed over time by lower prices. For example,
researchers and scholars have found that the 2003 Medicare Part D drug benefit has led to
increased sales revenues and profitability, even with negotiated discounts; that this sales
revenue growth has resulted in a concomitant increase in biopharmaceutical research and
development (R&D)_spending; that biopharmaceutical R&D spending also grows as
expectations of profitability from product pipeline candidates with likely Medicare Part D
coverage becomes evident, and that stock prices reflect this expectation; and that there are
significant increases in biopharmaceutical pre-clinical and clinical spending for those drug
classes that are most likely to be covered by Medicare Part D. Critics contend that
pharmaceutical companies earn too much money, but in fact the industry’s return on equity is
less than the return of many others, including the technology sector. Taken together, these
studies show that reimbursement leads to profits, profits lead to research, and research leads
to new drugs.

The Bayh-Dole legislation (officially, the Patent and Trademark Law Amendments Act of 1980)
was not intended to give the federal government access to low-cost drugs; it was to permit
licensing of publicly funded university research inventions to private enterprises that would
then develop them into commercially useful products. The university retains ownership of the
underlying intellectual property and receives royalties if the licensee is successful. Bayh-Dole
has met with great success, as more than 200 new medicines have been developed and made
available to patients under its aegis in the past four decades.

Importantly, Bayh-Dole march-in rights—which allow the federal government to force licensure
on reasonable terms to a third party—are to be exercised under the law only if the original
licensee has failed to make practical application of the invention, or where public health and
safety needs are not being met. This is why, when the National Institutes of Health (NIH) has
addressed the question of whether it should exercise march-in rights because of the price of a
medicine, it has repeatedly declined to do so:

“We are wary...of forced attempts to influence the marketplace...particularly when such actions
may have far-reaching repercussions on many companies’ and investors’ future willingness to
invest in federally funded medical technologies. The NIH agrees...that the extraordinary remedy
of march-in is not an appropriate means of controlling prices.”

Former NIH Director Dr. Francis Collins has expressed a similar view, noting during a US Senate
Appropriations Subcommittee hearing that the Bayh-Dole statutory language “does not appear
to have really been designed to be utilized in a fashion where the price is the obstacle.”

It is critical to consider the benefits of Bayh-Dole in concert with the development of the
generic drug industry that was spurred by the Drug_Price Competition and Patent Term
Restoration Act of 1984 (Hatch-Waxman) and more recently the Biologics Price Competition
and Innovation Act of 2010 (BPCIA). Underlying each of these statutes was the decision to
provide a period of protection from copying that is sufficiently long to incentivize investment
and allow for a level of profitability that adequately rewards risk taking and funds future
research. One will search the legislative history in vain for any hint that these congressional
actions were taken to fill some perceived gaping hole in the rules established by Bayh-Dole and
impose de facto price controls.

As patent terms and regulatory exclusivities end, most drugs (whether or not discovered with
public funds) face generic competition and prices fall accordingly. In concert, Hatch-Waxman
and BPCIA established the foundational legal basis for the US biopharmaceutical industry.
While one can identify particular cases where product exclusivity extends longer than is
optimal either because of multiple patent filings or settlements of patent disputes with generic
firms, the average period of market exclusivity is only about 12 years. As such, this framework
broadly promotes an equilibrium that supports private investment in innovation as well as
patient access.

Bayh-Dole has spurred an extraordinary collaboration among government, industry, and
academia that has and will continue to foster biomedical innovation. Those who press to apply
its provisions for short-term price reductions are misguided. We should instead continue to rely
on the competitive market forces that are evident upon patent expiry and the accompanying
generic drug approval and launch.
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John Osborn holds a limited partnership interest in a Warburg Pincus fund, which includes
domestic and international health care investments, and through his retirement fund holds
shares of biopharmaceutical companies including Abbott Labs, Johnson & Johnson,
Medtronic, and ThermoFisher Scientific. Osborn is employed by Hogan Lovells, which
represents biopharmaceutical companies in various legal matters. David Beier holds shares in
three biopharmaceutical companies (Amgen, Infinity Pharmaceuticals, and Arcus) and holds
interests in the life sciences sector through a venture fund at Bay City Capital, and from a
Special Purpose Vehicle in Twist Bioscience. The University of California, San Francisco and
the University of Washington have benefitted over the years from out-licensing
biopharmaceutical discoveries to private companies.

Health Affairs Comment Policy

Comment moderation is in use. Please do not submit your comment twice -- it will appear shortly.
Please read our Comment Policy before commenting.

0 Comments Health Affairs @ Disqus' Privacy Policy ﬂ Login
) Favorite m Sort by Best

‘ Start the discussion...
dih

LOG IN WITH OR SIGN UP WITH Disaus (?)

00O

Be the first to comment.

>4) Subscribe Q Add Disqus to your site A Do Not sell My Data DISQUS

Health Affairs

1220 19th Street, NW, Suite 800 TOPICS CONTENT INFORMATION FOR SERVICES & RESOURCES ~ HEALTH AFFAIRS
Washington, DC 20036 Access & Use . Journal Authors Submit.Content About

Costs & Spending Forefront Request For Abstracts Subscribe/Renew Impact Report
T 202 408 6801 COVID-19 Briefs Reviewers Membership Terms & Conditions

Health Equity Events Subscribers Manage My Account Privacy Policy
F 307 654 2845 Health Reform Podcasts Advertisers Purchase Content Jobs At Health Affairs
customerservice@hea/thaffairs.org Leading To Health Collected Works Media News Room Permissions Fellowships

More Topics Funders Alerts Contact Us

Event Attendees Newsletter Sign Up
Advertising Kit

Terms and conditions | Privacy | Project HOPE

Health Affairs is pleased to offer Free Access for low-income countries. Health Affairs gratefully acknowledges the support of many funders.

prOJecf Project HOPE is a global health and humanitarian relief organization that places power in the hands of local health care workers to save lives across the globe. Project HOPE has published

H E PE' Health Affairs since 1981.



https://www.youtube.com/user/HealthAffairsJournal
http://www.facebook.com/HealthAffairs
https://twitter.com/Health_Affairs
https://www.linkedin.com/company/health-affairs
https://www.healthaffairs.org/topic/pt_51
https://www.healthaffairs.org/topic/51
https://www.healthaffairs.org/topic/1882
https://www.healthaffairs.org/topic/1763
https://www.healthaffairs.org/topic/1386
https://www.healthaffairs.org/topic/1528
https://www.healthaffairs.org/topic/83
https://www.healthaffairs.org/topic/223
https://www.healthaffairs.org/terms-of-use
https://www.healthaffairs.org/privacy-policy
https://www.projecthope.org/
https://www.healthaffairs.org/
https://www.healthaffairs.org/about#access
https://www.healthaffairs.org/funders
https://www.projecthope.org/
mailto:customerservice@healthaffairs.org
https://www.healthaffairs.org/topic/3
https://www.healthaffairs.org/topic/83
https://www.healthaffairs.org/covid-19-coronavirus-disease
https://www.healthaffairs.org/topic/1244
https://www.healthaffairs.org/topic/24
https://www.healthaffairs.org/leading-to-health
https://www.healthaffairs.org/topics
https://www.healthaffairs.org/journal/hlthaff
https://www.healthaffairs.org/forefront
https://www.healthaffairs.org/briefs
https://www.healthaffairs.org/events
https://www.healthaffairs.org/podcasts
https://www.healthaffairs.org/collected-works
https://www.healthaffairs.org/help-for-authors
https://www.healthaffairs.org/request-for-abstracts
https://www.healthaffairs.org/help-for-reviewers
https://www.healthaffairs.org/help-for-subscribers
https://www.healthaffairs.org/advertisers
https://www.healthaffairs.org/media-news-room
https://www.healthaffairs.org/funders
https://www.healthaffairs.org/events
https://www.healthaffairs.org/submit
https://subs.healthaffairs.org/ha_land
https://www.healthaffairs.org/membership
https://www.healthaffairs.org/action/showPreferences?menuTab=AccountInfo
https://www.healthaffairs.org/help-for-subscribers#singlesales
https://www.healthaffairs.org/permissions
https://www.healthaffairs.org/action/showPreferences?menuTab=Alerts
https://healthaffairs.activehosted.com/f/67
https://www.healthaffairs.org/advertisers
https://www.healthaffairs.org/about
https://www.healthaffairs.org/health-affairs-impact-report-2021
https://www.healthaffairs.org/terms-of-use
https://www.healthaffairs.org/privacy-policy
https://www.healthaffairs.org/jobs
https://www.healthaffairs.org/health-affairs-fellowships
https://www.healthaffairs.org/feedback/show
https://www.healthaffairs.org/topic/51
https://www.healthaffairs.org/topic/1882
https://www.healthaffairs.org/topic/1763
https://www.healthaffairs.org/topic/1386
https://www.healthaffairs.org/topic/1528
https://www.healthaffairs.org/topic/83
https://www.healthaffairs.org/topic/223
https://www.healthaffairs.org/do/10.1377/hauthor20220610.7289/full/
https://www.healthaffairs.org/do/10.1377/hauthor20190124.260357/full/
https://www.nejm.org/doi/full/10.1056/NEJMp2117102
https://www.healthaffairs.org/do/10.1377/forefront.20220331.198909/full/
https://www.latimes.com/business/story/2022-02-10/xtandi-pricing-prostate-cancer-drug
https://www.speaker.gov/LowerDrugCosts
https://peterkolchinsky.com/readmore
https://lifescivc.com/2016/10/exploring-company-contributions-origination-new-medicines/
https://www.cbo.gov/publication/57126
https://www.aeaweb.org/articles?id=10.1257/aer.100.1.590
https://www.healthaffairs.org/doi/10.1377/hlthaff.20.5.216
https://www.researchgate.net/publication/228629790_The_incidence_of_the_Medicare_prescription_drug_benefit_using_asset_prices_to_assess_its_impact_on_drug_makers
https://www.sciencedirect.com/science/article/abs/pii/S0047272712001119?via%3Dihub
https://www.forbes.com/sites/johnlamattina/2018/01/23/about-those-soaring-pharma-profits/amp/
https://www.govinfo.gov/content/pkg/USCODE-2011-title35/html/USCODE-2011-title35-partII-chap18.htm
https://morningconsult.com/opinions/how-bayh-dole-act-facilitates-development-coronavirus-therapies/
https://www.ott.nih.gov/sites/default/files/documents/policy/cellpro-marchin.pdf
https://pink.pharmaintelligence.informa.com/PS079921/NIH-Reluctant-To-March-In-Collins-Suggests-Authority-Not-Intended-To-Address-Pricing-Concerns
https://www.govinfo.gov/content/pkg/STATUTE-98/pdf/STATUTE-98-Pg1585.pdf
https://www.fda.gov/drugs/guidance-compliance-regulatory-information/implementation-biologics-price-competition-and-innovation-act-2009
https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2109854
https://www.healthaffairs.org/personalize/addFavoritePublication?doi=10.1377/forefront.20220613.170319
https://www.healthaffairs.org/do/10.1377/forefront.20220613.170319#
https://www.healthaffairs.org/action/showCart?FlowID=1
https://www.healthaffairs.org/action/showLogin?uri=%2Fdo%2F10.1377%2Fforefront.20220613.170319
https://www.healthaffairs.org/
https://www.healthaffairs.org/search/advanced

