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In approaching the subject of how government can 
foster meaningful pharmaceutical innovation, it’s 
worth touching upon the idea of “free markets.” It 

is through the mechanism of the free market, along-
side the essential foundational research carried out by 
organizations like the National Institutes of Health 
(NIH), that the most effective and powerful medical 
innovations arise. And through those same mecha-
nisms of free markets, medications ultimately become 
affordable. The imperative should be to see how the 
United States government can support effective and 
healthy markets in the pharmaceutical industry, guar-
anteeing quality and safety while assuring that com-

petition pushes firms to produce truly transformative 
therapies.

Such a goal is easier said than done. One of us (RF) 
has written elsewhere about the way current dynam-
ics within the industry and within current intellectual 
property and regulatory regimes undermine the power 
of the markets to produce innovative medicines and 
bring down prices.1 We see this dynamic in Professor 
Kesselheim’s work outlining the rising prices of new 
medications that offer little additional therapeutic 
benefit to patients. The pattern is, in part, a result of 
market and regulatory structures that encourage brand 
companies not to innovate but to rely on existing work, 
protecting products in hand. It is more profitable to sell 
an old drug to a new market or in a new variation than 
to put in the work of making something new. 

The behavior is unsurprising, reflecting industry 
incentives. Nevertheless, policy makers can adjust 
existing incentives to better align the industry’s inter-
ests with society’s. An alignment of interests in this 
vein was the original purpose of the patent system and 
of landmark pharmaceutical legislation, such as the 
Hatch-Waxman Act. These initiatives were designed 
to encourage innovation, offering rewards to innova-
tors not as recompense for effort but insofar as they 
ultimately produce social benefit.

The question, then, is how we encourage healthy 
free markets in which innovative activity can mani-
fest. Many fruitful proposals require legislative action, 
yet the power of pharmaceutical lobbying makes such 
reform challenging. This is not to suggest that we 
abandon legislative reform efforts such as Professor 
Kesselheim’s call to afford Medicare a wider capacity 
to negotiate fair drug prices. What is challenging is not 
necessarily impossible. In addition, however, individ-
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ual agencies, such as the NIH, have the capacity within 
their mandates to make changes that do not require 
legislative overhaul. 

Professor Kesselheim describes the critical role 
played by the NIH in the development of pharma-
ceuticals. The analyses he cites are compelling and 
illuminating, and we particularly echo the call for 
increased funding. A recent report by the Senate 
Health, Education, Labor, and Pensions (HELP) com-
mittee similarly drew attention to both the essential 
role that scientists at the NIH played in the develop-
ment of a number of medications, as well as to the 
high prices at which those same medications are sold 
to United States patients when they reach the market.2 

Such prices, in most cases, far exceed those in other 
developed countries. The HELP committee staff rec-
ommended that the NIH return to a briefly explored 
strategy of including reasonable pricing provisions in 
their licensing agreements.3

The NIH first introduced reasonable pricing provi-
sions into their licensing agreements in 1989 follow-
ing controversy surrounding the high price of some 
government-funded drugs hitting the market.4 The 
agency stopped putting in such provisions several 
years later, following industry claims that such pro-
visions discouraged industry partnerships with the 
NIH.5 In addition to the HELP Committee’s calls to 
reintroduce reasonable pricing provisions, others 
have urged the NIH to fund studies of expensive drugs 
already on the market that would assess lower, shorter 
duration, or less frequent dosing as well as evaluate 
less-expensive alternatives.6 In addition to this pano-
ply of ideas, we suggest the NIH deploy what one of the 
authors has called “free market” provisions, aimed at 
reducing anticompetitive behaviors. The same author 
has written broadly about this concept in the context 
of university licensing agreements,7 but the govern-
ment’s power to ensure appropriate market behavior, 
as well as its responsibility to ensure an appropriately 
functioning free market, is far greater than that of uni-
versities. For both reasons, the NIH license provisions 

could be drafted to require that companies licensing 
patents from the NIH refrain from certain anticom-
petitive behaviors that would move the industry fur-
ther from a free and fair market.

For example, patents are designed to provide a time-
limited period in which innovator companies have 
the opportunity to obtain a return on their invention 
through the ability to exclude others from the market. 
Enshrined in the constitutional language is the notion 
that patents should come to an end.8 Competitors 
should then enter the market and drive prices down 
to competitive levels. The modern reality, however, 
has deviated far from the ideal, and companies have 
become adept at extending their periods of market 

protection. Techniques include making minor modi-
fications to patented inventions, obtaining new pat-
ents or piling protections onto existing ones. In fact, 
78% of drugs associated with new patents are not new 
drugs coming on the market but existing ones.9 

These pile-on patents can be of questionable 
validity. Those who challenge secondary or tertiary 
patents typically win when Hatch-Waxman litiga-
tion is carried to completion,10 and roughly 90% of 
litigated FDA Orange Book patents are secondary or 
tertiary patents.11 Challenging a patent absorbs time 
and resources, however, creating a drag on generic 
competition. 

Additional anticompetitive behaviors by brand 
companies include introducing their own generic ver-
sions of drugs, known as authorized or captive gener-
ics. Captive generics have the effect of keeping generic 
prices higher, rather than bringing prices down.12 They 
also deter generic entry by cutting into the potential 
profits of the generic entrant. Other smaller, but no 
less potent, attempts to interfere with new market 
entrants include the filing of frivolous citizen petitions 
against a generic drug or refusing to provide drug 
samples to generic manufacturers.

Markets thrive on information, and a free-market 
environment must ensure an appropriate flow of 
information so that competitors can both prepare to 

The claim that price terms negotiated between parties might constitute 
a trade secret is highly suspect under trade secret doctrine for numerous 
reasons, including that it defies the notion of a negotiation. For example,  

if the idea is that price is developed through adverse negotiation between the 
pharmaceutical company and the middle-players, how can price constitute 
something developed and owned by the pharmaceutical company alone?
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enter the market and obtain traction once they enter. 
Current pharmaceutical markets fall short on these 
measures, again, due to strategic behaviors that have 
been allowed to flourish. The problem manifests in 
two contexts, both related to overreaching claims of 
protection for trade secrets and confidential informa-
tion. First, companies claim to have trade secret pro-
tection over price and pricing terms, casting a dark 
shadow over the drug distribution system in which 
middle-players, such as pharmacy benefit managers 
(PBMs), negotiate for rebates. The claim that price 
terms negotiated between parties might constitute a 
trade secret is highly suspect under trade secret doc-
trine for numerous reasons, including that it defies the 
notion of a negotiation.13 For example, if the idea is 
that price is developed through adverse negotiation 
between the pharmaceutical company and the middle-
players, how can price constitute something developed 
and owned by the pharmaceutical company alone? 
And if the idea is that the price is developed as a joint 
invention of the middle-players and the pharmaceuti-
cal companies, the concept is even more strange. How 
can the middle-players claim to be representing the 
interests of health plans in the negotiations if they also 
claim that the negotiation is an invention session with 
the other side? Worse yet, if price terms are a trade 
secret, companies could not offer the same terms to 
other middle-players or health plans without risking 
that the “secret” becomes widely known among them, 
which would dissolve the trade secret protection. 

Second, the patent system and the related regulatory 
regimes are predicated on providing sufficient infor-
mation for competitors so that when the protection 
ends, competitors can readily enter the market. The 
Patent Act requires that patents teach those skilled 
in the art how to make and use the invention.14 Simi-
larly, the Hatch-Waxman Act and the Biologics Price 
Competition and Innovation Act created pathways for 
rapid entry of follow-on drugs in which generic and 
biosimilar companies can use the safety and efficacy 
data developed for the brand reference product with-
out having to subject patients to a new round of clini-
cal trials. With biologic medicine, however, companies 
have managed to avoid the openness dictated by all of 
these legislative initiatives.15 Some patents on biolog-
ics provide no more than ranges for critical aspects of 
making the drug, such as temperature and concentra-
tion, or even a wide variety for the type of host cell — 
bacterial, mammalian, yeast, and insect — in which 
a drug might be produced, without identifying what, 
specifically, manufactuers need to do to make the 
drug. It is a little like saying, “gather materials; figure 
out what works; good luck!” Similarly, companies have 

been able to delay providing clinical trial information 
or to convince the FDA to provide the information in 
summary only. All of these strategic behaviors raise 
the barriers to competition and interfere with the free 
market that should prevail when patents expire.

NIH free-market licensing could help alleviate the 
problems described above. Such licensing could focus 
on downstream products or activities eventually devel-
oped as a result of the insights garnered through gov-
ernment funding. Requirements could include that 
relevant companies refrain, in appropriate circum-
stances, from secondary patenting activities, captive 
generics, and “citizen” petitions. Licenses also could 
require companies to provide adequate pricing, clini-
cal trial, and manufacturing information through the 
appropriate mechanisms. 

While reforms related to pricing address the symp-
toms of inappropriate market power, free-market 
licensing provisions address the root of the problem 
itself. If the NIH can help foster a more vibrant free 
and fair market, competition itself can lead to pricing 
reform. If, however, brand companies persist in lim-
iting the generic market, meaningful price decreases, 
sometimes as great as 95%,16 will remain out of reach 
for many drugs. Moreover, the capacity for true inno-
vation as imagined by our nation’s founders, through 
the widespread dissemination of technology in the 
pubic domain, will continue to elude us. 

Disclosure
Professor Feldman and her husband have funds that are invested 
through Goldman Sachs in stocks across a range of public compa-
nies. They do not direct or participate in the choice of stocks which 
may, at times, include companies with interests in the pharmaceu-
tical industry.
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