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|. INTRODUCTION

1. Until recently, medical procedures! were rarely patented.? Today, however, one
attorney estimates that as many as fifteen medical procedures are patented every
week.3 Some attribute the trend to economic problems.4 This trend has led at least
four major medical specialty groups to take stands against the practice, and one
has gone so far as to declare it unethical.> The American Medical Association
(“AMA") House of Delegates voted in June 1994 to condemn the patenting of
medical and surgical procedures.¢ The AMA House of Delegates also directed the
AMA to urge the federal government to outlaw the practice.”

2. Recently, Dr. Samuel Pallin, who holds a patent on a procedure for performing
cataract surgery without sutures,8 initiated what legal experts think is the first
American patent infringement suit involving a medical procedure patent and a
physician defendant.? If he prevails in court, Dr. Pallin plans to charge
ophthalmologists nationwide a royalty for using his procedure.10 If the estimates
are correct that up to half of all cataract procedures performed in the United States
involve Dr. Pallin’s technique, a decision in Dr. Pallin’s favor could result in a
significant cost increase to patents and the health care system in general.!’

3. Section Il of this Note describes the law on the patentability of medical procedures
in the United States and abroad. Section Il discusses the costs and benefits of
granting medical procedure patents. The Note argues that the costs of granting
such patents outweigh the benefits, and that patent policy does not justify granting
monopolies on medical procedures. Section IV argues that Congress should amend
the patent statute to exclude medical procedures from the definition of patentable
material.

[I. LAW IN THE UNITED STATES AND ABROAD
A. United States

4. Historically, the medical profession has distrusted “patent medicines” and has
considered patents on medical inventions to be contrary to the philanthropic nature
of the physician’s profession.12 Early patent decisions reveal a similar hostility to
medical patents among the courts.!3 In 1862, the New York Circuit Court held in
Morton v. New York Eye Infirmary'4 that the patentee’s claimed invention of a
procedure for performing surgical operations with the use of ether was
unpatentable because both ether and the process of inhaling vapors were old.!5
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Although the court’s rationale seems to have rested on the traditional rule that no
patent may issue for the discovery of a new but analogous use of an old product,
the case referred to the “natural functions of an animal.”1¢ This language has
given rise to the notion that medical and surgical procedures used to treat the
human body are not patentable processes.!”

5. The United States Patent and Trademark Office (“Patent Office”) adopted this
position in Ex Parte Brinkerhoff.18 Brinkerhoff claimed a procedure for treating
piles that involved the use of certain instruments upon which the applicant had
already obtained a patent.!? The Commissioner of Patents stated categorically that
“the methods or modes of treatment of physicians of certain diseases are not
patentable.” The Commissioner relied on the Morton case but stated more clearly
another rationale for excluding medical procedures — the uncertainty that any
medical procedure would achieve the desired result.20

6. Although in Dick v. Lederle Antitoxin Laboratories?! the District Court for the
Southern District of New York upheld a patent on a skin test for detecting the
susceptibility of humans to scarlet fever, in Martin v. Wyeth, Inc.,?2 the District
Court for the District of Maryland noted that medical procedure patents might be
inconsistent with public policy.23 The case involved a patent on a procedure for
treating mastitis in milk cows.24 Although the parties did not argue the issue of
whether a medical or surgical procedure was within the statutory class of
patentable subject matter, the court stated that

[{]he professional ethics of doctors and surgeons are more consistent
with the widespread use of their medical and surgical discoveries for
the benefit of mankind than in obtaining a monopoly to control their
discoveries for personal commercial advantage. In this respect it
would seem also that public interest is here involved.2>

7. Recent Patent Office decisions have retreated from the per se rule of Brinkerhoff. A
number of Patent Office decisions have distinguished Brinkerhoff and have upheld
claims for procedures that act upon the human body.26 In 1954, in Ex Parte
Scherer,27 the Patent Office Board of Appeals overruled Brinkerhoff’s exclusion of
all medical treatment procedures.28 Scherer involved a claim for a new procedure
for injecting medication with a pressure jet.2? The Board stated that the desired
result — the injection of fluid to an accurate depth — was achieved by a specific
series of acts that were not dependent in any way upon the psychological and
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physiological reactions of the human body, but involved only the purely physical
characteristics of the human flesh.30 The Board distinguished the claim in Morton
as one involving old procedures and materials in which the novelty consisted solely
of the discovery of the effects produced.3! The court stated further that uncertainty
of results — the reason for the decision in Brinkerhoff — was not a basis for
denying the patentability of all medical procedures, and that the issue was more
properly considered under the question of utility.32

8. Scherer, however, is a Patent Office decision that serves as precedent only within
the agency. Moreover, the opinion deals with an injection technique that does not
depend on the physiological reactions of the human body. As a result, Scherer is
limited to its context and cannot be considered persuasive authority for the
patentability of medical and surgical procedures generally.33

B. GATT and NAFTA

9. Under the General Agreement on Tariffs and Trade (“GATT”) and the North
American Free Trade Agreement (“NAFTA”), member states are allowed to exclude
medical procedures from patentability.34 GATT provides that “[m]embers may ...
exclude from patentability diagnostic, therapeutic and surgical methods for the
treatment of humans or animals.”35 NAFTA explicitly provides that “[a] Party may
... exclude from patentability diagnostic, therapeutic and surgical methods for the
treatment of humans or animals.”36

C. Abroad

10.  Many foreign countries, including Britain and Canada, ban medical procedure
patents. Section 1(1)(c) of the United Kingdom Patents Act of 1977 provides that
patents may be granted only for an invention that is capable of “industrial
application.”37 Sections 2(6) and 4(2) provide that an invention comprising a
procedure for treating the human body is not capable of industrial application and
therefore is not patentable.

11.  Section 2 of Canada’s Patent Act states that “invention means any new and useful
art, process, machine, manufacture or composition of matter, or any new and
useful improvement in any art, process, machine, manufacture, or composition of
matter.”38 In Tennessee Eastman Co. et al. v. Commissioner of Patents3 the
Supreme Court of Canada held a medical procedure unpatentable because it was
not an invention as defined in section 2 of the Patent Act.40
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Ill. ECONOMIC RATIONALE AND PATENT POLICY

12.  In determining whether medical procedures should be patentable, the proper
question is whether a grant of patents is justifiable in light of patent policy, which
in turn depends upon the economic benefits a patent monopoly would confer upon
society. The patent system’s sole constitutionally mandated goal is “to promote the
Progress of ... useful Arts.”41 Congress chose to achieve this goal by granting a
seventeen-year monopoly to inventors who disclose their discoveries.42 A patent
grant is a legal monopoly exempt from the prohibition against monopolization
under antitrust law.43 Although patent law is an exception to the general rule in
favor of competition, it shares with antitrust law the central purposes of maximizing
allocative efficiency (producing what consumers want) and maximizing productive
efficiency (producing these goods using the fewest scarce resources).44

A. Invention and Innovation

13.  The patent process involves both invention and innovation. An invention is the
practical implementation of an inventor’s idea.45 Invention is more than a concept
but less than the fully developed product or process first offered for sale to
customers.4¢ Innovation is the functional version of an invention, the version first
offered for sale.4” A patent grant is constitutionally justified only to the extent that it
increases invention and innovation consistent with overall allocative and
productive efficiency.

14.  Courts and commentators generally agree that the patent system is designed
primarily to serve the public interest by creating economic incentives for the
development and disclosure of new technology, and for investment in innovation.48
This “public interest” theory of patent law views the public benefit of inventions as
the primary goal of the patent system, and the reward of inventors as merely a
secondary means to that end.4? Because patents are privileges conditioned upon
public purpose,0 the utility of a patent is properly analyzed ex post, after it exists,
and the public interest assessed by examining the product’s use.>!

B. The Incentive-to-Invent Theory

15.  The economic model, also known as the “incentive-to-invent” theory, which some
commentators believe has supplanted the public interest model, examines the
inventor’s incentive to expend resources upon innovative activity.>2 The economic
model asserts that an investment will be made only when there is the expectation
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of receiving a patent.53 This evaluation is conducted ex ante.%4 Under the
incentive-to-invent theory, if competitors are free to copy an invention, competition
will drive prices down to the level of the inventor’s marginal cost, at which point
the inventor recovers the manufacturing cost of each unit but receives no return on
his original investment in research and development.>> As a result, if competition
prevents the inventor from recouping his investment, his incentive fo invent and
innovate vanish.5¢ Lack of protection from such competition may significantly delay
the implementation of socially beneficial inventions, or may prevent them entirely
from being invented and developed.

16.  Economists have challenged the incentive-to-invent theory on several grounds. First,
the theory rests on the dubious assumption that the invention would not exist but for
the efforts of the inventor who receives the patent. If another inventor might have
produced the invention, a grant of monopoly power to the first inventor may be
inappropriate.5” Second, subjecting new inventions to monopoly control restricts
their use and reduces the social benefits they provide. Granting patent monopolies
restricts output, raises prices, and may prove unnecessary for stimulating invention.
Alternative incentives to invest in research, such as the firstmover advantage and
competition with technological rivals may be sufficient.58 What these criticisms of
the incentive to invent theory have in common is the view that the public benefit is
maximized when incentives to invent are provided at the lowest possible cost — at
the point below which innovations will be achieved without a monopoly.°?

C. The Incentive-to-Innovate Theory

17.  Incentives to invent should be distinguished from incentives for companies to invest
in innovation. Rewards other than a patent monopoly may provide significant
independent incentives to invest without the costs associated with patent
monopolies.60 These incentives are inherent in the professional norms and self-
image of the scientific community.61 The reward for successful research is the
acknowledgment and acclaim of one’s peers, such as first publication of a new
discovery in a peer-reviewed journal or nomination for an international award.¢2
Other rewards exist, such as research grants, academic tenure, or laboratory
directorships.63 Assuming the amount of funding available to medical researchers
remains the same, the current volume of medical research should not diminish by
any significant degree in the absence of the economic incentive provided by
patent monopolies.
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18.  The “incentive-to-innovate” theory recognizes that inventions may require
considerable further investment beyond mere discovery before commercial
exploitation becomes possible. The term “innovation” refers to the necessary steps
between inventing a product or process and bringing it to market.®4 In contrast to
incentives to invent, incentives for firms to invest in innovation are likely to diminish
greatly in the absence of patent monopolies. In the case of basic products,
investments in product development might be recouped by sales. Where the initial
investment in development is great, however, as with pharmaceuticals, firms are
unlikely to invest in research absent a potential patent award. In the case of
processes, the only financial incentive — other than a patent grant on the process
itself — is a patent grant on a product necessary for the performance of the
process.

D. The Necessity of Balancing Social Costs and Benefits

19.  For new techniques that would not exist but for patent protection, the social and
economic benefits of conferring a patent monopoly outweigh the costs.6> On the
other hand, for procedures that would have been developed even if a patent were
not available, society pays a price for a benefit it would have received without the
grant of the patent monopoly and the resulting monopoly price.®¢ In such cases,
patent policy does not justify the cost of the monopoly.¢”

20.  On a micro level, the actual impact of medical process patents is a function of the
cost and the demand for the medical procedure.68 When the cost of inventing and
developing a procedure is low, and the demand for the procedure high, the case
against patenting the medical procedure is strong.? Demand represents the price
that society must pay for the patent grant. The greater the demand, the higher the
cumulative royalty fees society as a whole must pay to the patent-holder. When the
price to society of the patent grant exceeds the cost of bringing the procedure to
consumers, the patent grant can no longer be justified. On the other hand, when
the costs of inventing and developing a procedure are high but the demand for the
procedure is low, the objection to patentability is weaker.”0

21. In addition to considerations of economic efficiency and patent policy,
humanitarian concerns should also be considered. Public health considerations
should be ranked higher than the internal consistency of patent law.”T As between
property rights and human health and well-being, clearly the choice should be in
favor of increasing the availability of medical innovations, safeguarding patient
privacy, and openly sharing research methodology.”?2
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22.  Whether medical procedures should be patentable depends on whether granting a
patent monopoly will bring more inventions to consumers more efficiently. Patent
monopolies for medical procedures are only justifiable when the benefits of
increased invention and innovation attributable to the promise of patent
monopolies outweigh the total monopoly costs of all patented medical procedures.
In calculating total monopoly costs, it is important to include those inventions and
innovations that would not have been developed absent the promise of a patent
monopoly.

IV. COSTS AND BENEFITS OF MEDICAL PATENTS
A. Costs of granting medical procedure patents

1. Opposition From Within the Medical Profession

23.  Opponents of patents of medical procedure claim that patenting corrupts the art
and science of medicine.”3 They argue that doctors have an ethical obligation to
disseminate innovations and inventions without charge.”4 They further claim that
when patents take several years to issue, it is in the inventor’s interest to keep the
innovation secret during that period.”> They argue that some physicians may
prefer to use their patents in order to be the exclusive providers of a particular
treatment,”¢ thereby denying access to that treatment to many patients. Efforts to
collect royalties and the high cost of patent litigation could also add to the nation’s
already enormous health care costs.””

24. Medical procedure patents have given rise to a rigorous debate in the medical
profession.”8 A notorious example is the patenting of the surrogate embryo
transfer (“SET”) procedure, which enables a woman who is infertile or has a
genetic disorder to bear a child fathered by her husband.”? A research team led
by John E. Buster, M.D., a professor at the University of California at Los Angeles
(“UCLA") Medical Center, developed the procedure.80 Research on the technique
was funded by Fertility & Genetics Institute (“FGR”), a privately held Chicago-
based company.8! Ervin E. Nichols, M.D., Director of Practice Activities at the
American College of Obstetrics and Gynecology, said he was astounded by the
patenting of SET.82 He called it “an almost unheard of precedent in medicine,”
which means “that any time anybody develops a new and different technique, ... it
would be patented, and then nobody else could do it unless they had a license.”
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25.  The AMA argues that the use of medical procedure patents could impede the free
flow of information on new treatments that is the hallmark of the medical
profession.83 Dr. John Glasson, Chair of the AMA Council on Ethical and Judicial
Affairs, states that physicians who develop new and better treatments have shared
those treatments with colleagues by presenting them at scientific sessions and
publishing them in medical journals.84 He contends that the system continues to
provide adequate incentives for innovation and the sharing of new techniques.85

26.  Betty Anderson, Associate General Counsel of the AMA, takes the position that
any medical process patent commercializes medical procedures to the detriment of
the public interest.8¢ She claims that the medical profession has always favored
widespread dissemination of anything that would be beneficial to patients.8” The
AMA House of Delegates88 and several other physician groups8® have passed
resolutions urging Congress to bar medical procedure patents.

27.  The position of the American Academy of Ophthalmology (“AAQ”) is similar to
that of the AMA. lts position is that medical procedure patents are contrary to one
of the fundamental tenets of medicine, that physicians have an obligation to share
their knowledge and skills for the benefit of humanity. This tradition of sharing
enhances patient care, leads to the early evaluation of new technologies, and
permits the rapid dissemination of improved techniques.?0 Medical procedure
patents will add extensive costs to the process of bringing new procedures to
medical diagnosis and surgery.?!

28.  Applying royalties or licensing fees to medical procedures could also add
significantly to health care costs.?? Furthermore, the safety and effectiveness of
medical procedures should be closely studied by the profession at large. Criticisms
and recommendations published in scientific journals should be used to establish a
procedure’s worth.?3 Patenting circumvents this process.

2. Enforcement Costs
a. Royalties and Licensing Fees

29.  One argument against patenting medical procedures is that transaction costs make
these patents difficult and expensive to enforce.?4 But changes in the structure of
doctors’ practices are making the use of procedures easier to monitor.?° Insurers,
group practices, and health maintenance organizations (“HMOs") often have
sophisticated systems for gathering data on procedures used by doctors,?¢ thereby
reducing the enforcement problem.
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If royalties become easier to collect, physicians might be less resistant to medical
procedure patents.?” The growth of managed care will make this possible.?8 A
physician working as a salaried employee for a large HMO will be less concerned
with whether the HMO pays a royalty on both a medical procedure and a medical
device.?? The transaction costs will also decrease because the legally sophisticated
HMOs will handle the paper work.

b. The Problem of Injunctive Relief

The issue of injunctions is also problematic in cases involving medical procedure
patents because public health is involved in a majority of these cases. Generally,
an injunction will issue when patent infringement is likely.100 Injunctive relief,
however, is discretionary and may be refused if the court determines that injunctive
relief will harm the public.10T The public interest defense, however, has been
significantly weakened by the United States Court for the Federal Circuit. In Shiley,
Inc. v. Bentley Laboratories, 102 the Federal Circuit found that the fact that removing
an infringing blood oxygenator from the market might have an adverse effect on
candidates for surgery was insufficient grounds for denying an injunction.103 The
court did, however, delay the effect of the injunction for six months to minimize
problems for hospitals required to change their systems.104 In the case of medical
procedure patents for which no substitutes exist, it is unclear whether the court
would issue an injunction at all. In light of the court’s willingness to delay an
injunction for six months because of public health concerns, it is doubtful that it
would grant an injunction when a life-saving medical procedure without a readily
available alternative was involved.

An injunction forces physicians to choose between abiding by their ethical
obligation to heal and their legal obligation to respect the patent rights of others.
Many physicians may choose to ignore injunctions.

c. Decreased accessibility to health care

Medical procedure patents may deprive patients of access to the best medical
treatments because either the patent-holder refuses to license the treatment to
certain physicians, the patent-holder charges an exorbitant licensing fee for the
treatment, or transaction costs are high.105 As discussed in Section IV.A.2.a.
above, high transaction costs should not be an issue if an enforcement mechanism
for royalties exists. The first two issues, however, continue to be problems.
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A patentee may elect not to grant licenses to research competitors for three
reasons. 106 First, the patentee may want to suppress the invention in order to
bolster its position in a related market.197 Second, the patentee may fear that
licensed use of the patented invention in further research will facilitate inventing
around the patent, thus undermining the future value of the patent.108 Third, the
patentee may wish to preserve exclusivity in subsequent research in order to
maximize future claims of priority of discovery for purposes of both intellectual
property law and scientific credit.10?

Proponents of patenting medical procedures argue that the profit motive will give
the inventor an incentive to make the medical procedure available to all qualified
physicians. 10 This proposition is questionable, especially in light of the case of
the drug AZT, where the manufacturer charged such high prices that the majority
of the patients infected with the HIV virus could not afford the treatment. 111

A system of compulsory licensing could be imposed to alleviate the problem of
patent-holders who refuse to license the rights to use their procedures.!12
Compulsory licensing might reduce the incentive to invent and innovate because
the potential patentee is no longer guaranteed the freedom to charge a monopoly
price.

One commentator, however, argues that other factors, such as cost, patient
populations, geographical location, institutional biases, and payment methods,
already serve to deny access to technological improvements.!13 Because not all
patients have access to all technologies at the outset, the potential effect of medical
process patents would be inconsequential in light of these other factors. 114

The effect of medical process patents is perhaps inconsequential up to this point.
This is mainly due to the fact that most patents issued to date are not considered
basic health care requirements.15 The current situation is likely to change
depending on the outcome of Dr. Pallin’s lawsuit. If he wins in court, a flood of
medical process patents and infringement suits is likely, many possibly involving
basic health care requirements.

Simply arguing that there are other factors that deny patients access to these
procedures and that medical procedure patents are only one factor contributing to
this process is unsatisfactory. In formulating policy, Congress should seek to reduce
health care problems by increasing access, not reducing it. The crucial question
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must be whether granting medical process patents will increase total public access
to better health care.

d. Distortion of traditional norms of research

The scientific community encourages researchers to disseminate research results
through publication.!1¢ Publication rewards those who make original contributions
by conferring professional recognition.!1” This emphasis on originality creates
pressure to publish as quickly as possible in order to avoid preemption by others
who are conducting research on the same problems.118 The patent system
however, distorts this traditional incentive structure.

35 U.S.C. § 102(b) precludes a patent from issuing where “the invention was ...
described in a printed publication ... or in public use ... more than one year prior
to the date of the application for patent.”!1? To preserve their patent rights,
physicians might choose not to share their inventions. Consequently, allowing the
patenting of medical procedures may retard traditional incentives for the
development of new medical knowledge.120 In addition, if physicians seek
patents, a potential for bias in reporting research will be created in both in the
professional literature and in the popular press. 12!

Once an inventor files a patent application, the inventor may publish the research
results without impairing the prospects for patent protection on the inventions
claimed in the patent application.122 Notwithstanding the disclosure requirement
of the patent laws, patent disclosure may occur considerably later than disclosure
motivated solely by scientific norms and rewards, for two reasons.!23 First, patent
applicants who are uncertain whether their inventions are patentable may choose
to defer publication until a patent actually issues.!24 Second, the Patent Office may
take several years to issue a patent, slowing the dissemination of information to the
scientific community.125 Under the letters of agreement signed on August 16,

1994 between the United States and Japan, any U.S. patent filed after January 1,
1996 will be made publicly available 18 months after its first priority date. This
agreement will hasten the publication process, but an 18 month delay will still
occur between the date of the invention and its publication.

For the most part, scientific research for the most part relies on many prior
discoveries. 26 If researchers need to obtain licenses from prior inventors on
whose work they build, royalties and transaction costs could quickly increase.127
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Although scientists performing research using a patented procedure could claim
the experimental use defense, granting a patent will have a deterrent effect on
research outside the scope of the experimental use protection. Subsequent
research that is arguably within the exception will also be deterred because the
scope of the exception is unclear. 128

Among academic researchers, the ideal is free access to information. 129
Communal ownership of information fosters key elements of academic
research, 130 minimizes regulatory costs through effective peer review of freely
published results, 31 and promotes the rapid and efficient dissemination of socially
beneficial information through neutral academic publications.132 The promise of
potentially great financial reward seriously jeopardizes the willingness of
researchers to cooperate with others in the development of competing or related
research for fear of losing future patent rights. 133

Private funding also will distort the research agenda of the scientific community.134
If patents begin to issue on a large scale for medical procedures, research will
focus more on what is profitable for the private funding sources and less on what
society deems valuable.

Restricting information from peer review circumvents an important regulatory
function. Patenting restricts “independent, unbiased evaluation by other
investigators who might be denied a license to confirm or refute the observations
of the group having the patent.”135 For medical processes this is critical, because
unlike drugs and devices that require pre-market testing by the Food and Drug
Administration, “no independent agency has authority over the safety and efficacy
of medical procedures.”136

e. Effect on physician-patient relationship

Some commentators have questioned the impact that medical procedure patents
will have on the physician-patient relationship.137 Their main concerns are that
diffusion into the clinical context will be delayed, 38 patient costs will rise, a
physician’s choice of appropriate diagnostic and therapeutic techniques will be
limited, 13? and the privacy of the physician-patient relationship will be
compromised. 140

If a procedure is patented, a physician’s choice is limited in that the physician must
become a licensee or refer the patient to another physician who is a licensee. The
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effect of the patent on the physician’s use of the procedure depends on the cost,
availability, and ease of the licensing procedure.!41 The latter will become a
nonissue if the problem of licensing is alleviated, as discussed above in Section
IV.A.2.a. If a physician pays to become a licensee of a patented technology, the
physician will have an interest in recovering his or her opportunity costs by
promoting the licensed technology as frequently as possible.142 This incentive
destroys the physician’s position as a neutral health care provider who selects the
best treatment for the patient.

Requiring a physician to report to the patent holder each use of the patented
procedure might intrude into the confidentiality of the physician-patient

relationship, 143 although it should be noted that other entities require disclosure as
well. 144

B. Benefits of granting medical procedure patents

1. Increased dissemination of medical advances

Proponents of medical procedure patents argue that patenting encourages
dissemination of medical advances.45 Holders of several controversial medical
procedure patents say they sought patents only after their attempts to seek
traditional recognition failed. 146 Dr. George Lundberg, Editor in Chief of the
Journal of the American Medical Association (“JAMA"), however, dismisses the
lack of a publishing outlet as a motivation for seeking a patent, pointing out that
thousands of peer-reviewed scientific and medical journals around the world
provide an outlet for those who desire to publish.147

Holders of medical procedure patents argue that they profit deservedly from their
contributions to medicine.!48 They argue that patenting a medical technique is no
different from patenting a new drug or a surgical instrument.14? They insist that
any extra costs will be vastly outweighed by the benefits of disseminating medical
innovations. 150

2. Incentives to innovate

Some patent experts say that exclusive rights are an important incentive for
developing new techniques.!>! They argue that a patent award is often necessary
to attract private research funding.12 In the case of the SET patent, Dr. Buster said
he was unable to obtain alternate funding for the research. 53 Dr. Buster contends
that but for private investor financing, he could not have conducted the research
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that led to SET. The National Institute of Health (“NIH”) and Dr. Buster refused to
fund the research, and he could not charge private patients.54 He further
maintains that he would not have obtained funding if the investors stood no chance
to profit from their investment by patenting and licensing the medical products and
processes that resulted from his research. 15>

In the case of drugs and medical devices, the development costs associated with
commercial production of many new medical products are so high that the
resulting drugs and devices would not be available to consumers but for the patent
award.!56 Private manufacturers may face economic disincentives that discourage
research and development investment, because in the absence of a patent,
competitors may simply copy the product and undercut its price. !5/

A case in point is the balloon catheter, developed by the staff at Cedars-Sinai
hospital. 158 A medical publication described the catheter but the device was not
patented. 159 Although the catheter was fully operational, little was done to make it
widely available until medical product manufacturers developed patents to
improve it.160 What this illustration reveals is that publishing a medical discovery
rather than patenting it may delay rather than hasten its availability to the medical
community. 161

In this scenario, patients must choose between limited access to new drugs and
devices or monopoly prices for these new drugs and devices. Patents on drugs and
medical devices are different from patents on medical procedures in that incentives
for innovation and investment in research, development, and marketing are
necessary in the case of drugs and medical devices but not in the case of medical
procedures. 162

Surgeons develop many medical procedures in hospitals. Because these
procedures often involve new medical products, for-profit companies might still be
willing to fund research if the research involves a patentable drug or device. It is
not a necessary conclusion that but for medical procedure patents, the public will
not obtain the benefit of these procedures.

Similarly, hospitals, universities, colleges, and nonprofit research institutions use
patents to generate income through licensing.!63 The generated income enables
researchers to conduct further research, adding funds to decreasing grant
allocations and federal and state medical insurance
reimbursements.1¢4Unfortunately, most medical patents are not owned by nonprofit
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organizations. Of 423 patents issued in January 1987, only twenty-three were
issued to hospitals, universities, colleges, or nonprofit research institutions. Another
advantage of private funding is that it protects against the vicissitudes of political
support for federal research. 16>

C. Cost and benefit analysis

Medical procedures may be divided into two categories for the purpose of
economic analysis. Category one includes medical procedures invented and
developed by physician-practitioners in the course of their practice. Category two
includes medical procedures developed by physician-researchers in the course of
their research, using either federal funds, private funds, or both. It can fairly be
said that the lure of a patent will not induce physicians in category one to become
significantly more inventive in the course of their practice. As discussed above in
Section IV.A.2.d., physicians gain an edge over their colleagues by disclosing
newly invented procedures. Even if medical procedures are unpatentable, it is
unlikely that physician-practitioners will choose not to reveal a new procedure.
That the promise of a patent grant will make the physician-researcher more
inventive is also unlikely. Like a research and development firm, the investing firm
most likely will ask the physician to sign a contract so that any invention resulting
from the firm’s investment will be assigned to the firm. As a result, the benefit of a
patent is mostly in the form of increased private funding. In the face of decreasing
federal funding, 166 the importance of private funding cannot be ignored. But the
promise of a medical procedure patent is not the only way to encourage private
investment. Many procedures are developed along with new devices or drugs. For
those procedures, the firms will likely make the investment even if the procedure is
unpatentable, provided that the accompanying drugs or devices are patentable.

The only inventions and innovations that the promise of a patent would encourage
are new procedures that do not employ patentable devices or drugs. As discussed
in Section lll above, if the demand for these procedures is high, the price that
society must pay in the form of cumulative royalty fees is correspondingly high,
and the objection to patentability strong. In these cases, society would be better off
economically if the government were to fund the research for these procedures
entirely. Society would save by not paying royalty fees for the procedures, either in
the form of increased insurance costs or increased taxes due to increased
Medicare and Medicaid spending. These savings would likely more than
compensate the initial federal investment. The savings should at least equal the
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amount of royalty fee profits a company would have made if the company had
funded the research and secured a patent on the medical procedure.

61.  For procedures for which demand is low and costs high, society loses the benefit
of the procedure if there is no adequate federal funding and no promise of a
patent grant to induce its invention. Even if medical procedure patents are
available, firms driven by the profit motive will only invest in procedures when
sufficient demand exists for the firms to turn a profit.

62. Because it is administratively impossible to distinguish between these two
categories of medical procedures, 167 all medical procedures would have to be
patented to secure the benefit of a small subset of medical procedures. As
discussed above in Section IV.A., enormous sacrifices would be required in the
form of impediments to medical research, distortion of traditional research norms,
decreased accessibility to health care, distortion of the physician-patient
relationship, and enforcement problems. From this perspective, the economic costs
of granting patents for medical procedures clearly outweigh the benefits. If the cost
of invention is greater than the benefit represented by future cumulative demand,
society would be better off economically if the procedure were not invented or
developed.

63. It may seem unfair to single out physicians and deny them patents on medical
procedures. In reality, however, the beneficiaries of patents are most often
companies and not individuals. Scientists performing basic research do not enjoy
the benefit of the patent system because principles of nature are not patentable, 168
and no significant objections have been raised to the lack of incentive this situation
creates in the theoretical scientific disciplines.

64. If one were to begin from the position that one who invents or innovates deserves
a patent, then the exclusion of medical procedures from patentability would
perhaps seem indefensible. But, as discussed above in Section |ll, the constitutional
mandate is to promote the progress of the useful arts. Granting patents for medical
procedures would promote invention and innovation in only a small subset of
procedures, yet the aggregate cost to the health care system of medical procedure
patents would be enormous. As discussed above in Section IV.A.2.d., most
medical procedures would be disclosed even without a patent because of the
incentives provided by existing norms in the medical field. Even though medical
technology might be improved through patent grants, medicine as a tool to
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improve health care would not. The constitutional goal of patent law is not
achieved if the improvement of medical technology occurs at the expense of
quality health care.16?

V. PROPOSED SOLUTIONS

Not all scientific innovations qualify for patents. Unpatentable subject matter
includes principles, laws of nature, physical phenomena, abstract ideas, 70 and
products of nature. As discussed above in Section Il.A., courts have not clearly
decided whether medical procedures are patentable. In light of the judicial trend
towards patentability, it is doubtful that courts will hold medical procedures per se
unpatentable.1”1 As in other areas, any changes in patent policy will need to
come from Congress.

In the past, Congress has created statutory exceptions to patentability in the public
interest. For instance, inventions useful to utilize fissionable material or weapons
grade materials are statutorily unpatentable.”2 The government may also deny a
patent when an invention contains technology relating to weapons systems.173
Moreover, the patent grant generally is not absolute. For example, the Department
of Agriculture may grant compulsory licenses “where necessary in order to insure
an adequate supply of fiber, food or feed ... [if] the owner is unwilling or unable
... to supply the public needs ... at a price which may reasonably be deemed
fair.”174 In exchange for this license, the patentee is entitled to reasonable
compensation from the government.175 A provision of the Clean Air Act of 1970
allows the Attorney General to order a patentee to license a patent for an
invention necessary to comply with the requirements of the Act when alternate
technologies do not exist and failure to license would tend to create a monopoly in
the affected line of commerce.!7¢ A federal procedure statute also provides for
compulsory licensing of patents to the United States.!””

Congress has created exclusions to patentability in the past when the public
interest has required it. In the case of medical procedure patents, society would be
better off if Congress excluded medical procedures from patentability.

Some commentators have proposed a statutorily mandated universal licensing
scheme, 178 under which the price of the patent would be judicially determined, the
patent holder could not deny a license to any physician wishing to employ the
patented procedure, and the patent-holder’s relief in court would be limited to
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reasonable unpaid licensing fees.!79 This solution, however, only solves the
enforcement and accessibility problems and does not address the related issues of
distortion of the traditional norms of research and adverse effects on physician-
patient relationships. 80 The only solution that encompasses all the concerns
discussed above in Section IV is a statutory exclusion from patentability of all
medical procedures. In light of these problems, and because patenting medical
procedures is unjustifiable in light of patent policy, medical procedures should be
statutorily excluded from patentability.

VI. CONCLUSION

69. The patent system is a notable exception to a legal system that favors free
competition. The goal of patent law is not to reward an individual for invention or
innovation but o increase resources for society. Where a patent grant decreases
rather than increases resources for members of society, the patent monopoly is
unjustifiable. In the case of medical procedures, physician-practitioners will
continue to develop procedures absent the promise of a patent. In the subset of
cases where a patent would encourage the development of new procedures,
physician-researchers may more cheaply provide an incentive to develop
procedures. The procedures that accompany profitable and patentable devices or
drugs will be developed even if the procedures themselves are not patentable.

70.  If medical procedures remain patentable, society may gain the benefit of medical
procedures that do not have accompanying profitable and patentable devices or
drugs, but society will pay the price in the form of significant increases in health
care costs, accessibility and enforcement problems, and distortion of medical
research and patient-physician relationships. As a result, society will be better off if
Congress excludes medical procedures from patentability.
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exclusion from patentability of medical treatment of humans and animals. Immunomedics Major Patent
Issued in Canada; Broad Patent for Cancer Imaging, P.R. Newswire, Nov. 28, 1993, at 1128N4041.
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