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Introduction and Summary

The issue of patenting human organisms
 has, in recent years, received attention in both the popular and scholarly press.
  Indeed, the Patent and Trademark Office has granted patents claiming processes
 that could produce human organisms.
  Moreover, although the PTO has not thus far granted patents on human organism products,
 various groups have, from time to time, filed applications that appear to claim what are, at least arguably, human organism products.
  

In evaluating the controversy over process or product patents that relate to human organisms, the threshold analytic step requires ascertaining whether the real source of concern is human organism patents or the underlying scientific invention that leads to the availability of such patents.  Ethical concerns about underlying invention are best addressed outside the patent law.  Even though there is, within the patent law, a doctrine that arguably addresses the morality of the underlying inventions, this doctrine has, for good reason, fallen into desuetude.  Moreover, the attempts of European nations to regulate through the mechanisms and institutions of the patent law the morality of the underlying science have met with little success.

We should look to the patent law only when we are comfortable as an ethical matter with the underlying invention but are nonetheless concerned about commodification of the invention through the mechanism of patenting. For example, one might be comfortable with somatic cell nuclear transfer for therapeutic purposes but uncomfortable with patents that claim the embryo products of this transfer.  Even in this situation, however, the most appropriate regulatory approach is not likely to involve changing the patent law.  A ban on particular kinds of patents does not preclude the assertion of property rights through contractual mechanisms (most obviously, a sales contract).  Conversely, because a patent grant does not confer a right even to make or use an invention, let alone to sell it,
 the mere availability of a patent is hardly synonymous with commodification.  Banning the sale of certain products would much more effectively address concerns about commodification than would banning patents on such products.  In the context of human organs, for example, Congress has already enacted such a sales ban.  We could imagine similar bans on the sale of human embryos or fetuses.  

In only one circumstance does the fact of a patent on human life present a serious ethical problem that is independent of more general concerns (either about the underlying science or about commodification).  This is the circumstances where the patent could be read to cover a human being.  Even though a patent on the human being would not give the patent owner the right to make, use, or sell the human being, it would allow the patent owner to prevent others from “using” the human being.  These “others” might be read to include the patented being himself or herself.  For example, the patent owner might argue that the patented being not be allowed to engage in certain activities.  In addition, the patent owner might prevent third parties from “using” the patented invention.  Thus, for example, these third parties might not be allowed to enter into employment contracts with the patented being.  Constricting the patented being’s options in this manner would violate fundamental principles of autonomy.  

Even here, however, it is by no means clear that any type of patent-specific legal change is necessary.  Indeed, no legal change at all is probably necessary.  The 13th Amendment to the Constitution, which states that “[n]either slavery nor involuntary servitude . . . shall exist within the United States,” could be invoked by the PTO to argue against the grant of a patent on a human being.  In addition, courts, confronted with an attempt to enforce a patent against the wishes of the patented being, would very likely refuse enforcement of the patent on 13th Amendment grounds.  

In sum, there may be little need for legislation to address patentability issues in the context of human organisms.  To the extent that such patents pose independent ethical concerns such concerns can be addressed by the PTO and the courts through the mechanism of the 13th Amendment.

Avoiding “Category Errors”

In debating the ethics of patenting human organisms, we should be sure we are not committing what might be called a “category error.”  If we as a society are worried about the ethics of a particular activity -- for example, therapeutic cloning, reproductive cloning, artificial fertilization, or parthogenesis – we should urge Congress to regulate that activity directly.
  The category error issue bears emphasis because previous debates over granting patents on transgenic (or otherwise novel or nonobvious) higher life forms were, to a significant extent, debates about the ethics of creating such life forms in the first instance.  For example, the heated debate in the late 1980s over patents on the transgenic mouse known as the Harvard Onco-mouse was led by groups opposed to the creation of such transgenic higher life forms in the first instance.
  Similarly, the patenting debate that led to the Supreme Court’s seminal decision in Diamond v. Chakrabarty
 (the decision that made it clear that living organisms could be patentable subject matter under the patent regime) was, in significant part, spearheaded by groups that opposed the creation of recombinant life.

As the Supreme Court recognized in Diamond v. Chakrabarty, however, regulating scientific research through the mechanism of the patent law is a misguided enterprise.   At least some scientists will engage in the research independent of whether the possibility of patenting exists.
  At best, eliminating patents on the products of a particular activity will lower the level of the activity. It is difficult to predict how much the activity level will be lowered, however.  Researchers conduct research for more than simple pecuniary benefits.
  Moreover, pecuniary rewards may accrue through mechanisms other than patents.  Consequently, to the extent that we are concerned about the ethical horribles that we fear may result from a particular technology, we should regulate that technology directly.  

Perhaps not surprisingly, then, the patent statute contains no suggestion that Congress intended the statute to operate as a mechanism for mediating ethical concerns about the research avenues that scientists pursue.  To the contrary, as the Diamond v. Chakrabarty decision notes, the legislative history of the patent statute states that the statute was intended to encompass “everything under the sun that is made by man.”
  Indeed, the subject matter requirement of the patent statute – which encompasses “any new and useful process, machine, manufacture, or composition of matter” -- has traditionally been read to exclude from patentability only abstract ideas and products of nature.   

To be sure, there has historically existed within the American patent law a judge-made, or common law, doctrine known as moral utility.  Moreover, in 1998, in a preliminary response to a patent application on “chimeric embryos” (embryos containing human and non-human cells) filed by biotechnology activist Jeremy Rifkin and biologist Stuart Newman, the PTO suggested that the invention might be unpatentable on grounds of moral utility if it were deemed “injurious to the well being, good policy, or good morals of society.”
  To patent practitioners, the PTO’s brief reference to the moral utility requirement was quite surprising. Although a few court decisions from the 19th and early 20th centuries invoked the doctrine to reject patents on (inter alia) gambling machines, more recent decisions emphasize the doctrine’s narrow scope.
  Notably, the Supreme Court decision in Diamond v. Chakrabarty made no mention of this doctrine.  In addition, the PTO’s ultimate rejection of the Rifkin/Newman application did not rely on the moral utility argument.
    

The experience of other countries that have more robust morality requirements within their patent systems underscores the problems that arise when the morality of an underlying invention enters judgments about its patentability.  For example, article 53(a) of the European Patent Convention provides that patents shall not be granted for “inventions the publication or exploitation of which would be contrary to ‘ordre public’ or morality . . .”  Harvard University’s application on its transgenic “Onco-mouse” illustrates the difficulties entailed in using the moral utility analysis.  Before it ultimately allowed the patent on the Onco-mouse, the EPO determined that it had to consider as part  of its moral utility calculus the following factors: 1) the utility of the invention to mankind in remedying “widespread and dangerous diseases;” 2) the possibility of cruelty to animals; and 3) the possibility of uncontrolled release of unwanted genes into the environment.
  Patent examiners are scientists who are hired for the purpose of examining patents on such technical grounds as novelty, nonobviousness, and adequacy of disclosure. They have no training in ethical issues or in making judgments about environmental risk.  

To be sure, Congress could make these ethical and policy determinations ex ante by stating that certain categories of inventions have costs that outweigh their benefits and, for that reason, should not be patentable.  Indeed, the European Union’s Directive on Patenting Biotechnology attempts to do that by identifying four categories of subject matter that are not patentable.  These categories include, inter alia, processes for cloning human beings or for modifying the germ line genetic identity of human beings.  But if Congress is going to go to the trouble of enunciating these categories, it should take the next step and regulate and/or ban these activities directly.  As discussed above, regulating the morality of research through the mechanism of the patent statute is, at best ineffective and at worst intellectually dishonest.

Concerns about “Commodification” 

Although the patent law should not be modified in order to address generalized concern about the directions that scientific research may be taking, one could argue that reform of the patent statute might be an appropriate mechanism for addressing specific concerns about the commodification of such research.  For example, we may be comfortable with somatic cell nuclear transfer for therapeutic purposes but oppose patents on the human embryo product.  Alternatively, one might be comfortable with reproductive cloning but oppose patents on the human beings produced by such cloning.

When patents fall short of claiming full human beings, however, it is not clear why the commodification worry should focus on patents.  Indeed, whether patents are allowed or disallowed will affect commodification levels indirectly at best. 
  The patent grant confers on its holder the right to exclude others from “making, using, offering for sale, or selling the invention.”
  It does not confer any affirmative right of use upon the patentee.  Consequently, even if we were to allow patents on a particular invention, we could prohibit selling or otherwise “trafficking” in the invention.  Under our current law, for example, individuals are not allowed to sell or otherwise traffic in human organs.  There is every reason to believe, however, that individuals could still seek patents on such organs (if they could meet the other requirements of the patent statute, such as novelty and nonobviousness).  Conversely, the decision to ban patents on particular inventions would not eliminate commodification.  Absent other federal or state laws, individuals could still sell and buy human organisms as tangible property.  

To sum up: if we are worried about “propertization” of human embryos or fetuses, we should disallow the trading of rights in such organisms.  In the context of human organs, for example, we have disallowed such trading.  If such trading were disallowed, the mere issuance of a patent would not allow the trading to go forward.  Indeed, the patent right, which confers only the authority to disallow others from making or using the patented invention, confers much less in the way of property rights than do rights in real property.

Product Patents on Human Beings: The Role of the Thirteenth Amendment  

In one context, patents on human organisms could raise patent-specific concerns.  If product patents were granted on human beings, these patents might, at least potentially, interfere quite significantly with the autonomy of such beings.  Under the patent law, the patentee’s power to exclude “others” from “making or using” the patented invention might encompass the power to restrict the patented being from “making or using” him/herself.  For example, the patent grant might be construed as giving the patentee authority to forbid the patented being from reproducing or even from seeking particular types of employment.  Alternatively, the patent grant could be construed as restricting the ability of third parties to form an employment contract with the patented being, on the theory that such a contract would constitute a “use” by “others” (in this case, the third party, not the patented being itself).

Ethical concerns about the patenting of human beings could be addressed, however, through the mechanism of the 13th Amendment.  As noted earlier, the 13th amendment prohibits not only slavery but also involuntary servitude.  As a consequence, a strong argument can be made that the13th Amendment would be contravened by product patents on human beings.    

The 13th Amendment provides the best justification for the PTO’s current policy disallowing product patents on humans.  Moreover, because the PTO’s policy is a plausible interpretation of the patent statute, there is no need to modify the statute in order to make it conform to 13th Amendment requirements.  Although the patent statute’s statutory subject matter language is broad and does not bar the grant of product patents on human beings, it hardly compels such grants.  It is fair to say that the statute is ambiguous on the question.  Moreover, the Supreme Court has strongly suggested that, in cases where a statute is susceptible of alternative constructions, agencies can, and probably should, interpret the statute in a manner that does not raise constitutional questions.  Indeed, the Court has consistently invalidated agency interpretations of statutes when such interpretations raised constitutional questions.
   


In recent years, much has been made of the PTO’s inability to screen patent applications adequately.
  Given the volume of such applications, and the PTO’s limited resources, it is conceivable (though quite unlikely) that applications claiming human beings could slip through.  Any harm that might be caused by such inadvertent patent grants would be purely symbolic, however.  An attempt to enforce such a patent against the patented being or against a third party would likely result in the patent’s being deemed invalid on constitutional grounds within the court system.       

It is important to emphasize, however, that this 13th Amendment argument would not apply to patents claiming human organisms that have not been born, such as embryos or fetuses.  The Supreme Court has stated that a fetus is not considered a person within the meaning of the Constitution.
  Moreover, although the Court has not specifically addressed the constitutional status of embryos, there is no reason to believe that embryos would have a greater claim to personhood or to constitutional protection than fetuses.  Consequently, under current law, there is no constitutional bar to patents with claims that are strictly limited to human embryos or fetuses.  But if Congress is concerned with protecting the interests of human embryos and fetuses, it can pass legislation protecting those interests directly.  As noted earlier, this legislation could address general ethical concerns or it could address more specific concerns about commodification.

Conclusion


The issue of patenting is, in most respects, orthogonal to ethical debates on research involving the creation or manipulation of human organisms.  It would be a serious mistake to modify the patent statute in response to concerns about research that are not patent specific.  In the isolated circumstance where human organism research does raise ethical concerns that specifically implicate the patent system, these ethical concerns can be addressed through the mechanism of the Thirteenth Amendment.  

� 	By “human organisms,” I mean organisms that are either human beings or are capable of becoming human beings.  The latter category would include, for examples, human embryos that were the product of cloning (also known as somatic cell nuclear transfer), in vitro fertilization, or in vivo fertilization.  Because parthenotes lack the genetic complement necessary for becoming human beings, my use of the term does not encompass parthenotes.  This definitional point is not critical, however, as most of the arguments in the text would apply to patents covering parthenote products or processes for producing parthenotes.  


� 	See, e.g., William Kristol, Brave New Patents, The Weekly Standard, May 27, 2002; Antonio Regalado, Ethical Concerns Block Widespread Patenting of Embryonic Advances, Wall St.J., August 20, 2001; Cynthia Ho, Of Mice and Men: Splicing Morality into the Patent Law, 2 Wash.U.L.Q. 247 (2000).


�	Under Section 101 of the patent statute, 35 U.S.C. Section 101, patents can claim either processes or products. Product patents are generally more difficult to “invent around” and are thus generally considered more valuable than process patents.


� 	See, e.g, Machaty et al., Patent No. 6,211,429 (issued April 3, 2001); Stice et al., Patent No. 6,235,970 (issued May 22, 2001).  Both of these patents claim the use of somatic cell nuclear transfer to produce mammalian embryos.


� 	To the contrary, the PTO appears to have a policy against granting such patents.  This policy, which was most recently defended on the grounds that Congress did not intend the patent system to encompass “human beings,” is discussed further below.  See infra __.  The anti-cloning activists who identified the Machaty patent erroneously suggested that it covered human organism products.  Some commentators have been misled by this representation.  See Kristol, supra __.


� 	Thus far the most prominent applications have been submitted by biotechnology activists for purposes of testing the limits of the patent system. For discussion of these applications, see infra __.


� 	As discussed further below, the rights conferred by a patent right are limited to rights to exclude others from making, using, offering to sell, or selling the patented invention.


� 	Many of the controversial activities in question, in particular cloning for the purposes of producing human embryonic stem cells, are, in my estimation, ethically justified.  An assessment of the ethics of the underlying activities that may produce human organisms is, however, beyond the scope of my presentation. It bears mention that there is some dispute about the extent to which the federal government has the power to regulate activities like cloning directly.  For example, some have suggested that regulating cloning directly might exceed the federal government’s constitutional authority under the Commerce Clause.  This appears to be a minority view, however.  See Lori Andrews, Is There a Right to Clone? Constitutional Challenges to Bans on Human Cloning, 11 Harv. J.L. & Tech. 643, 669 (1998) (arguing that federal government does have appropriate authority under Commerce Clause).  


� 	See Rebecca Dresser, Ethical and Legal Issues in Patent New Animal Life, 28 Jurimetrics J. 399, 410 (1988) (summarizing arguments of animal patenting opponents and noting that that “[m]any of the concerns about animal patenting address genetic engineering in general, not simply the patentability of genetically-engineered animals.”


� 	Diamond v. Chakrabarty, 447 U.S. 303 (1980).


� 	As the Court noted in Diamond v. Chakrabarty, “[t]he grant or denial or patents on microorganisms is not likely to put an end to genetic research or to its attendant risks.  The large amount of research that has already occurred when no researcher had sure knowledge that patent protection would be available suggests that legislative or judicial fiat as to patentability will not deter the scientific mind from probing into the unknown any more than Canute than command the tides.”  Id. at 317.    


� 	See Arti K. Rai, Regulating Scientific Research: Intellectual Property Rights and the Norms of Science, 94 Nw.L.Rev. 77, 92  (discussing aggressive competition for recognition and prestige in scientific community).


� 	Chakrabarty at 2208 (quoting Senate and House reports on 1952 Patent Act).


� 	The PTO abandoned this moral utility argument at the time of its ultimate rejection, however.  See supra __.


� 	See Juicy Whip, Inc. v. Orange Bang, Inc., 185 F.3d 1364, 1366 (Fed. Cir. 1999) (noting that moral utility doctrine had not, in recent years, been applied broadly); Ex Parte Murphy, 200 U.S.P.Q. 801 (BPAI 1977) (asserting that PTO should not dictate morality standard through the utility requirement).


� 	In its ultimate rejection, the PTO argued that the patent could encompass human beings and that Congress did not intend to include within the scope of Section 101 patents on “human beings.”  The PTO’s rejection of product patents on human beings is best defended, however, not as a matter of Congressional intent but as a recognition of the constitutional difficulties raised by patents that claim human beings.  See infra __.


� 	Harvard/Onco-mouse, 1991 E.P.O.R. 525, 527.


� 	Indeed, an argument can be made that a Congressional decision to import morality requirements into the patent statute would exceed Congress’ authority under the Copyright and Patent clause of the Constitution.  The Copyright and Patent Clause states that intellectual property rights are to be granted for “limited times” in order “to promote the promote the Progress of Science and useful Arts.”  U.S. Const., art. I, sec. 8,  cl. 8.  A number of noted scholars have argued that Congress can enact legislation under the auspices of this clause only if it could be plausibly argued that the legislation in fact promotes the progress of science and the useful arts.  See, e.g., Robert Patrick Merges & Glenn Harlan Reynolds, The Proper Scope of the Copyright and Patent Power, 37 Harv. J. on Legis. 45 (2000). The Supreme Court will consider this position in the context of a case it has accepted for argument challenging the constitutionality of the Sonny Bono Copyright Term Extension Act. See Eldred v. Aschroft, 122 S.Ct. 1062 (2002) (memorandum granting certiorari)


� 	For purposes of this argument, I will assume that product patents raise the commodification concern most directly.


� 	A decision to disallow patents might be justified on the grounds that particular types of research should be freely available to all scientists.  Because patents do confer a right to exclude others from practicing the patented invention, broad patents on basic research can impede follow-on research and hence scientific progress.  See generally Arti K. Rai, Fostering Cumulative Innovation in the Biopharmaceutical Industry: The Role of Patents and Antitrust, 16 Berkeley Tech. L. J. 813 (2001).  This utilitarian/economic argument for disallowing patenting is, however, not specific to human organisms but encompasses basic research generally.


� 	35 U.S.C. Section 154.


� 	See, e.g., Solid Waste Agency v. United States Army Corps of Eng’rs, 531 U.S. 159, 172 (2001) (rejecting agency rule that strained the limits of federal power under the Commerce clause); Edward J. DeBartolo Corp. v. Fla. Gulf Coast Bldg. & Const. Trades Council, 485 U.S. 568, 575 (1988) (rejecting agency interpretation that raised First Amendment issue); Kent v. Dulles, 357 U.S. 116, 129-30 (1958) (rejecting Secretary of State’s denial of certain passports implicating the right to travel).


� 	Robert P. Merges, As Many As Six Impossible Patents Before Breakfast: Property Rights for Business Concepts and Patent System Reform, 14 Berkeley Tech.L.J. 577 (1999).


� 	Roe v. Wade, 410 U.S. 113, 157 (1973) (stating the usage of “person” within the Constitution “has application only postnatally.”)  See also Planned Parenthood v. Casey, 505 U.S. 833, 899 (1992) (Stevens, J., concurring in part and dissenting in part) (asserting that “no Member of the Court” has questioned the proposition that a fetus is not a person for purposes of federal constitutional law).





