AMERICAN BAR ASSOCIATION

SECTION OF INTELLECTUAL PROPERTY LAW

REPORT TO THE HOUSE OF DELEGATES

RECOMMENDATION

RESOLVED, That the American Bar Association opposes any statutory restriction or limitation on the scope of patentable subject matter imposed for the purpose of discouraging or prohibiting any activity that may be regarded as objectionable.

FURTHER RESOLVED, That the Association opposes any restriction or limitation on the use of funds otherwise lawfully appropriated by Congress if that restriction or limitation has or may have the effect of imposing any subject matter limitation on the patents which the Patent and Trademark Office may issue, in addition to the statutory limitations on the scope of patentable subject matter set forth in 35 U.S.C. § 101.

REPORT
Background: The Prohibition Against Patents on Human Organisms and the Problems It Presents

On January 23, President Bush signed into law H.R. 2673, the Consolidated Appropriations Act, 2004. (Public Law 108-199).  This funding bill, which consolidates a number of funding bills (seven) that failed to pass as freestanding bills, also contains a provision that temporarily prohibits the U.S. Patent and Trademark Office from issuing patents “on claims directed to or encompassing a human organism.” This provision has become popularly known as “the Weldon amendment” after its author, Congressman Dave Weldon of Florida, and it will be so referred to herein.

The enactment of the Weldon amendment raises a number of significant issues, not only for patent law and other intellectual property law, but also for broader social and policy issues involved in therapeutic research and cloning. Still other issues implicated include determining the proper role of patent law in policymaking concerning these controversial and emotionally charged issues. Of lesser importance but nonetheless noteworthy is the legislative process involved, by which fundamental changes in principles of patent law were made by back door, accelerated processes, with very limited opportunity for debate and deliberation.

The ABA should oppose the Weldon Amendment because it is obviously designed to discourage or prohibit certain behavior relating to “human organisms.”  Restricting the scope of patentable inventions or the issuance of patents relating thereto is not a proper means of regulating this or other behavior because a patent does not create a right to do anything; rather, it only creates a right to exclude others from practicing the patented invention. The Association should also oppose the Weldon Amendment because a funding prohibition in an appropriations bill is an inappropriate and inadequate mechanism for addressing, defining or changing limitations on the scope of patentable subject matter under the patent laws.  

Although the Weldon amendment has been enacted into law, the issues raised by the amendment are not moot or settled. Since the amendment is a temporary one-year restriction tied to current year funding, it is likely to be seen again either as a proposal for permanent legislation or as a proposed extension. The proposed resolution expresses the opposition of the ABA to restricting or limiting patentable subject matter in order to prohibit conduct that may be regarding as objectionable for reasons unrelated to patents or patent law. The resolution also expresses opposition to the use of fund limitations to effectuate such changes in substantive law.

Background of the Weldon Amendment:

On July 22, 2003 the following amendment was proposed and adopted by the House of Representatives as Section 801 of the Department of Commerce, Justice, and State, the Judiciary, and Related Agencies Appropriations Act, 2004 (H.R. 2799): 

None of the funds appropriated or otherwise made available under this Act may be used to issue patents on claims directed to or encompassing a human organism. 

Congressman Weldon, who offered the amendment, stated that his amendment mirrored “the current policy concerning patenting humans.” (149 Congress Rec. H7274 (Daily Ed. July 22, 2003) (statement of Congressman Weldon).) As his rationale for this amendment, he stated “Congress should simply reaffirm current U.S. patent policy and ensure there is not financial gain or ownership of human beings by those who engage” in such activities as creating human embryos.  Id.  Congressman Weldon asserted that the amendment would not prohibit the issuance of patents on stem cells or genes, but would only prohibit the issuance of patents on human organisms, embryos, fetuses or human beings.  Id.
On September 2, 2003 the Biotechnology Industry Organization (BIO) issued a statement finding Congressman Weldon’s amendment objectionable for the following reasons: 

1) Since the language does not define “human organism” it could preclude patenting of many biotechnology inventions (citation omitted), thereby impeding the development of new and potentially life saving products; and 2) the language is unnecessary as it is current PTO policy not to issue patents on humans. Moreover, this amendment would preclude the U.S. Patent and Trademark Office (PTO) from granting patents on an organism of human species at any stage of development produced by any method, a living organism made by human cloning, and a process of human cloning.  (Biotechnology Industry Organization, New Patent Legislation Sets Dangerous Precedent and Stifles Research, Sept. 2, 2003, at http://www.bio.org/ip/cloningfactsheet.asp.)

In response to the BIO statement Congressman Weldon asserted that his amendment should not “be charged with the radical expansions of policy that BIO and its allies claim,” but agreed that his amendment had “exactly the same scope as the current USPTO policy.” (149 Congress Rec. E2234-35 (Daily Ed. Nov. 5, 2003) (statement of Congressman Weldon).)  While this part of the legislative history supports the proposition that the phrase “encompassing a human organism” should not expand the USPTO policy not to issue patents on human organisms to intermediate forms, courts do not necessarily look to the legislative history in interpreting statutes, and do not always consider it to be controlling.

The Weldon Amendment became section 801 of H.R. 2799, the Departments of Commerce, Justice, and State, the Judiciary, and related agencies Appropriations Act for the fiscal year ending September 30, 2004, as passed by the House on July 23. The amendment subsequently became section 634 of Division B of the Conference Report on H.R. 2673, Consolidated Appropriations Act, 2004, when H.R. 2799 was included in the Conference Report on H.R. 2673.  During the House-Senate Conference Committee to develop the final language of H.R. 2673, Senator Brownback attempted to have clarifying language included in the Weldon Amendment. The Brownback amendment read in part:
Nothing in this section shall be construed to affect claims directed to or encompassing cells, tissues, organs, or other bodily components that are not themselves human organisms including, but not limited to stem cells, stem cell lines, genes and living or synthetic organisms. (Rick Weiss, Funding Bill Gets Clause on Embryo Patents, Washington Post, November 17, 2003, at A04.)

However, this amendment was rejected by the House in the Conference Committee. 

On November 20, 2003, while the Weldon Amendment was under consideration in the Conference Committee, James E. Rogan, Under Secretary of Commerce for Intellectual Property and Director of the United States Patent and Trademark Office wrote to Senator Ted Stevens indicating his belief that the Weldon Amendment, as Congressman Weldon and Under Secretary Rogan understand the term ‘human organism,’ is consistent with the USPTO’s policy on the non-patentability of human life-forms.

Problems with the Weldon Amendment

Substantive Grounds.  For many years before the enactment of the Weldon amendment, the USPTO would not issue a patent on a human being. This policy was spelled out in a 1987 statement of policy and legal interpretation that permits patenting of animal organisms, but does not permit  the patenting of humans:

The Patent and Trademark Office now considers non-naturally occurring non-human multicellular living organisms, including animals, to be patentable subject matter within the scope of 35 U.S.C. 101. ... A claim directed to or including within its scope a human being will not be considered patentable subject matter under 35 U.S.C. 101. The grant of a limited, but exclusive property right in a human being is prohibited by the Constitution. Accordingly, it is suggested that any claim directed to a non-plant multicellular organism which would include a human being within its scope include the limitation ‘non-human’ to avoid this ground of rejection.

The concern lies not with current USPTO policy, but rather with the broader language of the Weldon Amendment prohibiting funding the patenting of “human organisms.”  We believe that this terminology could be interpreted as broadening the current USPTO prohibition to prescribe also the patenting of human cells or human cell lines, such as embryonic stem cell lines. This could have severe effects on USPTO practice.  Human cells are allowed to divide and multiply, creating larger cell masses; at what point do such cell lines cross over the line from a collection of human cells to a human organism?  The USPTO has long supported the patenting of such cell lines: 

The patentability of biologically pure compositions has been the law for over twenty years. In In re Bergy (1977)
, the Court of Customs and Patent Appeals (the predecessor court to the Court of Appeals for the Federal Circuit (CAFC), the appeals court to which PTO appeals are taken) ruled that a biologically pure bacterial culture was patentable, and not a "product of nature,” since the culture did not exist in nature in its pure form and could only be produced in a laboratory under carefully controlled circumstances.
 This has been extended since that time to "‘purified and isolated’ DNA sequences encoding human erythropoietin (EPO),”
 and a preparation of Factor VIII: C, used for treating hemophilia. ("Although Factor VIII: C molecules occur in nature, a purified and concentrated preparation of Factor VIII: C as claimed in the patent constitutes a new form or combination not existing in nature, and hence is patentable under 35 U.S.C. §101.")

Accordingly, it is the present position of the Patent and Trademark Office that purified and isolated stem cell lines are patentable subject matter under 35 U.S.C. §101.

Indeed, patents claiming preparations of human stem cells have been granted.

As discussed above, when it was brought to Congressman Weldon’s attention that his amendment may provide a broader prohibition than that contained in existing USPTO policy, he responded by a statement for the Congressional Record explaining his reasons for disagreeing with any such interpretation. The concerns raised by this response are two-fold:  1) legislative history is far less significant in interpreting a statute than the language of the statute itself; and 2) as discussed above, when an amendment was proposed to the language of the Weldon amendment to prohibit such an interpretation, it was rejected by the Conference Committee.  Thus the legislative history on this extremely important point is at best ambiguous and at worst supportive of an interpretation that a broader prohibition is provided by the amendment. 

The amendment opens the door for challenging the patenting of more complicated genetically engineered inventions.  Would a transgenic animal that is not a human being expressing one or more transplanted human genes be a “human organism”?  The USPTO currently grants patents on such non-human transgenic animals.  Thus, the Weldon Amendment does not address the question that will need to be answered in the very near future – just how “human” would an organism have to be before the USPTO would be constrained to reject claims to an organism under the language of the amendment?  The USPTO is currently grappling with this question, but has yet to issue clear guidelines:

The Patent and Trademark Office is required by law to keep all patent applications in confidence until such time as a patent may be granted. However, the existence of a patent application directed to human/non-human chimera has recently been discussed in the news media. It is the position of the PTO that inventions directed to human/non-human chimera could, under certain circumstances, not be patentable because, among other things, they would fail to meet the public policy and morality aspects of the utility requirement.

As the Weldon Amendment further confuses the situation on this important policy issue, the ABA should oppose the amendment and any attempt to extent it beyond its current one year duration.

Procedural Grounds.  As a matter of general principle, we oppose any amendment of the patent laws through the mechanism of restricted or prohibited funding in an appropriations act, even if such prohibition is applicable only to the current year.  Such amendments circumvent the scrutiny of full debate in committees of jurisdiction and on the floors of Congress that such significant issues deserve.  This is especially the case where the intent may be to preclude patents merely on cloned humans but the plain meaning of the term “human organism” appears to include subject matter broader than cloned humans.  The dangers of a truncated debate on such important matters is underscored by Congressman Weldon’s and Senator Brownback’s attempts to clarify the meaning of the term “human organism” in the legislative history in order to portray the Weldon Amendment as consistent with current USPTO policy. 

Respectfully submitted,

Robert W. Sacoff, Chair

Section of Intellectual Property Law
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1.  Summary of Recommendation

The recommendation urges the Association to adopt a resolution opposing any statutory restriction or limitation on the scope of patentable subject matter that is imposed for the purpose of discouraging or prohibiting any activity that may be regarded as objectionable. The recommendation also opposes any restriction on the use of funds otherwise lawfully appropriated by Congress if that restriction has or may have the effect of imposing any subject matter limitation on the patents which the Patent and Trademark Office may issue in addition to the statutory limitations set forth in 35 U.S.C. § 101.
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5.  What Urgency Exists Which Requires Action at This Meeting of the House?

On January 23, President Bush signed into law H.R. 2673, the Consolidated Appropriations Act, 2004. (Public Law 108-199).  This funding bill also contains a provision that temporarily prohibits the U.S. Patent and Trademark Office from issuing patents “on claims directed to or encompassing a human organism.” Since the amendment is a temporary one-year restriction tied to current year funding, it is likely to be offered again either as a proposal for permanent legislation or as a proposed extension. The proposed resolution expresses the opposition of the ABA to restricting or limiting patentable subject matter in order to prohibit conduct that may be regarding as objectionable for reasons unrelated to patents or patent law. The resolution also expresses opposition to the use of fund limitations to effectuate such changes in substantive law.

6.  Status of Matter


The status of the issue is discussed in the preceding paragraph.
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Adoption of the recommendations would not result in additional direct or indirect costs to the Association.
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This recommendation is being referred to all Sections and Divisions, the Special Committee on Bioethics and the Law and the Commission on Law and Aging prior to the meeting of the House of Delegates at which it will be presented.
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