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LIMITATION ON ISSUANCE OF PATENTS. On or after the date of the enactment of this Act, a patent may not be issued for any
invention or discovery of atechnique, method, or process for performing a surgical or medical procedure, administering a surgical or
medical therapy, or making amedical diagnosis, except that if the technique, method, or processis performed by or as a necessary
component of a machine, manufacture, or composition of matter or improvement thereof which isitself patentable subject matter, the
patent on such machine, manufacture, or composition of matter may claim such technigque, method, or process.
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For any patent issued on or after the effective date of this subsection, it shall not be an act of infringement for a patient, physician, or other
licensed healthcare practitioner, or a healthcare entity with which a physician or licensed healthcare practitioner is professionally affiliated,
to use or induce others to use a patented technique, method, or process for performing asurgical or medical procedure, administering a
surgical or medical therapy, or making amedical diagnosis. This section does not apply to the use of, or inducement to use, such a patented
technigue, method, or process by any person engaged in the commercial manufacture, sale, or offer for sale of adrug, medical device,
process, or other product that is subject to regulation under the Federal Food Drug, and Cosmetic Act or the Public Health Service Act.
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(c)(1) With respect to amedical practitioner's performance of amedical activity that constitutes an infringement under section 271(a) or (b)
of thistitle, the provisions of sections 281, 283, 284, and 285 of this title shall not apply against the medical practitioner or against a related
health care entity with respect to such medical activity.

(2) For the purposes of this subsection:

(A) the term "medical activity" means the performance of amedical or surgical procedure on a body, but shall not include (i) the use of a
patented machine, manufacture, or composition of matter in violation of such patent, (ii) the practice of a patented use of a composition of
matter in violation of such patent, or (iii) the practice of a processin violation of a biotechnology patent.

(B) the term "medical practitioner" means any natural person who is licensed by a State to provide the medical activity described in
subsection (c)(1) or who is acting under the direction of such person in the performance of the medical activity.

(C) theterm "related health care entity” shall mean an entity with which amedical practitioner has a professional affiliation under which
the medical practitioner performs the medical activity, including but not limited to a nursing home, hospital, university, medical school,
health maintenance organization, group medical practice, or medical clinic.

(D) the term "professional affiliation” shall mean staff privileges, medical staff membership, employment or contractual relationship,
partnership or ownership interest, academic appointment, or other affiliation under which amedical practitioner provides the medical
activity on behalf of, or in association with, the health care entity.

(E) the term "body" shall mean a human body, organ or cadaver, or anonhuman animal used in medical research or instruction directly
relating to the treatment of humans.

(F) the term "patented use of a composition of matter" does not include a claim for amethod of performing amedical or surgica procedure
on abody that recites the use of a composition of matter where the use of the composition of matter does not directly contribute to
achievement of the objective of the claimed method.

(G) theterm "State" shall mean any state or territory of the United States, the District of Columbia, and the Commonwealth of Puerto Rico.
(3) This subsection does not apply to the activities of any person, or employee or agent of such person (regardless of whether such person is
atax exempt organization under section 501(c) of the Internal Revenue Code, who is engaged in the commercia development, manufacture,
sale, importation, or distribution of a machine, manufacture, or composition of matter or the provision of pharmacy or clinical laboratory
services (other than clinical |aboratory services provided in a physician's office), where such activities are:

(A) directly related to the commercial development, manufacture, sale, importation, or distribution of a machine, manufacture, or
composition of matter or the provision of pharmacy or clinical |aboratory services (other than clinical laboratory services provided in a
physician's office), and

(B) regulated under the Federal Food, Drug, and Cosmetic Act, the Public Health Service Act, or the Clinical Laboratories Improvement
Act.

(4) This subsection shall not apply to any patent issued based on an application the earliest effective filing date of whichis prior to
September 30, 1996.
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