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Introduction

I am pleased. to Be witﬁ you today to discuss the National Instiﬁutes
of Health's pérspectives on pateﬁt policy. I will deal first with
patent policy as it relates to biomedical reseafch.generally, and: then
discuss a specific patent policy issue—-recombinant DNA inventions

developed:with the help of NIH funds.

General Department Patent Policy

Under current DHEW patent regulations, invention rights to discov- -
eries developed under the Department's research support are normally
allocated in éither of two ways:

:First, the“Depaftment may enter into an Instituﬁional Patent
Agreement (IPA) with aAuniversitj_or othér ﬁonprofiﬁ Qfganization'that
has set up mechanisms for administering patents on-inventioﬁs...

o In 1968, the present IPA's replaced agreements develbped by the

| Department in the 1950’3. These earlier agreements proved to be.
non~uniform and, in some instances, inconsistent. The legal basis
for ﬁhe establishment of the IPA p:ogrém does‘ﬁot fest'on specific
statutory'agthqfity butrrather.on the general authority of .the..

Se?retér? to prescribe :egulatiqné and'éet thg'térms and conditions -

fat gfants and coﬁ£racts. .
o .The IPA offers'the institution the first option to own all inventions

made in performance of Department grants subject to a number of

conditions deemed necessary to protect the public interest.




Detajiled conditions are set forth for imstitutioms to grant .
licenses, and.a set of.coﬁditions for the distribution.of royalties
is included.. Instituéions must graﬁt the Government a license to
make the invention or have it made for Governmental purposes._
Under patent law, the use of patents for reseatch purposes is not
an infringement, and ordinarily the invention may be used in
research without payment of royalties.

There are 72-IPA's now being administered by the Department. The
Depértment Patent Branch repbrts that 167 patent applications were
filed under IPA's from 1969 through the fall of 1974; Approximately |
524 million is.committed by private in&ustry to the development of

inventions on the basis of licenses granted under these patents,

Second, for those institutions or organizations that have not entered

into a patent agreement with the Department, a somewhat different pro-

cedure is followed: In this situation, determination of ownership

generally is deferred untll an invention has been made, at which time an

institution may petltlon the Department for ownership of the invention

or a license under the ‘invention.

Q

In the past, approximately 90 percent of all suéh'pétitions have

been granted on the basis of_a_satisfactory plan proposed by the’

institution for developing or licensing. During the period from

1969 to the fall of 1974, the Depargment-has reviewed 178 petitions

 for ownérship from institutions not having IPA's and has granted




162 of them. The plans proposed by the institutions call for
approximétely $53'milliou'to be invésﬁed by brivate industry for
develbpmént undér the 1iégnses awarded through ﬁhis mechanism,
'.Since the review of the Department's pétent policies has not yet
been cdmpleted, it would be premature to comment on the GSA
amendméﬁt to the Féderal Procurement Regulations mentioned in your

letter.

Patenting of'Recombinant-DNA Research Inventions -

In June 1976, shortly before the felease._o_f the NIH Guidéline_s on
recombiﬁéﬁt DNA fesearch,'Dr. Robert M. Rosenzwgig, Vice fresident for
Public Affairs at Stanford University, seﬁt mé'é'letter asking NIH to
review DHEW policies relating to the patenting of recombinant DNA -
research inventions. Dr. Rosenzweilg noted that.both Stanford and the
University-of Caiifornié were applying for patent protection for
retombinant.DNA research invéntions &evelopéd-by‘their inves:igatbrs‘
under NIH suppért. However, in view of the intense public interest in
this research generally, the two universities felt the'need fof_a formal
'advisory-opinioﬁ by NIH on the patenting_of recﬁmbinant DNA inventions
:déveldped undér NIHVgrants or ¢ontracts. A number of_éther-universitieg
iﬁdicated similar interest in obtaining the official views-of'NIH.

Prior to making an official pronouncement of DHEW-NIH policy with
respect to patenting of recombinant DNA research iﬁventions, NIH decided

to éolicit comments from a broad range of individuals and institutions

including the scientific.community, the public and the private sector.
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The viewé of commentétors were solicited §n éxcluding recombinant
DNA research inventions from_IPA's, so that pateﬁts would be granted
only for dedication to the public. Possible approaches include the
following: | :

Recombinaﬁt_DNA researcﬁ inventions could bE'excludéderoﬁ‘the,,v
IPA'S; Alternatively, the IPA could require institutions filing patent
applications for recombinant DNA research inventions to dédicat; all
issued patents to the public. Finally, a céndition could be a&ded to
the institutidnal patent agféement requiring institutions fo assign to
DHEW. all recombinant DNA research inventions developed under Department
support., The Department}las the patent hol&er, could either dedicate
the pateﬁt to the public or pursue licensing, with éppropriate conditions
attacﬁed. There Wasrlittle support among comme;tators.for any of these
options. They preferred to have DNA research inventions covered under
~ the IPA's. | |

Commentator vieWs'weré'also solicited on the possibilify of extend-
.ing-NIH'Guidelines-to the private sector by requiring adherence to the
_ Guidelines thrdugh_IPA's; The éommeﬁtators generally supported this
exténsion of Guidelines'to'pEiVate indﬁstry:thfoﬁgh use of IPA;S.
Howevér;=é.nuiber pointed out that'ﬁse'of the patent.system.to achieve
éOmpliande ﬁith the Gui&elines wﬁs at best a make-shift sblution,
because of the difficulty in exercising regulatory control tthugh_thg'

patent process. ;
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A review and analysis of comments received én the question-of
patenting recombinant DNA iuventions'were completed in December 1976 and
referred_to the Federal interageﬁcﬁ Committee on Recombinant DNA & -
Research for their attentiom.

The Interagency Cpmmiﬁtee, convened by the Secretary of HEW with
the approval of the Président, serves as a forum to review Federal |
policylon recombinant DNA issues. .It provides coordination among the
_agen;iés on.recombinant DNA activities and makes administrative and
legislative proposais when appropriate.

On the Committee are representatives of all Federal Defartmeﬁts and
agencies'that support or conduct such research or might have regulatory
authority‘oﬁer it. |

A number of the agency representatives'referred the analysis to
 their patent counsels. Among agencies commenting were the National
Science Foundation, thé Defense Departmént, the ﬁepartment of'Agrir
cultufe, the Energy Research and Development Adﬁinistration, and the
--Department of Justice.

All!agencies_on the Committee except Justice agréed that recombi-~
_naht DNA.resg#rch inveqtions should'bé-haﬁdled on the.same‘terms #s
‘other inventions ﬁnder'IPA's. The Deﬁartmenti6f Justice Believed'that, ;
because of the great puhlié iﬁteresf in this field,-ownership'of any"
invention stemming from Government-sponsored recombinant DNA research

should be held by the U.S. Government.
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One question remains: whethér the subject of the paﬁentéble
processes (specifically recombinmant DNA techniques) is of such a dis-
tinctive nature that financial return td the inventors should be denied.
This position had few advocates.amongjthe.commentators. fhere are no
compelling economic, social, or moral. reasons to distinguish these
inventions from otherS'inﬁolving biological subétances-or processes that
have been patented, even though developed partially of wholly with
public funds. “8Buch inventions include vaccines for rubella and rébies;
treatments for herpes infections of the eye, and treatments for urémia.
The argument that commercial develdpment of'these inventions based on
.patent.protection assures maximum benefits to the public applies as weli
to the putative benefits of récombinant DNA inventions.

It is recognized that Fedefallpatent poliéies are under extensive
review by the Executive Branch and the Congress. This may lead to
actions that could affect the administration of Institutional Patent -
Agreeﬁents generally and the conditions for recombinént DNA research
inventions specifically.

it is my decisioﬁ, howeveﬁ, that recombinant DNA‘researchlinventions
devélgﬁed under DHEW%NIH support shquld,'at least for the preéent,.
éouﬁiﬁue to be-adminiéfereﬁ within current DHEW.pétentlagreéments with
the universiﬁiés;. But such agreEments-shéuld be amended to: ensure that,
in any production or uée of recombinant DNA molecules, the licensees
will comply with the physical and biologiéal containment standards set’

forth in the Guidelines. This decision was announced in March. 1978,




7
with the concurrence of'thg HEW Offiée of General Counsel and the.
Public Health Service. Mr, Chairman, I would like to submit for:the
record my decision,.the supporting analyses, and all of the comments;

received., These documentslare compiled in Recombinant DNA Research

Volume 2, Documents Relating to "NIH Guidelines for Research Involving

Recombinant DNA Molecules;" June 1976-November 1977.

fact that in March 1977 NIH introduced the phrase "patentable material"

In response to the queétion‘in your letter, the Harvard investi-
gators who feporte& on induciﬁg a bacterium to produce insulin were
funded by the NIH, and the‘univeréity'has filed a patent application
under its IPA, Several other patent aﬁplications have been filed in
the fecombinant-DNA-area. I am enclosing a list for the recérd, Mr.
Chaitman..

Also, in your letter of invitation you asked me to comment on the

into its standard justification for closing peer review meetings

pursuant to exemption 4 of the Federal Advisory.Committee Act (FACA) .

The Federal Advisory Committee Act used to include the same exemptions
contained in the Freedom of Information Act (FOIA).

Passage of the Government in the Sunshine Act, effective in March

-1977; eliminated the Féderai Advisory Comﬁittee's use of FOIA exemptions

-and substituted the Sunshine Act's exemptions as reasons for ciosing

advisory committee meetings. This change did not alter NIH's basic
approach in using exemption 4.. While the Sunshine Act became the source

of exemptions in place of the Freedom of Information Act, exemption 4 is
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essentially tﬁe same iﬁ both statutes. However, we took the opportunity
cccasioned by the-paséage of the Sunshine Act to change the standard
language used By NIH ip citing exemption 4, In so'doiug,_we shifted to
the current format to clarify the grounds on which meetings éould'be
cloged. In makiﬁg this language change, no substantivé shift from.the
priér practice was intended.

In fact, NIH's operating instructions to its Committee ﬂanagement
foicers, as revised iﬁ'light.of the Sumshine Act, continue tb“provider
that exemption 4 is not to be used in situations when it is evident in
advance that information covered by the éxemption will not come up for
discussiomn.

Mr. Chairman, that concludes my statémeﬁt. I would be pleased to

respond to any questions or comments you may have.

R~ r—




