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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE )

NATIONAL INSTITUTES OF HEALTH
BETHESDA, MARYLAND 20014

March 2, 1978

Dr. Robert M. Rosenzwelg

Vice President for Public Affalrs
Stanford University

Stanford, California 94305”

Dear Dr. Rosenzweig:

Shortly after the release of the NIE Gu1de11nes on Recomblnant DNA

Research in June. 1976 you sent me a letter requestlng that the

National InStltuteS of Health review DHEW policies relatlng to the

patenting of recombinant DNA research inventiomns. As you know, your

letter prompted NIH to reVLew current DHEW patent regulatlons govern—

ing existing institutional patent agreements and to consider how

recombinant DNA research inventions should be handled under the terms

of those agreements. Over the summer and fall of 1976, NIH solicited -
comments from a broad range of individuals and institutions on this

matter.

An analysis of the comments received on the question of patenting
recombinant DNA inventions was completed in December 1976, and was
referred for review to the Federal Interagency Committee on Recombi-
nant DNA Research. As you know, this Committee was convened by the
Secretary of HEW, with the approval of the President, to address the
extension of NIH Guidelines beyond NIH to the public and private
sectors, : .

In an interim report to the Secretary in March 1977, the Committee
recommended that legislation be developed to govern the conduct of
recombinant DNA activities nationally. On the basis of those recom-—
mendations, an Administration bill was drafted and was introduced in
Congress by Senator Edward M. Kennedy and Representative Paul G. Rogers.
Congressional hearings were held, but no bills were enacted in the past
session. It appears, however, that new bills will be considered shortly
by the relevant congressional committees.

The Committee reviewed NIH patent policies with respect to recombinant
DNA research in May, and the Public Health Service and the Office of the
General Counsel completed a review of the report in December. The report,
enclosed, provides an analysis of all comments received on this matter

and of the Interagency Committee review of patent policy. On the basis

of the findings contained in the report and my discussions with Dr. Julius
Richmond, the Assistant Secretary for Health, and Peter Libassi, General
Counsel for the Depattment, it is my recommendation that at least for the
present, recombinant’ DNA research inventions developed under DHEW-NIH
support should continue to be administered within current DHEW patent
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THE PATENTING OF RECOMBINANT DNA RESEARCH INVENTIONS
DEVELOPED UNDER DHEW SUPPORT:
An Analysis by the Director,
National Institutes of Health
November 1977

TI. Introduction

The need for the Department of Health, Educatlon, and Welfare

{DBEW) to establlsh a pollcy on the patentlng of DHEW—supported 1nventlons

involving the use of recombinant DNA molecules has occasloned efforts
to achieve a cousensusuof views from the publlc and prlvate sectors.
An account of these efforts,.withlrelevent bachground and analysis,
'ils presented here : |
On June 23, 1976 the Natlonal Institutes of Health (NIH) released
guldellnes to govern the conduct of NIH—supported research on recomblnant
DNA molecules. In this research "genes' --that 1s, deoxyrlbonuclelc |
acid (DNA) moiecules—efrom virtually any 11v1ng organlsm can be transferred
to 51ng1e cells from certaln completely unrelated organlsms These “
experlments depend‘on the ablllty to join genetlc material of dlfferent
sources and then to propagate the resultlng hybrid eleﬁents in 51ngle
bacter1a1 and anlmal cells. - The NIH Guldellnes establlsh carefully _
“controlledqconditionskfor_thehcohduot of experlmehts 1uyolv1ng the
_insertioh of such recoubinant-geues into orgenisms such ‘as hacterie.
The_guidelines were develooed by a scientifdc advisory commdttee
created‘by NIH in response to requests by uany soientists engaged in -
this tield'of'research. These'scientists had previously called for
a moratorium on ‘certain klnds of experlments while appropriate guldellnes

were dev1sed.f In December 1975 the NIH Recomblnant DNA Adv1sory Commlttee
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Appegdix I lists all individugls anq groups yhosg views wefe solicited
in the drafting of thg p?esept analysis. A copy qf the 1ette; soliciting
their commeﬁts is also attachéd. All gorresandenge from the éoﬁmentators
will be publisﬁed in the second pf a series of volumés.that‘document.the
public policy issués and tﬁe pfcceeﬁings relating to NIH_decisions on
recombingnF_DNA research. ) : .

A refiew and.analysislof comments received on the questiﬁn of patenting
recombinant DNA inventions was completed in December 1976 and referfed
to the Federal Interageggy Committee on‘Récpmbinant DNA Research for their
attention, Followiné.;he Committee.review, the report was considgred by the
DHEW Office_of.the_General Counsél,.tﬁe fublié_Health Service,.ané the National
Institutes of Health. Tﬁe review, together.with a bfief rg#o;# on ;elated

activities of the Interagency Committee, appears below.

II. Review of Issues and Comments Received in the Patenting of Réecom-—

binant DNA Inventions-

A. Department of Health, Education, "and Welfare Patent Policies

Under current DHEW patent regulations;.invention-rights-to dis~-
coveries developed under the Department's research support are normally
allocated in either of two ways:

FirSt,'the Department may enter “into -an Tastitutional Patent Agree-
ment (IPA) with a university or other nonprofit organization that has
instituted mechanisms for administering patents on inventions (see
Appendix II). The IPA provides the institution the first option to own
all inventions ﬁgde in performance of Department grants or -contrdcts,
subject to a number of conditions deemed necessary to protect the public

interest. Some of the more important conditions are--~




applications were filed from 1969 through the fall of 1974 under
"IPAs. Approximately $24 million is committed to.the development
of inventions on the basis of 1icen$gs granted under thesg pétents.
Meanwhile the Department has reviéwéd 1i8 petipions for ownefship
from institutions.not having IPAs and_has granted 1@2 of them. Aﬁf.
proximately $53 million haé been invested or commi#ted té development
under the 1icensés awérded.through tﬁis mechanism. The commitmeqt
of private risk c;pitai.in tﬁese.ingﬁances may.be viewed as.evidéﬁée:
‘that a 1icensa$1é patent fight is a primafy facfor.in the successful
transfe; of.results from Dgpaftmenﬁ—fqndéd.re;earqh to the.public._
It indéed:appears that tﬁe incentives prof#&ed bf Departﬁént
patent policy‘have encouragé& the.development.of-new.tECHnélogy and..

its transfer to the public-—a clear benefit to the United States.

B. The Patenting of Recombinant DNA Research Inventions

1. Patenting and Disclosure of Information

In reviewing patent policies generally, the effect of the pro-
cessing of patent applications on the rapid dissemination of
scientific and safety information must be considered. Under U.S.

~law an inventor has a one-year period-of grace-after research
results are published in which to file for a patenti: In a number
of foreign countries, however; valid proteétion requires that a
patent application be filed prior to publication. If one publishes
first; valid patent protection cannot be obtained. Thus it could
be anticipated that the effect of allowing patents on recombinant

DNA inventions would be to encourage:U.S. inventors to file for




for the expedited processing of patents. The order and its
subsequent review by the Interagency Committee is discussed
in Section 3, devoted to the Interagency Committee review.

2. Exclusion of DNA Research Inventions from IPAs

The views of'commenﬁétors were solicited on excluding recom-
binant DNA research inventions from IPAs,.so that patents would
be granted only for dedication to the public. Pos;ible approaches
include the féilowing: | |

Recombinant DNA research inventions could be excluded from
the IPAs. Nonme of the commentators favored this option,: |

"Alternatively, the IPA could require institutioms filing .
patént applications for recombiqant DNA research inventions
to dedicate all issued patents to the public. No commentator
voiced support for this.

Finally, a condition could be added to the institﬁtional
patent agréement requiring ingtitutions to assign to DHEW all
recombinant DNA research'inventionS'devéloped under Department
support. The Department, as aésignee, could either dedicate
the patent to the public or pursue licensing, with appropriate
conditions attached. Some c0mmentators.supported this poliey,
including four members of the Recombinant Advisory Commiftee.
Among the industrial representatives,rone commentator found
this optibn aéceptabie. Several_commentatoré who atténded the
public hééring faﬁoredltﬁis policy option,'énd"one suggested-

that royalties accrued by the Government should be used to




such as compliance with the NIE Guidelines, as a condition for
granting an exclusive or a nOnexclusive'liceﬁsé.*"'
The commentators generally supported the inclusion of
requirements in the IPAs which would extend the NIH Guidelines
' beydﬁd_NIH grantees and contractors to'private industry.
Commentator; from industry had reservations about mandatory
compliahée with the NIH Guidelines as a condition for obtaining
"licenses. Most found, however, that the use of the patent system
' for requiring compliance with the Guidelines would'be:actepfable.
1t was noted that the Guidelines would need to be modified for
application to industry'an& that the developmgnt of a plan for
their administration througﬁ.the:patent syst;mrwould require
considerable thought and care. A number of iﬁdustrial commenta-
tors also poinﬁed out that use of the paﬁent'system to achieve
- compliance with thg'Guidelines could only be a temporary measure,
for legislation or some form of administrative regulation would
ultimately be needed to cover reédmbiﬁént DNA research activity

in both the public and private sectors. 'The Federal Government ,

* A nonexclusive license allows several licenses to be granted -
simultaneously for the development and marketing of one patentable
invention. As noted in the relevant section of the patent agreement
included in Appendix II, an institution must attempt to grant
nonexclusive licenses. When the institution is unable to find

a market for nonexclusive licenses, it may then grant an exclusive
license. 4An exclusive license permits only one license ‘to be granted
for a limited time. A number of conditions are set forth in the
patent agreement governing the granting of an exclusive liceénse
(see Appendix II). 1Ia an alternative approach to that mentiomed
" above, the Department could review and approve exclusive llcenses
but not review nonexc1u31ve licenses.
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of the NIH Guidelines to govern research in these sectors gnd, if
necessary, to recommend appropriate legislative or executive action.
The Committee consists of all Federal Departments and agencies that
éupport and conduct such :esééfch and all regulatofy agencies that
may have potential auéhqrity over it. (The members of the Committee
are ltisted in Appendix III.)
~ After several months of wofk, the Interagency Committee agreed that
.1egislati0n was required té ensure uniform standards to govern ayl
 .recombinant DNA activities natiénally. After detailed deliberations,
the Committee agreed on a set of elements for_proposed,legisl;ﬁion. The
agrgedfupqn_glemgnts and various a;tgrgatives_:eviewed by_the.Cpmmittee_
were presented in an Interim Report transmitted on March 15, 1977, to
HEW Secretary Califano who haéﬁlegislation developed along the lines
recommended by.the Committeé. The Administration bill,'drafted_by_the
Department, was introduced into Coﬁgress, where it and several oghe:

bills dealing with recombinant DNA activities are pending.

B. Committee Review of Patent Policies

1. Commerce Department. Order

~ The Department of Commerce pubiishgd in the Federal Register
on January 13,_1977, an order for the_accglerated processing of
pgtent applications.for recombinant DNA inventions. In response to
expressions of concern by members of Congress, HEW Secretary Califano
requested Secretary of Commercq Juanita Kreps to withdraw_the order

pending rev{ew by the Interagency Committee. In a notice filed in the
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All agencies voiced support for DHEW's policies gpverping
Institutional Patent Agreements. Further, all except Justice
believe that recombinant DNA research inventions should be handled
no differently from other inventioqs under the terms of the IPAs.
_The Department of Justice believed that, in view of the"great_public

interest in this research, ownership of any invention stemming from

-

_Government-sponsored research in the recombinant DNA field should

. ‘be held by the U. S. Government.

IV. Summary Review and Analysis

From all thé comments received, there was genefél sﬁpport"fof'lhsti-'
tutionél Patent Agreemeﬁfs between the DHEW and grantee institutions.
The agrééménts ailow, Ehrdugh abpropriate conditions, the disposition of
inventions as a result of Department#subported‘research. Under the terms,
there is a careful delineation of thé rights and duties of grantees
and of the Debartment. 'petaiiéd:cénditions'are set forth for imstitutions
to grant exclusive and nqnexcldéive 1icenseé, and a set of conditions for
the distfibution of royaltieé is included. Either party may terminate
the agreement upon 30 days notice. |

Under the terms of the agreement, institutions must grant the

Government a royalty-free nonexclusive license, under which!any grantee

or contractor of the Government operates. Under patent law, thé use of

patents for research purposes is not an infringement, and anyone may use

the invention in research without paying royalties. In sum, DHEW Institu-

tional PatenE'Agreéﬁents are perceived to strike a fair and equitable

balance between publi¢ Tights and private interests.
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They wereldivided,:however, on whether to achieve‘that goal through the
use of patent agreements. Several commentatoﬁs'rég?mmendgd Federal_action
to ensure uniform standards with appropriate monitoring. They noted that
the implementation of the NIH Guidélines through licenses granted under
patents is awkward at bgst and would be only a temporary sﬁlutiqn.
The.IﬁteragenCy Cqmmittee members voiced strong support for Depart-
‘ment policies governing InstitutionallPatent;Ag:gements, and all except
representatives of the Department of Justice believe that recombinant
_ ﬁNA research inventions should be considered within the existing terms
. of the Institutional Patent Agrggment.ﬁ_It shquld_be noted thap Fhe
Justice Deﬁarfment‘opinions rested héavily on a draft bill_orginally_p:o—
posed by Senator Kennedy for the.regulation_of recombinant‘DNA research
aptivities. Specifically, Justice referred to the patent sections of
tnis,draft_Bill_thap were based on the comcept of Goyernmgptﬁownership_
‘q?‘:ecombinant‘DNA_rgsgarch inventionsj In subsequent vegéiops_ofLS§nator
Kennedy's bill, however, all sections related to patentszwere_gliminated.
The perceived need for extension of the Guidelines generated support
among the commentators in ‘the summer and fall of 1976 for.the‘use‘of
patents as a means of obtaining compliance. ‘Legislafion to ensure uniform
sﬁandards and regulations nationally for afl recombinant DNA aétivitieg
in both the public and private sectors was considered in the First
‘Session, 95th Congress. In the current sesgiqq, legislation once_again
is-ﬁeing considered. Use of the Institutiomal Patent Agreement as a means
of obtaining compliance with the NIH guidelingstis not an adequa;e_sﬁpsti;ute

for legislation.
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will comply with the physical and biological containment standards.set
forth in the Guidelines in any production or use of recombinant DNA
molecules under the license. If legislation is passed, these safety
standards will be mandated by the 1aﬁ for all who conduct or support

recombinant DNA research.




Appendix I

SAMPLE LETTER ON DHEW PATENT POLICY AS APPLIED TO RECOMBINANT DNA INVENTIONS;
ADDRESSEES; RECOMBINANT DNA ADVISORY COMMITTEE

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
' PUBLIC HEALTH SERVICE
NATIONAL INSTITUTES OF HEALTH
BETHESDA, MARYLAND‘ 20014

September 8, 1976.

Dear

'I am writing to solicit your views on the question of patent applications
-in the area of recombinant DNA research activity. As you may know,- _
Stanford University and the University of California have proceeded to .-
file a patent application on a process for forming recombinant DNA.

This invention was generated in performance of an NIH grant. A number

of other Universities, including the University of Alabama, may also

file patent applications on derivatives of recombinant DNA research.
Notwithstanding Stanford's right to file under the terms of a prior
agreement with the Department, they have solicited NIH's view on an
appropriate plan for administration of this invention. :

These patent activities, the certitude that other important inventions

in this field are forthcoming, and the public's apprehension over

control of recombinant DNA research compel inquiry into whether the
Department's normal .policy of allocating invention rights is consonant
with the concerns about this research or whether special treatment would .
be more appropriate.. . ' -

Invention rights aré_ndrmally allocated in either of two ways under
Department patent regulations-- ‘ : . :

Yirst, if a University or other monprofit institution seeks to enhance
its technology transfer capability, the Department may enter into an
Institutional Patent Agreement (IPA). This provides to the institution-
the first option to ownership .in all inventions made in performance of
Department research, subject to a number of conditions deemed necessary
to protect the public interest. Scme of the more important conditions
are: . - o : :

l. a rdyalty—frée license permitting the Government and those functioning
under Government direction to practice the invention,

2, a limit on the term of any exclusive license granted,

3. _Departﬁent authority to withdraw specified'grants from the
agreement, and - ,

I-1
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[ As noted Stanford has indicated some w1111ngness to consider modlflcatlon
of their IPA as it relates to such research. Theére are a number of
possible policy options, short of the present allocatlon of rlghts under

. .the IPA, which could be consideréd for dlSCuSSlon with Stanford and as
p0531ble alternatlves to the present allocatlon of rlghts made under all
other IPA's. Some of these options are as follows‘

1. TInstitutions could be discoura'ged from fili'ng patent applications on
inventions arising from recombinant DNA research. If this option were
pursued, publlcatlon Would be relied on to cut off ail possible adverse
patent clalms. '

2. Institutions could be asked to file patent applications on inventions
arising from recombinant DNA research and to dedicate all issued patents -
to the public. This would, to a greater extent than 1., block adverse
patent claims.

3. Institutions could be asked to assign all inventions made in
performance of recombinant DNA research to the Department. The Depart-
ment as assignee of the invention could either pursue the licensing of
whatever patent applications were filed or dedicate issued patents to
the public.

4, The Department could continue to permit institutions to exercise
their first option to ownership under the IPA but require that all
licensing of patented inventions be approved by the Department. The
Department could set certain conditions for approval, such as compliance
with the NIH guidelines on recombinant DNA research.

5, The Department could permit institutions to retain their first
option as in 4., but approve only exclusive licenses. Here, as above,
the Department could set out conditions to account for the special
nature of recombinant DNA research, both in approved exclusive and
nonexclusive licenses.

If it is determined that institutions with IPA's should be permitted to
retain owmership of inventions arising from recombinant DNA research, :
I am concerned about the effect of" the processing of patent applications L
on the dissemination of research information. Under United States law, T
an iInventor has a one-year period of grace after research results are
published in which to file in order to obtain a valid United States
patent. However, valid protection in a number of foreign countries
requires that a patent application be filed prior to publication. If
one publishes first, valid patent protection cannof be obtained in such
countries. Our patent people believe that any necessary patent
applications can be handled expeditiously without an undue burden on’
disclosure. I am especially mindful of the concerns expressed at the

I-3




ADDRESSEES OF SAMPLE LETTER:
Members of the Advisory Committee to the Director, NIH, Past and Present; and
Other Participants at the February 9-10, 1976, Meeting

Dr. Emmett BARKLEY

Director

Office of Research Safety
National Cancer Institute, NIH
Bethesda, Maryland 20014

Dr. Paul BERG

Department of Biochemistry
School of Medicine
Stanford University
Stanford California 94305

Dr. Danlel CALLAHAN

Director, Institute of Society,
Ethics, and the Life Sciences

. 360 Broadway '

Hastlngs-on—Hudson, New York 10706

COMROE, . Julius H., Jr., M.D.
Cardiovascular Research Institute
1315-M University. of California
San Francisco, California 94143

Dr. Roy CURTISS IIT
Professor

Department of Mlcroblology
School of Medicine
University of Alabama
Birmingham, Alabama 35294

DODDS, Joseph-Juy
Medical Director
Campbell General Hospital

525 McCallie Avenue
Chattanooga, ‘Tennessee” 34702

M.D. .-

DUNN, B. Winfield C., D.D;S.

- {former Governor of Tennessee)
12 First American Center

Nashville, Tennessee 37238

GUSTAFSON, . James M., Ph.D.
Professor of Theological EtthS
University of Chicago

Chicago, Illinois 60637

Dr. Philip HANDLER

President

National Academy of Sciences
2101 Constitution Avenue, N.W.
Washington, D.C. 20418
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Ms. Margo HAYGOOD

2560 Coventry Road

Shakers Heights, Ohic 44120

Dr. David BOGNESS

Professor

Department of Blochem¢stry

Stanford University

Stanford, California 94305

HUDSON, Roy D,, Ph.D. _

Coordinator for Research Programs
and Drug Developmrent

Parke--Davis and Company

_Ann Arbor, Michigan 48105

Mr. Peter Bavton HUTT
Covington & Purling

888 16th Street, N.W.
Washington, D.C. 20006

KELLY, James F., J.D.
Executive Vice-Chancellor
State University of New York
99 Washington Avenue

Albany, New York 12210

Dr. Marian KOSHLAND
Professor of Bacteriology
and Immunology
Department -of Molecular Blology
University of California

Berkeley, California 94720
Mr. Alan LADWIG o
President, Forum for theé Advancement of

Students in Science and Techmnology
1785 Massachusetts Avenue, N.W.
Washington, D.C. 20038

MARTINEZ, Rebecca (Student)
University of New Mexico-’
School of Medicine -
Albuquerque, New Mexico 87131
Dr. Joseph MELNICK

Professor of Vlrology

- Baylor Universityv -

Houston, Texas 77025'




- ADDRESSEES FROM PRIVATE INDUSTRY

Dr. Lacy Overby
Director, Experimental Blology
Abbott Laboratories

Dr. Richard Donovick
Director
American Type Culture Collection

Mr. Robert Carow
Association of American Medical
Colleges

Dr. James .J. Bﬁfchall
Head, Department of. Mlcroblology
Burroughs Wellcome

Ronald Cape, Ph.D.
President
Cetus Corporation

Dr. Karl J. Brunings
Vice President
Pharmaceutical Division
Ciba-Geigy Corporation

Dr. D. J. Kilian

- Regional Director

Occupational Health and Medlcal
Research for Dow, U.S5. Area
Dow Chemical Company

Dr. C. C. McDonald

Research Supervisor

Central Research and Development
Department

Bupont Company

Dr. John F. Brown, Jr.

Manager, Life Sciences Branch

GE Corporate Research & Development
General Electric Company

Dr. Louis G. Nickell

. Vice President

BioProducts Research Department
W. R. Grace & Company

W. Vern Hartwell, Ph.D.
Environmental Health Specialist
Office of Environmental Affairs
Department of Commerce : !
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~Dr. Cornelius W, Pettinga

Executive Vice President
Eli Lilly & Company

Mr. T. Milton Freifield

Assistant Technical Director,
Occupational Health

Manufacturing Chemists Assoc., Inc.

Dr. Jerome Birnbaum
Executive Director

Basic Biological Sciences’
Merck & Co., Inc.

Dr. Robert Erickson

Department of Science Information
and Communication Serv1ces

Miles Laboratories

Dr. Elena Nightingale
Natlonal Academy of Sciences

Dr. Thomas B. Rice and

“Mr., Philip Gordon

Agricultural Research Frogram

‘Pfizer, Inec.

John G. Adams, Ph.D.

Vice President, Scientific and
Professional Relations.

Pharmaceutical Manufacturing Assoc.

Ann-Marie Skalka, Ph.D.
Cell Biology
Roche Institute of Molecular Biolegy

Harry Green, Ph.D.
Director of Science Liaison
Smith, Kline and French Laboratories

Joe Grady,’Ph.D.

The Upjohn Company'

Dr. Mark Levner
Biological and Chemical
. Development Division
Wyeth Laboratories




RECOMBINANT DA MOLECULE PROGRAM ADVISORY COMMITTEE

CHAIFRAN
STETTEN, DeWitt, Jr., M.D., Ph.
Deputy Birector for Science
Office of the Director

Bethesda, Maryland 20014 N

National Institutes.of Health

1976 .
VICE CHAIRMAN
D. JACOBS, Leon, Ph.D.
Associate Director for
Collaborative Research
' Office of the Director .
National Institutes of Health
Bethesda, Maryland 20014

EXECU].‘IVE SECRETARY

GARPIAND, Wllham J, Jr., Ph. D.

;. Director

" Office of Recombinant DNA Activities

National
National"
Bethesda,
ADEIBERG, Edward A., Ph.D.

Profes=or

Department of Human Genetlcs

gchool of Medicine .

Yale University -

New Haven, Connecticut 06510

CURTISS, ROY, I1I, Ph.D.
Professor
Department of Mlcrobmlogy
School of Medicine
University of Alabama - .
Bummgham Alabama 35294

" DARNELL, James ‘E. ,Jr., M. D.
Professor
Department of Molecular Cell Biology
Rockefeller University .
Wew York, New York 10021

DAY, Peter R., Ph D.
Chief
Division of Genetics
Comnecticut Agricultural
Experiment Station -
Hew Have'x. Connhecticut 06504

HELINSKI, Dcnald R., Ph D.
Professor
.Department of Biology
Dniversity of California, Sah Diego
La Jolla, California 92037

_BOGRESS, David S., Ph.D.
Professor- .
Department of Biochemistry
Stanford University. ’

- Stanford, California 94305

RUTTER, Elizabeth H., Ph.D. -
Member of the Faculty '
in Biophysics -
The Evergreen State {ollege
Olympia, Washington 98505
206 B866-6719

Institute of General Medical Sciences
Institutes of Health
Maryland 20014

. LITTLEFIELD, John W., M.D.
Professor & Chairman
Department of Pediatrics
Children's Medical & Surgical Center
Johns Hopkins Hospital
Baltimore, Maryland 21204

REDFORD, Elmette S., Ph. D., LL.Db.
Asbbel Smith Professor of .
Government. and Public Affairs
. Lyndon B. Johnson Schuol of
Public Affairs :
Univeristy of Texas at Austin
Austin, Texas 78712

2, Wallace P., M.D.
Chief, Laboratory of Viral Diseases
National Institute of Allergy &

. Infectious Diseases

- National Institutes of Health
‘Bethesda, Maryland 20014

SETLOW, Jane K,, Ph.D.
" Biolegist -
. Brookhaven National Laboratory
Upton, Long Island, New York 11973

SPIZIZEN, John, Ph.D.
Member and Chairman
Department of Microbiology
Scripps Clinic & Research Foundation
La Jolla, California 92037 °

SZYBALSKI, Waclaw, D.Sc.
. Professor of Oncology
McArdle Laboratory
University of Wisconsin
Madison, Wisconsin 53706
608" 262-1259
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Appendix II

INSTITUTIONAL PATENT RGREEMENT
GOVERNING GRANTS AND AWARDS FROM.THE
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

This Agreement, made and entered into this _ - ay of
. . 19 . by and between the United
States of America, as represented by the Assistant Secretary
(Health and Scientific Affairs) of the Departmeént of Health,
Edycation, and Welfare, hereinafter sometxmes referred to as
the Grantor, and : : :

hereinafter referred to as the Grantee.,
WITNESSETH:

'WHEREAS, the Regulations of the Department of Health,
Education, and Welfare, covering inventions resulting from
research grants, fellowship awards, and .contracts for research
(45 CFR-Parts 6 and 8), provide in Secs. 8.1 through 8.5 that
upon approval by the Assistant Secretary (Health and Scientific
Affairs), the ownership and disposition of domestic and foreign .
rights to inventions arising out of activities assisted by
grants and awards may be left to the Granteeé pursuant to its
approved established patent policy, with such modlfxcat;ons
as may be agreed upon- and :

. WHEREAS, the Grantee is desirous of entering into an
agreement whereby it has a first option to retain principal
rights in and to administer inventions made in the course of
or under research supported by grants and awards from the
Department of Health, Education, and welfare, pursuant to the
aforesaxd Regulatlons- and

WHEREAS the. Ass;stant Secretary (Health and Sc1ent1f1c:
Affairs) has reviewed the patent policy of the Grantee as
.8et forth in :

t

and its pfadtices thereunder and has found them to be acceptable, -

subject to the provisions of this Agreement, and that said.
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application thereon. In such event, all rights in and to
such invention, except rights in any foreign patent applica- -
tion filed by Grantee, shall be subject to disposition by the
Grantor in accordance with its Regulations then in effect.

Iv. Supglementa:y Patent Agreements

(a) The Grantee shall ‘'obtain patent agreements from all
persons who perform any part of the work under a grant or
award from the Department of Health, Education, and Welfare,
exclusive of clerical and manual labor personnel, requiring
that such persons promptly report and asgign all subject in-

ventions to Grantee or its approved patent management crganlza—
tion. :

(b) The Grantee shall include the following provision
in any contract it enters into involving reeearch‘and/or
development for whlch DHEW research grant or award funds are
utlllzed

_ "The Contractor hereby agreea to report fully and
promptly to

_ {(Grantee)
Cany’ 1nvent10n conceived or first actually reduced a
to practice in performance of this contract (herein-
after referred to as "such invention(s)", and to
., assign all right, title and interest in and to such
B anventlon to

(Grantee)
ot 1te designee; o

k“In addltlon. “the Contractor agrees to furnish the
fOllOWlng materlals, disclosures and reports--”

vy upon ‘request, such duly executed xnstruments
{Prepared by the

(Grantee} ‘
“or its desxgnee) and such other papers as are
deemed necessary to vest in the -
' or 1ts desxgnee the

(Grantee) :
rights granted under this clause and to enable the
or its

(Grantee)
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(d) If the Grantee specifies that no U.S. patent
application will be filed (or having spescified that it
intends to file, thereafter notifies the Grantor to the
contrary), the Grantee shall promptly inform the Grantor
of the date and identification of any known publication of
subject invention made by or known to the Grantee or, where
applicable, of any contemplated publication to be made by
or known to the Grantee, and also the date subject invention
or any embodiment thereof waz first in public use or on sale -
in the United States and shall furnish such other information
(and have executed such documents as provided im VIII(f) as
may be required to enable the Grantor to make d1¢p091t10n of
subject invention rights).

VI. Admlnlstratxon of Inventions on Whlch the Grantee
Elects to File Patent A pllcatlons '

(a) The Grantee shall require assignment to it of all
right, title and interest in and to each subject invention
‘on which it elects to file any patent application for ad-
ministration by it in accordance with and subject to the
terms and conditions herein set forth: Assignments from the
inventor to the Grantee under U.S. patent applications shall
be promptly obtained and recorded by the Grantee in the
United States Patent Office, and copies of the recorded '
a831gnment shall be furnished to the Grantor.

7 (b) ‘The Grantee shall grant to the Government of the
United States a nonexclusive, irrevocable, reyalty-free
license for governmental purposes and on behalf of any foreign
government, pursuant to any existing or future treaty or agree-
~ ment with the United States under each U.S. or foreign patent
application it elects to file on a subject invention. The -
form of the license to be granted shall be as set forth in
Exhibit "A“ attached hereto, and by this refeience made a
part hereof. Any license issued by Grantee shall be made
expressly subject to the license to the Government of the

- United States.

(c) The Grantee ghall administer those subject inventions
to which it -elects to retain ticvle in the public interest and
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(£) If permitted by its patent policies and the terms
of the grant or award under which an invention is made, the
Grantee may share royalties received with the inventor(s), _
provxded that the Grantee gshall not pay the inventor(s) more
than (1) fifty percent (50%) of the first $3,000 gross
royalty paid under the patent, (2) twenty-five percent (25%)
of the gross royalty income between $3,000 and $13 000, and
{3) fifteen percent (15%) of the gross royalty in excess of
$13,000. The balance of the royalty income after payment of
expenses. 1nc1dent tc the administration of all inventions
aSSLgned to it pursuant to the prov1szons of this Agreement
shall be utlllzed .for the support of edJCQtlonal and research
pursults

(g) All licenses issued by the Grantee to other than
the Government of the United States under any patent applica-
tlon or patent on a subject invention shall be subject to
the conditions of this Agreement and shall q*pec:;L:Elcad.l;gr
regserve to Grantor those rights specified in paragraph XII
hereof.  The Grantee shall, upon request, promptly furnish
copies of,any license agreements entered into by it to the
Department. . ' o

VII. Patent Ménégement Organizations

The Grantee shall not assign any subject 1nventlon to
parties other than the Grantor in circumstances as set forth
in this Agreement except it may ass;qn rights in the invention
to a nonproflt patent management organlzatlon, prov;ded that
the patent administration agreement between such organxzatlon
and Grantee 13 approved by the Grantor. Any reference to a
_ Grantee in this Agreement shall also include a patent manage-
ment organization when applicable and an assignment to such
an organization shall be subject to all the terms and cond;—
'tlons of thls Agreement.

' VIIi} Patedt:Applications

‘ (a) Grantee shall promptly furnish Grantor with a copy
of each U.S. patent application filed in accordance with this
Agreement specifying the filing cdate and the serial number,
Grantee shall promptly notify Grantor of each foreign patent
application filed,- including filing date and serial number,
and shall furnish a copy of each application upon request.

11I-7




IX. Invention Reports and Certifications

Noththstandlng the provisions of thls Agreement, the.
Grantee shall provide invention reports and certlflcatlons"
as may be required by the terms of any grant or award.

X. pisclosure and Publlcatlon

The Grantee shall'not bar or prohibit publication of
disclosures of inventions on whlch patent applications have
been filed.

The Grantor shall have the right to publish and make
' disclosure of any information relating to any subject in-
vention whenever deemed to be in the public interest, pro-
vided that upon request, reasonable opportunity shall be
afforded the Grantee to flle U.8, and forelgn patent
appllcatlons.

XY. Reports'bn Development and Commercial Use

The Grantee ghall provide a written annual report to the
Department on or before Saptember 30 of each year covering
the preceding year, ending June 30, regarding the development
and commercial use that is being made or intended to be made
of all subject inventions left for administration by the-
Grantee. Such reports shall include information regarding
development, the date of first commercial sale, gross sales
by licensees, gross royalties received by the Grantee, and
such other data and information as the Department may specify.

“XIT. Additional Licenses

{(a) The Grantee agrees that if it, or its licensee,
has not taken effective steps within three years after a
United States patent issues on a subject inventioh left for
administration to the Grantee to bring -that invention to the
peint of practical application, and has not made such invention
.available for licensing royalty~-free or on terms that are
reasonable in the circumstances, and cannot show cause why he
“should rétain all right, title and interest for a further -
period of time, the Grantor shall have the right to require
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made under grants or awards entered into during and
gsubject to this Agreement will not be affected by such
a termination excapt that in the event the Department
terminates this Agreement because of a failure or re-

fusal by Grantee to comply with its obligations under

Articles V or VI of this Agreement, the Department shall

_have the right to require that the Grantee's entire

right, titie and interest in and to the particular in-
vention with respect to which the breach occurred he
assigned to the United States of America, as represented
by the Secretary of the Department of Health, Education,
and wWelfare.

XV. Limitation

It is agreed and understood that this Agreement

'shall not apply to any grants or awvards issued under

statutes containing reguirements for disposition of
invention rights with which the provisgions of .this.
Agreement are incomnsistent. It is further agreed, that
any constituent agency of the Department of Health,
Education, and wWelfare may, with the approval of the
Assistant Secretary (Health and Scientific affairs),
provide as a condition of any grant or award that

this Agreement shall not apply thereto. It is also

.. agreed that any constituent agency of the Department

of Health, Education, and welfare may provxde 5ubject '
to approval by the Assistant Secretary (Health and

-Scientific -Affairs), that-this Agreemant shall apply
'_to spac1f1c research contracts.

" IN WITNESS WHEREOF, each of the parties hereto
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‘EXHIBIT "A"

LICENSE TO THE UNITED STATES GOVERIMENT

WREREAS, . _ , of

{Inventor) : '
: _ . has
invented ‘ ,. and

| (Invention) '
filed a patent application thereon in - +++
' R _ {Country)

- bearing Serial No. : , filing date :

and

'WHEREAS, the invention was made in the course of research
supported by grant(s) from the Department of Health, Education,
and Welfare;. and ‘

WHEREAS, the United States Government. is entitled to certain
rights in and to said lnventxon and applxcat;on by reaszson of the
terms of said grant(s): and

WHEREAS, the : .
' ~{Institution)
hereinafter called the "Licensor" has acquiyxed by assignment
from the inventor the entire right, title, and xnterest of the
inventor to such invention;

NOW, THEREFORE:

1. The Licensor, in consideration of the premises and other
good and valuable consideration, hereby grants and conveys to
the United states Government a royalty-free, nonexclusive and
irrevocable license for governmental purposes and on behalf
of any foreign government pursuant to any exigsting or future
treaty or agreement with the ‘United States under the aforesaid
patent application, and any and all divisions or continuations,
and in any and all patents or reissues which may be granted
thereon during the full term or terms. thexeof. A8 used herein,
"governmental purpose" means the. rlght of the Government of
the United States (including any agency thereof, state. or

|
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EXHIBIT "A"

domestic municipal government) to practice and have practiced
(made or have made, used or have used, sold or have sold)
throughout the world by or on behalf of the Government of the-
United States. '

2. The Licensor covenants and warrants that he has the right
to grant the foregoing license, and that any assignment or
license which he may make of the invention or the said patent
applications or patents thereon, shall expressly be made
subject to this license. _

3. rhe Licensor agrees that the Government shall not be:
estopped at any time to contest the enforceability, validity,
scope of, oxr title Lo, any patent or patent applxcatlon here;n '
licensed.

,(Institution)

{Signature)

{Print or type name).

Date
' {Official Title)

_ .CERTIFICATE

I - B ' , certify
of the Instltutlon named as Llcensor hereln. that .
' . who signed this

License on bzhalf of the Institution is

of said Institution; and that said License was duly signed
for and in behalf of said Institution by authority of its
governing body, and is within the scope of its corporate powers.
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has executed this Agreement as of the day and year first
above written.

UNXTED STATES OF AMERICA

By
" pitle
{GRANTEE)
(Corporate Seal) . BY
ritle
. CERTIFICATE .
I, L | _ | | ., cextify that T

am the Secretary of
named above; that
who s;gned thls Agreement on behalf of. sald corporation was
then of said corporation; and
that this Agreement was duly signed for and in behalf of said
corporation by authority of its governing body and is within
the scope of its corporate powers.

Witness my hand and the seal of said corporation this
day of . r 19 .

(Corporate Seal) BY
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(1) assignment of said patent to the United States, as
represented by the Grantor; (2) cancellation of any out-
‘standing exclusive licenses under said patent; or (3) the
granting of licenses under said patent to an applicant on
a nonexclusive, royalty-free bhasis or on terms that are
reasonable in the circumstances.

(b) The Grantor reserves the rxght to license or
to require the licensing of other psrsons under any U. S.
patent or U.S. patent application filed by the Grantee
on a subject invention on a royalty-free basis or on terms
that are reasonable in the circumstances, upen a deter-
mlnatlon by the Assistant Sacretary (dealth and Scientific

Affairs) that the inventiocn is required for publlc use by _"

governeental rcgulatlons, that the public health, safety,
or welfare requires the issuance of such license(s), or
that the public interest would otherwise suffer unless
such license(s) ware granted. The Grantee and its
licensees shall be given written notice of any ptoposed
determination pursuant to this 5ubparagraph not less
than thirty (30) days prior to the effective date of

- such determination, and that if requested, shall be
‘granted a hearing before the determxnatxon is issued and
otherwxse made effectlve.

XIII. Inventions by Federal Employees.

Noththstandzng any provxslon contained in this
_Agreenmsant,. inventions made by Pederal employees, or by
Pederal employees jointly with others, shall be subject
to disposition inder provisions of Executive Ord2ra,
Governmental and Department Regulations appl;cable to
Federal employees.

Xiv. Terminatidn
_ Th;s Agreement may be termlnatEd by either party

for convenience upon thirty (30) days written notice.
.Disposition of rights in, and administration of inventions.
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(b) Upon request, Grantee shall fully advise the-

- Grantor concerning all steps and actions taken during the

- prosecution of any patent application covering a subject
invention and shall, upon reguest, furnish copies of any
final actions, amendments, petitions, motions, appeals or
other papers relating to the prosecution of said application.

(c) Upon request, the Grantee ‘shall promptly furnish

~ to the Grantor an irrevocable power of attorney granting the
right to inspect and make copies of any patent application
covering a subject invention or any of the final actions,
amendrments, petitions, motions, appeals, or other papers
relating to the prosecution of said application.

(d}) ‘The Grantee shall include the following statement
in the first paragraph of the gpecification following the
abstract of any patent application flled on a subject
_lnventlon«

“The invention described herein was made in the
courge of work under a grant or award from the
Department of Health, Education,-and Welfare."

(e) The Grantee shall not abandon any U.S. patent
appllcatlon filed on a subject invention without first
offering to transfer all rights in and to such application
to the Grantor not less than forty-five (45} days prior to
the date a reply to the Patent Office action is due. If
the Grantor does not reguest a531gnment within thlrty (20}
days of receipt of this offer, the Grantee may permzt the
appllcatlon to go abandoned

(£) 1If the Grantee elects to file no patent application
‘or to abandon prosecution of a U.S. patent application on a
subject invention, he shall, upon request, execute instru-
ments or require the execution of instruments (prepared by
the Grantor) and such other papers as are deemed necessary
to. vest in the Grantor all right, title and interest in the
subject invention to enable the Grantor to apply for and
prosecute patent applxcatlons in any country.
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shall, except as provided in paragraph (d) below, make them
available through licensing on a nonexclusive, royaltyefree_
or reasonable royalty basis to qualified applicants.

(d) The Grantee may license a subject invention on an
exclusive basis if it determines that nonexclusive 11cen31ng
will not be effective in bringing such inventions to the
commercial market in a satisfactory manner. Exclusive
licenses should be issued only after reasonable efforts
have been made to license on a nonexclusive basis, or where
the’ grantee has determined that an exclusive license is
necessary as an incentive for development of the invention
or where market conditions are such as to require licensing
on an exclusive basis. Any exclusive license issued by
‘Grantee under a U.S. patent or patent application shall be
“for a limited period of time and such period shall not,
unless otherwise approved by the Assistant Secretary (Health
and Scientific Affalrs), exceed three years from the date of
the first commerclal sale in the United States of America of

‘a prcduct or process embodying the invention, or eight years'

from the date of the exclusive license, whichever occurs
first, provxded that the licensee ghall use all reasonable
_effort to effect rntroductlon into the commercial market as
soon as practicable, consistent with sound and reasonable
business practices. and judgment. Any extension of the
maximum period of exclusivity shall be subject to approval

of the Grantor. Upon expiration of the period of exclusivity -

" or any extension therzof, licenses shall be offered to all
qualified applicants at a reasonable royalty rate not 1n
excess of the exclusive license royalty rate._

(e) Any . llcense granted by the Grantee to other than
the Government of ‘the United States under any patent applica-

tion or patent on a subject 1nventlon shall include adequate

safeguards against unreasonable rOyalty and repressrve

practices. Royalties shall not, in any event, be in excess |

of normal trade practice. Such license shall also prov1de

that all sales to the U.S. Government shall be royalty free.
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deaignee tv apply for and prosecute any patent
- application, in any country, covering such
invention.

"{ii) Interim reports on the first anniversary of

- this contract where extended or renewed and every

- year thereafter listing all such inventions made
during the period whether or not previously re-
ported or certifying that no inventions were
conceived or first actuaily reduced to practlce
during the appllcable period. :

'(111) Prior to final settlement of this contract,
a f£inal report listing all such inventiomns, in- .
cluding all those previously listed in interim
reports, or certifying that 1o inventions were
conceived or first actually reduced to practlce
under the contract.'”

V. Report of Invention

(a) The Grantee shall submit a written iﬁventxon report
to the Grantor of each subject invention promptly after con=
ception or first actual reduction to practlce.-

(b) Such invention report shall be furnished directly
to the Grantor in addition to any other requirement under
any grant or award for the submission of progress or financial
reports, and whether or not reference to subject invention has
been made in any progress or other report furnished to the
Grantor; such repert shall include description of such in-
vention, appropriately illustrated by a simple sketch or.
diagram, to permit the invention to be understood and evaluated,
and such other information as Grantor may require.

(c)} The report shall specify whether or not Grantee
intends to file a U.S. patent application or any foreign
patent applicatjion on the invention. Notice of an election
not to file a U.S. patent application shall be given Grantor
not less than ninety (90) days prlor to the date a statutory
‘bar becomes effectlve.
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policy provides for administration by the Grantee of patents
in the public interest and is consistent with the stated ob-
jectives of the president's Statement and Memorandum of -
Government Patent Policy, issued October 10, 1963;

NOW, THEREFORE,'ln consideration of the forego;ng, the
parties hereto agree as follows: '

I. Scope of Agreement

~ This Agreement shall define ‘the rights of the- partles -
hereto regarding disposition of title to inventions made in-
"the course of or under research supported by grants and awards
from the Department of Health, Education, and Welfare, which
are subject to the Department Patent Regulat;ons and are
zssued after the date hereof. o

IT. ‘Qeflnxtlons

“{a) " The term "subject invention" as used in this
Agreement means any process, machine, manufacture, composition
of matter or design, or any new or useful improvement thereof,
and‘any variety of plant which is or may be patentable under .
the Patent Laws of the United States made in the course of or .

under research supported by grants and awards from the Depart—
ment of Health, Education, - and Welfare.

{b) The term "made" when used in relation to any in-
vention or discovery means its conceptlon -or first actual
reductlon to: practlce.-

.III DlSpOSltlon of Prlncygal Rxghts to Subgect Inventlons

The Grantee shall have the rlght to elect to. flle patent
application in the Unlted States and in foreign countries on
any subject invention and to administer such invention pursuant
to the provisions of this Agreement.. Grantee shall notlfy
Grantor at the time each subject 1nveﬁtiuu is chu;Lcu e
Grantor as required by paragraph Vv hereof, if it intends to
file patent application(s) on and to administer the lnventlon.
If Grantee does not elect to file a U.S. patent application on
and to administer a subject invention, it shall notify Grantor
in sufficient time to permit Grantor to file a U.S. patent
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RECOMBINANT DNA MOLECULE PROGRAM ADVISORY COMMITTEE
LIAISON REPRESENTATIVES

HEDRICH, Richard, Ph.D.
Coordination Program of Science
" Technology & Human Value
National Endowment for the Humanities
Washington, B.C,.- 20506
202 389-6808 . '

LEWIS, Herman W., Ph.D.-
Division of Biological and.
Medical: Sciences -
National Science Foundation
“Washington, D.C. 20418
' 202 632-4200

NIGHTINGALE, ELENA O., Ph,D,
Assembly of Life Sciences .
National Academy of Sciences : -
Washington, D.E. 20418 -

202 389-6807

- SHEPHERD, George, R., Ph.D.
Division of Biomedical and
Environmental Research .
Energy Research and Development
- Administration -
Washingten, D.C. 20545 ...
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WITNESSES WHO TESTIFLED AT
MEETING OF FEBRUARY 9-10, 1976, AND

Dr. David Baltimore
Massachusetts Institute of
Technology : '

Dr., Donald Brown
.Carnegie Institution of
Washington

. br, Marshall Edgell

Univexsity of North Carolina

Dr, Richard Goldstein
Harvard University

' Mr, Charles Madansky-
Hayvard University

. Dr. Burke Zimmerman

Dr. John Sedat
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Director's Advisory Committee meeting in February that there be a rapid
dissemination of research and safety results in recombinant DNA research.

I would especially welcome your thoughts on this matter. What experlence,_
if any, have you or your colleagues or institution had with patent
claims in this regard? I would especially appreciate your views on
Department patent policy as it relates to the suggested policy options I
have outlined above, I intend also to solicit advice on this matter

from other interested parties in the scientific community and public and
prlvate sectors,

Thank you very nuch for your consideration of this most important matter.
In order that we might be able to respond to Stanford in a timely fashion,
I would appreciate your comments by October 1.

..Sincerely'yours,.

/s/

Donald §. Fredrickson, M.D.
Director




4. the right of the Department to regain ownership due to public
interest considerations or the institution's failure to take
- effective steps to commercialize the invention.

Stanford and the University of Alabama each hold one of the 65 IPA's now
being administered by the Department.

Second, under grants and contracts with institutions having no identified

technology transfer capability, the Department utilizes a provision
-deferring determination of ownership until an invention has been made.
Under the deferred determination provision, an immovating institutionm
may petition the Department for ownership of an invention after it is
identified. ' In the past, approximately 90 percent of all such petitions
have been granted on the basis of a satisfactory institution plan for
development or licensing, subject, however, the condltlons similar to
those contalned 1n the Department s IPA's. :

- The'Department s normal policy of allocating invention rights is designed
to facilitate the transfer of technology from' the bench to the market- .
place, by assuring that the innovating institution has the right to
convey those intellectual property rights necessary to-induce industrial
investment and continued development of inventions generated with
Department support. Only the IPA policy, however, assures a management
focal point in the innovating institution which is trained to solicit
“and establlsh tlmely rights in 1nte11ectual property prlor to 1nvent10n.

We have been advised by the Department Patent Branch that 167 patent
applications were filed from 1969 through the fall of 1974 under IPA's,
Approximately $24 million is committed to the development of inventions
on the basis of licenses granted under these patent applications.
Meanwhile, we are advised that the Department, under the deferred
determination provision, has granted 162 of the institutions' 178
petitions for ownership. Approximately $53 million was invested or
committed to development under the licenses awarded. The commitment of
private risk capital in these instances is viewed as evidence that a
licensable patent right is a primary factor in the succeéssful transfer
of Department research results to industry and the marketplace. - '

It indeed appears-that the incentives provided by Department patent.

policy have encouraged the development of new technology in general and

afforded patent protection for some 1nvent10ns to the economlc beneflt
of the United States. = :

The control of DNA research envisioned by the guidelines, however,
requires a delicate balance between need for rapid exchange of informa-
tion unhampered by undue concern for patent rights and a potential for
achieving uniformity in safety practices through conditions of llcensure
under patent agreements. : :
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Appendices

Sample Letter on DHEW Patent Policy as Applied to Recombinant
DNA Inventions; Addressees; Recombinant DNA Advisory Committee

Institutional Patent Agreement Governing Grants and Awards
from the Department of Health, Education, and Welfare

Interagency Committee on Recombinant DNA Research, June 1977

EEE IR B i




16 -

However, in the absence of legislatiom, a condition in the IPAs to require
.assuféﬁcés of compliance with the safety standards in the NIH guidelines
is warranted. |

This leaves the residual question whether the subjecf‘: of the patent-
able processes (recombinant DNA techniques) is of such a peculiar nature
that financial return to the inventors should be denied. This argument ,
too, had few advocates among the commentators. There are no compelling
economic), éocial, or moral reasons to &istingdish these inventions from
_others involving biological substances or processes that have been patented,
even when partially or wholly developed with public funds. Such inventions
inclﬁde'ﬁaécihes’for rubella and rabies, treatments fqr‘herpes infectioﬁs
. of the'eye,'tféatﬁénts'fof uremia, andAprostaglandiﬁs—Tcompounds‘that'may'
have a numbef of possible medical uses. The ‘argument that commercial
develc;pfmen't based on patent protéction has or will assure maximum benefits
of these inventions to the public applies as well to the putative benefits
of recombinant DNA inventions. |

It is recognizéd that Federal pateﬁt'policies are under extensive

feview by the Executive Branch and the Congress. Thisfmay lead to actions
that could-affect the administration of Institutional Patent Agreements
_ generally and the conditions for recombinant DNA research inventions
specifically.

It is recomﬁended, however, that recombinant DNA research inventions
developed under DHEW-NIH support should, at least for the present, continue
‘to be administered within current DHEW patent agreeménts with the univer-

sities. But each agreement should be amended to ensure that the licensees
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A number of commentators disagreed with the action of Stanford
and the University of Califofnia in seeking to patent such inventions.
Specifically, several commentators believed that those universities were
ili-advised to seek patents when contributions to research advancement in
this area were shared by a number of institutions and investigators. These
are important consideratioﬁs it the determination of patent rights. How-
ever, fhe'appropriate'forums'fof'adjudicating'fights to patent inventions
are the U.S. Patent and-Trademark Office and the courts. The Patent Office
‘reviews all patent applications to determine whether the claims for the
new inventions are éﬁtfibutable_sqlely to the cig?ﬁaﬂt,, The ﬁiﬁ.;ééogni;es
its respoﬁsibility&tq provide the Patent Officg With gll_felevant resgarch
information on recombinant DNA, in ordef that review Qf.claims can'prqceed
with fuilrknowledge of priqr resea:;h results in this area.~
The commentators did;QOt believe patepts fo be an_impediment to the_

free flow of information. There may be special problems posed by the
Freedom of Information Act which will influence the administration of
patents in the future. For the present, howgyer; it would appear that

the Act and the patent agreement do not necessarily conflict. The
commentators supported the IPAs.aqd.urged Lhat_rgcqmbinanp DNA_resggrch
inventions not be excLuded from them. |

~ When the Guidelines were released in June, a key public issue was

their extension to the rest of_the:public and private sectors. All com-
mentators whose.views were solicited in 1976 agreed that there must be

standards to govern the conduct of recombinant DNA research and that the

NIH Guidelines could provide the standards for such research nationally.
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Federal Registér on March 9, 197?, Commerce announced suspension

mof.iﬁe order (8xcept'for appliéations.relating:ﬁo safety of research
in this field, which would continue to receive expedited prééeésing).
At a meeting held on March 2§,Ithe Committee reviewed the order
and aocﬁﬁénfs preparéd by thé Commerce Departﬁeﬁt éxplaining in
detail the underlying policies. The majority of Committee membéfs
;“&ere faﬁbrabiy diéposed to the reiﬁstateméﬁt of the Commerce Depart-
ment order because:‘(l) accelerated pfocessing.inVolvés no éhangé
‘in patent policies, merely a speeaiﬁg up of the procedufes; (2) it
motivates éompliaﬁce with the safefy étandérds of the NIH Guidelines
B} ﬁongovernméntally\funded doméstic invéstigétors during the peribd
while ﬁétidnal leéislatioh.is beiﬁg considérea; aﬁa (3) it.encourageé
cd@pliancé with a set of recognfzed éafefy sﬁandar&s:by foreign
invéétigétorsIWho may not yet bevéubject to compaEaB1e-staﬁdardsdin
théif own countries. The views of the Committee were transmitted to
the Secretary for his review in April 1977. The'Secrétary‘ﬂas taken

no action, pending enactment of legislation..

2, Institutional Patent Agreements
An énalysis of the HEW iﬁstitutional Pateﬁt'Agreéments.was
referred to the Committee for re§iew. A numbér of the'égency
' represéntativesrreferré& the anélyéis to their patent counsels.’
.-Among-ﬁhe relevant ageﬁdiéé that commented were the National
Science“Foundétion, the Defense Depaffmeﬁt; the Départméﬁt of
Agriculturé, the Eneréy Research and'ﬁe§e10§ment'Administ:ation,

and the Department of Justice.
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it was stated, has a broader responsibility for enforcing safety
regulatibns——and such enforcement should_ﬁot be limited to NIH
employees and awéfdees.
,:”Generélly,:those commentators who had attended the public
hearing in February 1976 also expressed reservations about reéuiring
~compliance through the patent system. A‘number ﬁointed out the dif-
. ficulry in exercising regulatory controls through the patent process.
 They,u:ged that‘:eguiation might better be carried out by a Govern-
-.ment agency responsible for all rgcombipant DNA research. One
cpmmeﬂfatorfnoted that the universities do not have the capability
-;o_monitbr their licensees for compliance with the Guidelines and
that, necessarily, such responsibilityrwould have to rest gith
. .the fedg;al.Governmenti Anoﬁhe?‘cqmméntator,_however, believed
_.tﬁat,the enforcement of_coﬁpliance by licensees should rest with
the universities holding the patents. The ;atiopale for this view
-_was_that-the Goyernment;has not asgumed the?primary ro}e of enforcer
iniothex patent circumstances and that an gxceptiqp shquld.go; be

created for recombinant DNA research,

III. Interagency Committee

A, Mandate of the .Interagency Committee

TheVSgcretary.of HEW; with_the‘éﬁp?ovél of‘the Pfesident, estébf
1i§hed_in Oétpbé:_l976 an In;e%agépcy Cémmit;ee on_Réqpﬁbiqan;‘DNAl"
..ResearCh 9hﬁiréd'hy the Director df'the NTH. The Committee was chartered
“to reﬁiew the nature and{scope:of Feﬁé:ﬁl and private;septof_activities

related to recombinant DNA research, to determine the applicability




finance more recombinant DNA research. It may'be noted, however,
that institutional patent agreements contaiﬁ clauses defining

rates for royalty return to the investigator and to the insti-
tution (see Appendix II). The conditions set for royalties provide
flexibility for the institution or the inventor to use accrued

royalties in support of continued research.

3, Extension of the NIH Guidelines Through ﬁhe.Depaftment
Patent System - .

In light of.the control of recombinant DNA research envisioned
by the NIH Guidelines, there is a potenﬁial for achieving uniformity
in safety practices through conditions of licemnsure under patent
agreements. Thqs the general views of all commentators were also
solicited on the possibility of incerporating requirements for
adherence fo the NIH Guidelines in the IPAs.*

qusible means to accomplish these ends include the following:

Institutions would retain the right to file patent applica-
tions for recombinant DNA research, but all licenses would have .
to be reviewed and approved by the: Department of Health, Educa-.

tion, and Welfare. The Department would be free to.set standards,

- %*This action was proposed prior te the creation of the Interagency
Committee, which recommended in March 1977 that legislation-be
passed to regulate all recombinant DNA activities nationally

Legislation was subsequently proposed by the Administration

L e iliaslla

is currently pending before the Congress,

o .
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'patents.ﬁeforé publication in order.to,ﬁrotect ﬁheif intgrests
abroad. DHEW and Pétént Office coﬁnsefs Believé tﬁat.any neceé—
. sary patent a-pplications .cén be handled expedi;:iously without
undue dela&é'in.pﬁblication. |
The NIH Recombinant DNA Advisﬁfy Coﬁmitfee'places high
priérity on.fhe raﬁid dissemination of'results.in recombinant DNA
rese;rch.' Memberé of the committee belie#ed;rhéwevef, that.patent_
ing wo@ld not-create én undue délay'or impede thé opefatioﬁs of |
tﬁé éémmitfee in diséeﬁiﬁating.réseérch and saféty inférmaﬁion.
‘Other éoﬁ;énfatofs who partiéiééfed in the;pdbiié héaring on.th;
guideiinéé alsé éonéluded thét.pafenting'would not creaté.an.undﬁe
delay. Commentators from industry stated.th;t pétenﬁs éxpédite
the diséiosﬁré.of reééaréh rééults. .Several noted tﬁat lack of
patents would discourage_the free flow of information:because
industry would seek to protect innovations through trade secrets.
. One commentator, however, suggested that recombinant DNA

research patents might be specially expedited by the U.S. P;_a,_i‘;ent
Office, as in the case of patents in the field of envirommental
'protecfion. ‘This recommendation was forwarded to the U.S. Patent
Office for comment.- Another suggestion was that foreign rights
be waived in.an emergency, in order to release important safety
~information quickly. (In Germany and Japan, there is a grace
.period of 6 months after publication in which to file for patent
protection.) This recommendation was forwarded to the U.S. Patent

 Office for comment. The Commerce Department did issue an order




1) a royalty-free license permitting the Government and those
functioning under Government difection to-. use the invention,
(2) a limit on the term of any exclusive iicensé graﬁted

("exclusivé“ é.bermisgion to grant only one license for a

limited time),

(3) authority to withdraw specified grants from the Insfifutional

Patént Agreements, | ) |

(4) a right of the'Départment ﬁo'regain owﬁérship‘if the insti-

tﬁtion breaches the terms éf the‘IPA or fails Ed take effec-
tive steps to comﬁercialize fhe invenfioﬁ, and

(5) a gight to disclose the invention to thé pﬁblic after a U.S.

: patent application hés been filed.
Stanford and the University of Galifornia each hold one of the
72 IPAs now bein.g_r_‘administered by the Department.

For those institultions that have not entered into a patent. agree-
ment‘with_the Department, determination-of ownership-is deferred
until an invention has been made, at which time an institution may
petition the Departmént for ownership of .the invention. ‘In.the past,
. approximately 90 percent of al; such petitions have been granted on
the basis of a satisfactory.plan proposed by the institution for
development or licensing. E _ |

The IPA provides a mechanism to facilitate the converéion of new
knowledge from the;research-léboratory to marketable products, by
assuring that the institution where the discovery is made can grant

-licenses for continued development of inventions generated with Depart-—

ment support. The Department Patent Branch reports that 167 patent
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proposed guidelines to the Director.of NIH which were reviewed at a
public hearing in February 1976. As released on June 23, 1976, thgse
guidelines had been revised in light of a number of suggestioné presented
by the public'éomﬁentaﬁors. .Accompanying the reléaée ﬁas a Director's
Decision document addres#iﬁg thelissués-raised at.the public'héaring and

in subsequent correspondence.

The NIH Gui&eiiﬁéé Qere pubiisﬁednin'the Ee&eral Registéf on July 7,
1976, for further public.coﬁment.. In ieépbnse to suggéstidﬁé of ﬁuBlic
. commentators, NIH also ﬁndertook an environmentai impact assesémeﬁt of'.
recombinanf DNA geéearch and filed.a.bféft Envirdﬁmeﬁtal Iﬁpact:Statement

in the Federal Régiétef on Septeﬁber 9, also for puinc comment ,

In Jﬁﬁe, §h6ftiy Before thé”réleasé 6f tﬁe Guidélinéé, Dr..Rbbért'
M.;Ro;énzﬁeig, vice Présidént fér Publié Affairs at Sténfbrd Uﬁivé;éity,
sent me'a 1eﬁtér aéking NIH to review DﬁEW policies relating to:the
~patentiﬁg of reCOmbinént-bﬁA reséaréh iﬁventibns.: Dr. Roéenzﬁéig ndfed
that both Stanford and the hniversity.of California.ﬁérezaﬁplyiﬁg for
patent protectidn‘for fecdmbinant.DNA research inventions &eveloped by
their investigatdrsuunder NIH suppbrt.- Howéver,'in'viéw'éf'the intense
public interest in Ehis fésearch generally, the two universities felt the
need_for.a fofmai‘a&#isofy oPiﬁion by NIH'oh thé pétenfing of recombinant
DNA inventioﬁs dé%elbpgd under NIH gfants or tontracfs. A nﬁmber of:othér
_ﬁniversitie$ indicated éimilar interést'in obtaining the.official‘views
of NIH. | |

'?rior to ﬁaking an officiéi pfonoﬁncement.of DHEW-NIH policy with
respect to patenting of recoﬁbinant DNA research inventions, NIH decided

to solicit comments from a broad range of individuals and institutions.
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agreements with the universities. FEach agreement, however, will

be amended to permit the institution to grant a license under patents
secured on any such invention only if the licensee provides assurance
of compliance with the physical and biological containment standards
set forth in the Guidelines.in any production or use of recombinant
DNA molecules under the licemse. In my view, the requirements set
for NIH grantees and contractors will thus be honored by Ilcensees

as well.

Accordingly, Stanford may proceed to file recombinant DNA research
patent applications. You should know that Federal patent policies
are under extensive review by the Executive Branch and the Comgress,
and that this may lead to actions affecting the administration of
lnstltutlonal patent agreements generally and other conditions for
recombinant DNA research inventions specifically. For the present,
however, recombinant DNA research inventions should not be handled
dlfferently under current institutional _patent agreements, except

for the requirement that licencees agree to comply with contalnment
standards set forth 1n the 'NIH Guidelines.

I regret the long perlod of time required to review patent p011c1es
involving recombinant DNA résearch, but the complexity of the issues
necessitated an extended amalysis. Your letter stimulated a thorough
and much needed policy review. I appreciate your interest and patience.

Sincerely yours,

E&M%Mw

" Donald §. Fredrlckson M. D
Dlrector_

Enclosure




