COMMENTS ON DRAPT PAR SUBPART 27.3 AND CLAUSES

This draft revision. is in the form of a Fadaral Register Notice.
It appears to show only the portions of the existing subpart for
which changes are proposed. Tha following comments ars hased an

that ALL saxisting of thia aubpazt will

tha assugption g=§¥iliﬂnl
remain unlsas thay ace shown in draft £o ha daleted. The
comments correspond with pencil numbers in the margin of the

draft revision.

1  (Page B) Should be updated to cite and conform with the
March 18 1987 final regulation and Executive Order 12591f§.

2 (Page A-l) Our regulation only says 13 CFR 121.5. These +~
cites should be checked.

3 (Page A~2) 8Should cite Executive Order 12591, and include
in the statement of objectives, "promote the commercialization, -
in accord with the Presidential Patent Policy Memorandum of
Februacy 18, 1983, of patentable results of federally funded
research by granting to all contzactors, :.iatdlosl of size, the
title to patents made in whole or in part with Pederal funds,
inexchange for royalty-free use by or on behalf of the
Government”.

4 (Page A=4) Should refer to Bxecutive -Order 12591,

L (Page A=4) The nev language is based on the statute and our
Regulation, but does not include "...and all funding agreement
limitations under this subparagraph on the contractor's right to
elect title to a subject invention are limited to inventions
occuring under the above two programs."

6 (Page A-6) This is what the 0ld PAR said, but our final
regulation has a different provision based on the Paperwork
Reduction Act. :

7 (Page A=6) The new language, "which are marked with
restrictiona™ and "agencies shall not disclose such utilisation
. reports to persons outside the Government without permission of
the contractor® are not the same as our regulation provision
401.8(b) that: 2

In accordance with 35 U.8.C., 202(c)(3) and the terms of the
clauses at 401.14, agencies shall not disclose such
information to persons outside of the Government.
Contractors will continue to provide confidential markings
to help prevent inadvertent release outside the agency.

8 (Page A=7) This 3ection on Small Business Preference is
entizely new, It is based in part on the provision (k) (4) of the

.'1
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standard clause in our regulation, but includes language not in
the clause and omits the role of the-Secretary of Commerce that
is outlined in the standard clause. .

9 (Page A=9) These deletions have been transferred to a DAR
clause supplement and appear to have been made mandatory for all
DOD components. The power to inspect and copy the application
file is not included in our regulation.

10 (Page A-10) Paragraph (4) seems to be under 27.303(a) which
specifies when the short form clause is to be used. It seems to
require the use of the 52.227-11 or short form contractorz
ownership clause with alternate III for all nonprofit GOCOs,
Does Energy really agree with this? (5) seems to require use of
the short form for all nonprofit GOCO contracts with alternate
IV. Alternates I and II dealing with foreign treaty obligations
are included in the package. The numbering of pages B=27, Be
27(a), and B-27(b) make it hard to see which clauses Alternates
I1I (royalty cap) and IV (contractor management procedures) aze °
to be used in conjunction with.

11 (Page=13) This seems to make no sense at all, The
exceptions at "27.302(b) (2) and (3) are the exceptional
circumstance and intelligence exceptions where the Government
would obtain title. Clause 52.227.11 is the contractor ownership
ghort form. This says to include the greater rights
determinations provision of the Government-ownership clause in
the short form. :

12 (Page A-14) This provision for GOCOs is in the portion that
allows but does not requice a title~in-the~Government clause. It
zgnflic:c with the nev (4) and (5) on page A-10(a). (See 10

ove)

13 (Page A-16) This zemoves the flexilbility to limit the
impact of treaties or foreign agreements, but keeps the
flexibility to expand the impact.

14 (Page A=17) This quote from our regulation omits the
following underlined words: "The appeal shall be decided by the

. head of the agency oz designee xho iz At A laxel abgove Lthe paragn
who made the "

18 (Page A-19) Our regulation says that "A contractor
adversely affected by a deternmination..." The draft FAR revision
says, "In accordance with 35 U.8.C. 203 a small business firm oz
nonprofit organization contractor adversely..." Does this
exclude the appeal right from large contractors with who might
otherwise have it under the Executive Order and Presidential
Memorandum? :

16 (Page A-21) It is not clear what was left out at thio
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point. The old (f) was Modification, waiver, or omission of
rights of the Government or obligations of the contractor. That
would make the next paragraph (h) Exercise of march-in rights.
The "(g)* could indicate that the old (g) was left out, or that
they meant include it and failed to indicate that marchein is

now (h) ™

17 (Page A=17) Two of our regulation provisions have been left
out: -

(k) Por purposes of this section the term "exclusive
licensee® includes a partially exclusive licensee.

(1) Agencies are authorized to issue supplemental
procedures not inconsistent with this part for the conduct
of march=in precedings.

while (k) may‘bo obvious, eliminating (1) may be restrictive on
particularly the c¢ivil agencies. '

18 (Page A-27) This paragqraph is based on our paragraph
401.13(c) (2), but the net effect of the change is to retain the
old PAR grovisians that use "should®” and "use reasonable ;
efforts.® The revised FAR does not include our (c) that mentions
the Presidential Memorandum, our (¢)(l) that says agencies shall
not disclose information under FOIA that relates to applications
before there is time to f£ile them, or our (¢)(3) and (4)

provisions about agency publications programs. Our regulation

and the FAR revision are significantly different on the
publication issue.

19 (Page B-12) For consistency, these paragraphs should be
numbered (1), (2) and (3), not (1), (ii), and (iii).

20 1t is hard to figure out where pages 27(a) and 27(b) are to
be inserted, and what clause(s) they are meant to modify.

21  THE SHORT PORM APPEARS TO BE AN EXACT COPY OF OUR STANDARD
CLAUSE, WITH ONLY THE MODIFICATIONS NECESSARY POR IT TO MAKE
SENSE IN THE FAR CONTEXT.

: 22 WHILE SOME CHANGES WERE MADE TO THE LONG FORM, THE TIMING
REQUIREMENTS FOR ELECTING AND PATENTING WERE NOT CHANGED, SO THE
TWO CLAUSES ARE NOT PARALLEL.

23 THE MATERIAL IN 401.15 OF OUR REGULATION ON DEFERRED
DETERMINATIONS DOES NOT APPEAR TO HAVE BEEN INCLUDED IN THE
REVISION.

24 The revision did not change 27.304-1(c) on Government
assignment of rights in Government employees' inventions. It
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still refers to OMB Circular A-124,. dqu not mention our
requlation, and omits the added sentence, "Agencies may add
additional conditions as long as they are conailtent with 35
v.s.C., 201-206."
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2. _X Izacvations = (Appiscable Only to SO Pmded awards)

The Contracter shall report to the Contractiang Officer withim twe months after
any immovatien is Ldantified a8 & Tasult of the vork parformed uader this comtract.,
Ap innsvation ia any nav L{dea, metbod, procass o device that has potential or appsre
ugilicy iz applications (%W%ﬂw
originated s effec aaans of accomp § 8 vork objective oF
constitutas an advance in the state of the art. An inncvation
4is not limited to inventicns. IThe Tepor: om an dinclude the follovin

A

a. Titla: A short mesningful title ideatifying the specific mature of the

dangvation.

b. Craphics: Asy {llustraciom which will aid in understanding the mature,
function, or spplication of the immovacion.

c. Description: A sarrative descripsion im sufflciant detsil to emadle
somacns alse working in tha technolegy area and having a need or
application for the immevation to requast further details., This sesction
should {aclude technicel functional epecifications, ¢peraticnal
pazamaters, sad status (svallabilicy) of the immovation.
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d. Charasctaristics and Potantial Applications: A sarzative of the unique
chazactsriatics and potantial applications, inmcluding commarcial
applications, sad potencial capadbilicies of the imnovation if further

‘“m. .

e. Reports: A listiag of reperts yublished regarding the immovation or the
aasociated technology by titla and rapert mumber.

f. Beurce: The point of contact for obtaiaing more detailed information
vegarding sha imnovation to include nama of office, corporation eor
iascisusion, address, talephone, and comtract numbaer,

A copy of the report shall be semnt dirssgtly to:

0ffice of Civil Applications
08D /$D10/CA )
Washington, D.C. 20301=7100

Ths purpose of establishing a reporting Trequiremsnt on imnevations 1is to greats a
computerizad data base fo0T the rapid snd effective axchange of techaical {nfotmation
apong all Govermmemt contrastors and petencial Govarmment ecomtractors vho have deen
spproved, in secovdance with procaduras established by the Under Secratary of Dafease
for Research and Enginasriag undar DedD 5230.2% (withholding of Unclassified Technical
Dats from Mublic Disclosure). The tachaical information will foster sfficient and coste
effective devalopmants of new products deth for use by tha Govarmment as wall as ia the
commsreial field. PExchange, 1f amy, of commarcisl rights retained by the Contraster
ia the isnovation will be detwesn the nom-govarmmental parties, but tha exchange will
Tecognize snd acknowledge the rights of the Govermmant obtained under the techatleal data
and natant rights glausas in¢luded 4a the contract Detwesn the Govarmment and the swmer
-of the righte in the innovation, T SRRt

The Comtrscter shall review all work
performad under cthig -
m:l ‘:d ::cvﬁa A Teport to the Contracting 0fficer conuyt:? ::::‘.1? :a::v.:u
ot dnn ::s.nu and reported, This requirenent for Teporting {nngvations uu“: .
. .l e schedule of all sudcomtracts, at any tier, under this comtract ir
& per onnavco of ezparimental, developmental or research work. s
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Advanced Magnetics Inc.

61 MOONEY STREET ¢ CAMBRIDGE, MASSACHUSETTS 02138-1038
TELEPHONE (617) 497-2071  (800) 343-1346
" TELEX: 9102401608 ADMG CAM UQ  TELEFAX: (617) 4976927

December 21, 1987

President Ronald Reagan
The White House

1600 Pennsylvania Avenue
Washington, DC 20500

Dear President Reagan:

Enclosed is a copy of an agreement between the National Cancer Institute and the
Institut fur Diagnostikforschung (IDF). IDF is a wholly owned affiliate of Schering
A.G., a two-billion dollar German pharmaceuticals and chemicals giant. In this
agreement, under article six, patent rights are granted exclusively to IDF. This

is an outrage. Substantial amounts of taxpayer money (read Advanced Magnetics. Inc.
and all our employees and shareholders) has gone into the development and ongoing
research in Dr. Cohen’s laboratory. Why are we giving it away to IDF for a pit-
tance? The salary of one post-doctoral fellow isn't worth spit in the ocean in

this business.

The subject of the technical collaboration between IDF and NCI is the developmient
of a family of compounds termed metalloporphyrins for use as human pharmaceuticals.
These compounds have recently shown great promise as contrast agents for the
detection of cancer, in conjunction with the magnetic resonance imaging technique.

A single, commercially successful metalloporphyrin contrast agent could easily have
world wide sales of $100,000.000. A family of metalloporphyrin contrast agents

could have world wide sales of many times this number.

The early stages of the metalloporphyrin research, which indicated the general
feasibility of this approach, were entirely funded by the US government at NCI.
After realizing the promise of metalloporphyrins through government funded research
and publication, Schering and IDF signed the attached collaborative agreement with
NCI. Under the terms of that collaboration, US pharmaceutical firms will have to
apply to a foreign company, Schering. for licenses to exploit metalloporphyrins as
pharmaceutical MR contrast agents. This raises the following questions.

1. Were American companies offered the same deal?

2. How is the work Schering is funding, to be distinguished from research
supported by the US taxpaver, since the facility being used for that
research is owned by the US government?

3. Why did the American taxpayer fund the initial, high risk phases of the
research, while seeking a foreign commercial partner after the principle
had been established”

949802



There are more than a half dozen U.S. companies engaged in the contrast agent
business including Advanced Magnetics. No one at NCI contacted us nor was
any RFP or other general notification ever circulated to seek funding (for

Dr. Cohen’s program) outside of normal NCI channels.

It is our understanding that this agreement is now up for renewal. I would
respectfully suggest that any renewal not take place and that NCI abrogate this
agreement. While it would seem obvious to those of us trying to compete on a
global basis that selling American know-how and technology has severely
injured the nation, giving it away is clearly ludicrous.

Your assistance in this matter will be greatly appreciated.

Sincerely yours,

Jerome Goldstein
resident

Enclosure
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A DEPARTMENT OF.
é HEALTH AND HUMAN SERVICES
OFFICE OF THE SECRETARY

WASHINGTON, D.C 2020!

OFFICE OF ThHe GENERAL COUNSEL

November 30, 1987

Jennifer Gordon
Associlate

1155 Sixth Avenue

Floor 22

New York, New York 10036

Dear Ms. Gordon:

Enclosed is a copy cf a collaboration
agreement which you reguested. I hope
this is helpful to you.

Sincerely yours,
B

William G. Ketterer
Senior Attarney, NIH

Enclosursa




Collaboration Agreement

This agreement, effective the Ist day of January, 1987, by and between the Institut
fur Diagnosukforschung (Insttute for Diagnostic Research; hereinafter "IDF™), Berlin,
West Germany, and the National Cancer Institute of the National Institutes of Health
(herinafter "NCI"; hereinafter collectively the "Parties”);

WITNESSETH:

WHEREAS, the IDF is involved in the research and development of diagnostic
compounds, and .

WHEREAS, Dr. Jack S. Conen, Chief, Biophysical Pharmacology Section,
Clinical Pharmacology Branch. NCI, is engaged in research on potential contrast agents
for magneuc resonance imaging (MRI) of umors,

NOW, THEREFORE, the Parties agree as follows:

1. General Plan: The Parties shall agree to carry out a collaboration on
paramagnetic metalloporphynns as potental contrast agents for tumors in MRI, the
research to be carmmed out in the laboratories of NCI under the supervision of Dr. Jack S.
Cohen. Detailed studies shall include topics as agreed to between the Parties in prior
discussions (see Attachment, Berlin, 5/29/86), specifically covering the mechanism of
uptake of porphyrins and metalloporphyrins in tumor cells, and the in vivo stability and
distribution of metalloporphyrins.

2. Level of Support: IDF will support the salary and other expenses of a Posi-
doctoral Fellow who will work in the NCI laboratory under the supervision of Dr. Jack S.
Cohen. NCI will provide laboratory space and equipment as currently available. IDF
will provide addiuonal funds as agreed separately to support the provision of supplies and
additional equipment to facilitate the research. The Feliow will be a Guest Researcher at
NCI. The salary and the research support will be paid through the Foundation for
Advanced Educadon in the Sciences, Inc. In addition other NCI personnel, specifically
Dr. Cohen’ technician and/or other Fellows, will partcipate in the research. No salary
support for NCI personne! will be paid by IDF, since they are Federal Government
employees.

3. Term: This Agresment shall remain in force for a year from its effective date,
and may be extended by mutual agreement between the Parties. However, either Party
may terminate the agreement provided that 30 days written notice is pgovided the other
Party.

4. Review of Progress: The data is the property of NCI, but IDF will have access
to the data at mutually agrecabie umes. A semu-annual review shall be made to determine
the progress of the project, and to make adjustments in plans.

5. Publications: Recognizing the need to publish the data gained from this study,
both Parties agree 1o the publicauon of the data in a peer-reviewed scientific journal.
Published data would then become public information. Data published by either Party
will include a recogniuon statement of the contribution of the other Party. Both Parties
reserve the right 1o review all data for publication at leas: two weeks pnor to submussion.

*
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6. Patent Rishiv: Any patentabic product or process developed under this
agreement shall be assigned to the Government the United States as represented by the
Secretary of the Deparument of Health and Human Services (DHHS). DHHS agrees to
grant, and does hereby grant, IDF an exclusive world-wide, royalty-bearing license, with
the right to sub-license, all patentable inventions and data resulting from research projects
on MRI contrast agents carmied out under this agreement with IDF-supported personnel
and IDF-funded research. The form of the license is atached hereto and made a part of
this agreement. IDF agrees that it will not hinder the commercial exploitation of the
invention described and claimed in U.S. Patent Application serial No. 706,622, filed
February 28, 1985. IDF further agrees that it will exercise diligence in sub-licensing any
inventons developed under this Agreement and will assure that its sublicensee(s) exercise
diligence in bringing such inventions licensed by DHHS, or by the Natonal Technical
Informaton Service (NTIS) on behalf of DHHS, to the point of practical application in the
United States as quickly as possible within the limits of sound business practice.

7. IDF agrees nct to0 use the name of the DHHS, NCI or any of their divisions or
laboratories in relation (0 any adverusing of any product that might result from this
Agreement. The IDF agrees that no Federal Agency endorsement is or .11l be implied by
this Agreement.

8. For day-to-day administrauon of the Agreement, Dr. Jack S. Cohen shall
represent the NCI, and Mr. Ingo Peter will represent the IDF.

IN WITNESS WHEREOF, the Parties have caused this Agreement to be executed
by their authorized Representative, as of the date and year first written above.

Insttut fur Diagnostikforschung Nauonal Cancer Insatute

s,

/
— e > — 7 7 7
By M;'\d _/L_/E‘:/ & S 4 ’“{//

”

=
Ingo Peter Gregory Curt, M.D.

General Manager ' Deputy Director

Insitut fur Diagnostikforschung Division of Cancer Treatment
Berlin Nauonal Cancer Insutute

Date: / ///8/(7
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

Office of the General Counsel
Bethesda, Maryland 20892

Public Health Division

November 12, 1987

MEMORANDUM

TO: Richard J. Riseberg
Associate General Counsel
for Public Health

FROM: Legal Advisor, NIH

SUBJECT: Legal/Policy Issues raised by Implementation
of the Federal Technology Transfer Act of 1986,
Public Law 99-502

The enactment of the Federal Technology Transfer Act on October 20,
1986, and the October 14, 1987 delegation of authority under that
Act from the Assistant Secretary for Health (ASH) to the Heads of
PHS agencies, Centers and Institutes raise a number of legal and
policy issues which will have to be addressed as the statutory
authority is implemented. Listed below are the sections of the
Act pertinent to the Public Health Service (PHS) and some of the

important legal and policy issues which I believe are raised by
those provisions.

Authority for Licensing Agreements and Cooperative Research and
Development Agreements.

Section 2 of the Federal Technology Transfer Act of 1986, Pub. L.
99-502, adds a new section 12, "Cooperative Research and Develop-
ment Agreements," to the Stevenson-Wydler Act, 15 U.S.C. 3710a.
Section 9(e)(1l) of Pub. L. 99-502, redesignates the amended
sections 11 through 19 of the Stevenson-Wydler Act as sections

10 through 18, so the section entitled, "Cooperative Research

and Development Agreements," becomes section 11 of the Stevenson-
Wydler Act. That section provides that each Federal agency may
permit the Director of any of its Government-operated Federal
laboratories to enter into cooperative research and development
agreements on behalf of such agency and to negotiate licensing
agreements for Government-owned inventions made at the laboratory,
and other inventions of Federal employees that may be voluntarily
assigned to the Government. Under cooperative research and
development agreements, the Heads of PHS Agencies, Centers, and
Institutes, may accept, retain and use funds, personnel, services,
and property from collaborating parties and provide personnel,
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Page 2 - Richard J. Riseberg

services and property to collaborating parties. It is clear
that the Federal Government may not provide funds to collaborating
parties under cooperative research and development agreements.

ISSUES.

1. It is not clear to what extent the Heads of PHS Agencies,
Centers and Institutes may: enter into grants, contracts or
cooperative agreements with institutions and companies with which
the Agency, Center or Institute already has a cooperative research
and development agreement; or make funds available to another
Federal agency, or accept funds from another Federal agency, under
an interagency agreement that is made a part of a cooperative
research and development agreement.

2. What procedures are necessary to receive, expend and account
for funds received from outside collaborators?

3. Does the statute give the Heads of PHS Agencies, Centers and
Institutes unlimited authority to transfer title to Government
property? Is a quid pro quo required?

4. What is the status of personnel of outside companies who work
with the Government and vice versa?

5. What standard terms should be included in cooperative research
and development agreements?

Regulations.

"15 U.S.C. 3710a(c) states that a Federal agency may issue
regulations on suitable procedures for implementing the section,
but that implementation is not to be delayed until issuance of
those regulations.

ISSUE.

Although this provision does not require regulations, does the
Administrative Procedure Act require the issuance of regulations
setting forth the procedures for applying for cooperative research
and development agreements and the criteria considered by the Heads
of PHS Agencies, Centers and Institutes in deciding whether to
enter into such agreements?

e e~ = ™ .« —— em — -
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Page 3 - Richard J. Riseberg

Conflict of Interest.

15 U.S.C. 3710a(c)(3) provides that agencies and those to whom

the authority has been delegated shall review employee standards
of conduct to make certain they adequately establish guidelines
for situations likely to arise through the use of the authority
for entering into cooperative research and development agreements.
The particular cases presented by the statute as examples are
where present or former employees or their partners negotiate
licenses or assignments of title to inventions made by those
employees, or negotiate agreements with Federal agencies including
the agency with which the employee involved is or was formerly
employed. I understand that Darrel Grinstead is gathering examples
of potential conflicts that might arise from NIH. I assume this
will lead to consideration of necessary amendments to the HHS
Standards of Conduct.

As you know, NIH has adopted a policy that prohibits an employee
from simultaneously collaborating with a company as part of his
or her official duties and consulting for the same company as an
outside activity, regardless of whether two different projects
are involved. The NIH policy further provides that collaboration
and simultaneous consultation by two different employees of a
branch or laboratory with the same company may be approved only
if the employees are collaborating or consulting on different
subjects. It might be questioned whether this restriction is
stringent enough.

ISSUES.

1. Shouldn't the NIH prohibition against simultaneous consultation
and collaboration be laboratory-wide, in order to avoid any oppor-
tunity for a scientist to enhance his private consulting efforts
through his public position?

2. Once a patent application is filed, is the scientist/inventor
who is seeking development of the product for clinical application
precluded from contacts with the FDA or from otherwise taking
action that would ultimately enhance the marketing of the drug?
(See the attached request for an opinion on this issue.)

3. Is a future possibility of royalty income a financial interest
that can directly and predictably affected within the meaning of
18 U.S.C. 2082 1If so, does it become so at the time an invention
is made or at the time negotiations on a cooperative research and
development agreement begin.
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Page 4 - Richard J. Riseberg

4, Can a former employee/inventor negotiate an exclusive license
to his invention on behalf of a private company?

Preferences.

15 U.S.C. 3710a(c)(4) requires that in considering what agreements
to enter into, the laboratory director must (1) give special con-
sideration to small business firms and consortia involving small
business firms, and (2) give preference to business units located
in the United States which agree that products arising from the
agreements will be manufactured substantially in the United States.
I believe this provision raises some very difficult issues.

ISSUE.

poes it require that all proposed agreements be advertised so

that small business firms and United States firms may compete?

At present, agreements are normally instituted at NIH by scien-
tist to scientist contact. There is little or no indication that
the scientists are permitting a number of companies to compete

for a particular collaboration, or that they are giving special
consideration to small business firms or business units located

in the United States. However, it does appear that the Cooperative
Research and Development Agreements Subcommittee of the NIH Patent
Policy Board will, in approving agreements, question the extent

to which a scientist has explored whether the types of companies
referred to in the statute would be capable of providing the same
collaborative support that is being offered by a foreign company,
or by a company that is not a small business.

15 U.S.C. 3710a(c)(4) states that the laboratory director must, in
the case of any industrial organization or other person subject to
the control of a foreign company or government, take into consid-
eration whether or not such foreign government permits United States
agencies, organizations or other persons to enter into cooperative
research and development agreements and licensing agreements.

ISSUE.

An issue is raised as to the meaning of this language. Does it
mean that agreements may not be made with foreign companies or
governments unless they have United States subsidiaries that have
the authority to enter into those agreements? Does it mean that
U.S. campanies controlled by foreign companies or govermments, which
are permitted to enter into cooperative research and development
agreements and licensing agreements, are to be given preference over
those which are not so permitted? Or do foreign controlled U.S.
companies that may enter into agreements have preference over U.S.
companies that are not controlled by foreign entities.
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Page 5 - Richard J. Riseberg

Approval by Agency Head.

15 U.S.C. 3710a(c)(5) states that "if the head of the agency or
his designee desires an opportunity to disapprove or require the
modi fication of any such agreement, the agreement shall provide

a thirty-day period within which such action must be taken begin-
ning on the date the agreement is presented to him or her by the
head of laboratory concerned.” By giving the agency head discre-
tion to include this thirty-day review period in the agreement,
the statutory provision apparently contemplates that the agreement
will be signed by both the laboratory and the collaborating company
subject to a thirty-day period of review before the agreement
becomes effective. For the reasons stated in my October 26 memo-
randum to Dr. Chen (attached), I believe implementation of this
provision in this manner would be highly impractical. I believe
we should construe the provision to permit a review by the

appropriate PHS Agency Head prior to the parties signing the
agreement.

Laboratory Consortium.

Section 3 of the Federal Technology Transfer Act establishes a
Federal laboratory consortium for technology transfer. This
provision raises largely policy issues regarding the extent to
which the Heads of PHS Agencies, Centers and Institutes will be
able to benefit from and cooperate with the coordination, demon-
stration, and training activities of the consortium. Note that
each agency must support the consortium in an amount equal to
0.0005 percent of that portion of the research and development
budget of the agency that is to be utilized by the agency labora-
tories for fiscal years 1987 through 1991.

Cash Awards Program.

Section 6 of the Federal Technology Transfer Act adds a provision
to the Stevenson-Wydler Act requiring that a Federal agency making
expenditures at a rate of more than 50 million dollars per fiscal
year for research and development in its Government-operated lab-
oratories must develop and implement a cash awards program for its
scientific, engineering and technical personnel. This section was
included in the recent delegation from ASH and by the terms of that
delegation, the Head of each PHS Agency is responsible for carry-
ing out this provision. This raises the policy issue of whether a
uniform award program should be established for all of the PHS
agencies or whether each agency should be free to establish its
own program. The issue is also raised as to whether the award
program should include cash awards and, if so, how such awards
should be funded.
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Page 6 - Richard J. Riseberg

Royalty Payments,

Section 7 of the Federal Technology Transfer Act amends the
Stevenson-Wydler Act to provide for the distribution of royalties
received by Federal agencies. At least 15 percent of the gross
royalties must be paid to the inventor or co-inventors, if the
inventor or each such co-inventor was an employee of the agency
at the time the invention was made. Since DHHS did not publish
in the Federal Register a notice of election to file a Notice of
a Proposed Rulemaking (NPRM) setting forth an alternate distribu-
tion plan, this 15 percent minimum payment to inventors became
effective on October 20, 1986. Because the provision states that
an agency may promulgate regulations providing for an alternate
program for sharing royalties, the question is raised whether
regulations are necessary if the agency wants to pay more than
the 15 percent minimum. I do not believe regulations are required
for that purpose, but they might be considered desirable in order
to assure that Federal scientists are fully informed of what
royalty payments they can expect. Once a PHS Agency Head decides
upon a royalty amount greater than 15 percent, an issue might be
raised as to whether that greater royalty share is to be applied
prospectively or retroactively. I do not believe there is any
requirement that it be applied retroactively and to my knowledge,
NIH has no intention of doing so.

Use of Royalty Payments by Laboratories.

Following payment of the royalty to inventors, the balance of the
royalties are to be transferred by the agency to its Government-
operated laboratories with the majority share of the royalties
going to the laboratory where the invention occurred. Under the
delegation, the Heads of PHS agencies receive the balance of the
royalties and are responsible for distributing them to the Centers
and Institutes within that agency. These royalties may be used

by the Institutes and Centers and by the agency for payment of
expenses incidental to the administration and licensing of inven-
tions, including the fees or other costs for services of agencies,
persons or organizations involved in invention management and
licensing services; to reward scientific, engineering and technical
employees of the laboratory; to further scientific exchange among
the Government-operated laboratories of the agency; or for educa-
tion and training of employees consistent with the research and
development mission and objectives of the agency and for other
activities that increase the potential for transfer of the
technology of the Governmment-operated laboratories.
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Page 7 - Richard J. Riseberg

ISSUES.

Several issues are raised by these limitations on the uses of
the royalty payments:

o Should these permissible uses be given a broad or narrow
reading?

o How will expenditures be monitored to assure that the
funds are spent only for these purposes? May funds be
used to reward scientific, engineering and technical
employees of a laboratory other than the laboratory
in which the invention was made? (Note the statutory
language "of that laboratory.")

o Will it be possible for the PHS Agencies, Centers and
Institutes to expend all the funds received from
royalties for these limited purposes, or will some of

the funds, despite two-year availability, revert to the
Treasury?

o Should the statute be amended to permit broader uses of
the royalties that are paid to the agencies?

NTIS Costs.

It must be noted that under 5 U.S.C. 3710c(a)(4), a Federal agency,
such as NTIS, receiving royalties as a result of invention manage-
ment services shall retain such rovalties to the extent required

to offset the payment of royalties to inventors, for payment of
administrative costs and for the cost of foreign patenting and
maintenance performed at the request of the agency. Thus, it
appears that the payments actually received by the PHS agencies
would be net of all NTIS costs.

Assigned Inventions.

15 U.S.C. 3710c(b) provides that if the invention involved is one
that was assigned to the Federal agency by a contractor or grantee
or participant in a cooperative agreement with the agency or by

an employee of the agency who was not working in the laboratory

at the time the invention was made, the agency unit that was
involved in the assignment shall be consider to be a laboratory
for purposes of royalty distribution. This would seem to provide
an incentive for agencies to seek assignment of patent rights,
However, because of the limited permissible uses of royalty
payments, this incentive seems limited.

3
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Page 8 - Richard J. Riseberg

I am certain that additional issues are raised by the statutory
provisions and that others will come to light as implementation
proceeds. I look forward to discussing the issues with you and
others involved in implementation of the Act, and to assisting
in the resolution of the issues.

Robert B. Lanman

Attachments
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from Director, Division of Cancer Treatment, NCI

subject Possible Conflict of Interest

OCT 2 2 1987

To Mr. Robert B. Lanman
Office of the General Counsel, DHHS

I would like to request your opinion regarding whether you see any actual
or perceivable conflict of interest in my current involvement with the
drug, trimetrexate. I would like to briefly recapitulate the events
leading to this inquiry.

As you know, I am currently Director of the Division of Cancer Treatment
of the National Cancer Institute, and as such am responsible for directing
the development of both anticancer and anti-AIDS drugs. My official
responsibilities with regard to AIDS are to direct the identification and
preclinical development of agents for treating AIDS or the opportunistic
infections associated with AIDS. 1In early 1985, my own laboratory, which
is part of the Clinical Pharmacology Branch of the NCI, was approached by
Dr. Henry Masur, of the Clinical Center, who asked for our help in trying
to understand the reasons for failure of AIDS patients to respond to
Bactrim as treatment for pneumocystis carinii pneumonia, one of the major
opportunistic infections associated with AIDS. With Dr. Masur’s help, we
found that the parasite’s key folate-synthesizing enzyme, dihydrofolate
reductase, was relatively insensitive to Bactrim, but was strongly

¢ inhibited by an anticancer drug, trimetrexate. We collaborated with
Dr. Masur in initiating a clinical trial of trimetrexate, and in 1985,
filed a use patent, as Government employees, with myself, Dr. Masur, and
two members of the Clinical Pharmacology Branch, Dr. Carmen Allegra and
Mr. James Drake, as discoverers. With the help of a collaborative
agreement with Warner-Lambert, which holds the materials patent for
trimetrexate, we initiated more detailed studies of folic acid metabolism
in pneumocystis and toxoplasmosis in the effort to better understand the
effects of antifolate-type compounds in these important AIDS parasites.

The preliminary clinical trial was completed in March of 1987, with
strikingly positive results. At that time, we entered into discussions
with the National Institute of Allergy and Infectious Diseases regarding
the expansion of these trials in the AIDS Treatment Evaluation Units across
the country, and reached agreement to conduct a large, two-armed trial
comparing Bactrim and trimetrexate in patients with pneumocystis. We
requested permission from the Food and Drug Administration to initiate this
trial in March of 1987, and after five months of negotiation, with several
changes in the protocol, received permission to proceed with the trial in
September of this year. I actively participated in these discussions, to
which the FDA, Warner-Lambert, NIAID officials, and other officials of the
NCI were a party. The Director of the NCI, Dr. DeVita, was kept fully
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Page 2 - Mr. Robert Lanman

informed of these negotiations, although his feeling was that the larger
trial was unnecessary and that the results were sufficiently positive to
justify release of the drug immediately, without further testing. At his
suggestion, in September of 1987, we asked the NIAID to consider requesting
treatment IND status for trimetrexate in order to make it available for
immediate use for patients refractory to Bactrim or allergic to Bactrim.
Such a request has been filed by the NIAID and is still under active
consideration by the FDA. I consulted with Leroy Randall, of the NIH
patent office, on September 18, 1987, regarding whether I should remain an
active participant in discussions with the FDA on this subject; and while
he advised that there was no obvious conflict of interest, I decided to
surrender all further responsibility for interactions with the FDA on this
subject to Dan Hoth, the Director of the AIDS Treatment Program of NIAID.
I have had no further formal interaction with the FDA on this subject,
although people from my laboratory (Dr. Allegra in particular) have been
asked to present their data in discussions regarding the treatment IND.

On Friday, October 16, 1987, Dr. Frank Young, Commissioner of the Food

and Drug Administration, called me to discuss the treatment IND. I told
Dr. Young that all questions regarding trimetrexate should be referred to
Dr. Hoth because of my desire to exclude myself from regulatory
transactions regarding this agent.

My question to you is whether you perceive any real or apparent conflict of
interest in my past interaction with the FDA regarding trimetrexate, and
whether you would advise me to take any further steps to divorce myself
from the development of this agent. My interest at present is exclusively
in the scientific development of antifolates. Our clinical and laboratory
studies of this agent and related compounds continue in the intramural
program.

With respect to the patent status of trimetrexate, Mr. Randall has looked
into this in some detail. Warner-Lambert has a composition of matter
patent, and as yet has not applied for a licence for use of the drug
against pneumocystis. If they choose to request a license, my Division
would ordinarily handle the competition and negotiations. In this case, I
believe it would be appropriate for Dr. DeVita’s office to handle this
interaction, but I would 1ike your opinion on this matter as well.

Thank you for considering this matter. As you can imagine, I am very eager
to remove myself from any apparent or real conflict of interest, but at the
same time, am eager to see the most expeditious development of this

potentially life-saving treatment.

Bruce A. Chabner, M.D.
Attachment

cc: Dr. DeVita
Dr. Fauci
Dr. Hoth
Dr. Wyngaarden
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

Office of the General Counse!
Bethesda, Maryland 20892

Public Health Division

Octobexr 26, 1987

MEMORANDUM

TO: Dr. Philip S. Chen
Associate Director for Intramural Affairs

FROM: Legal Advisor, NIH

SUBJECT: Delegated Authority for NIH Components to Negotiate

Research and Licensing Agreements with Private Sector
Organizations

As you know, the Assistant Secretary for Health (ASH) recently’
signed a Delegation of Authority authorizing the Director of NIH
and the Institute Directors to enter into cooperative research and
development agreements with Federal agencies, industrial organi-
zations, public and private foundations or other persons and to
negotiate licensing agreements for Government-owned inventions
made in NIH laboratories and other inventions of Federal employees
that may be voluntarily assigned to the Government. The delegation
was made pursuant to the provisions of the Federal Technology
Transfer Act of 1986, 15 U.S.C. § 3701 et seq. Under this delega-
tion, the NIH and Institute Directors may enter into collaborative
research agreements which grant exclusive licenses or waive rights
of ownership to future inventions made under those agreements and
grant exclusive licenses to existing inventions. Previously,

that authority was reserved to the Assistant Secretary.

Of course, this office and the OGC Patent Branch will continue to
develop and review these agreements. However, we are somewhat j*fi
concerned as to how the various Institutes will be exercising

their new authority under this delegation. Since the Institute
Directors now have final authority to grant exclusive licenses to
Government-owned inventions, the criteria used by the Institutes

for granting such licenses need to be carefully, but promptly
addressed. We are already receiving inquiries from private

companies as to the criteria that will be used by the BIDs in
granting such licenses. Although the ASH delegation states that
guidelines for negotiating cooperative research and development
agreements will be developed by the ASH in consultation with the

PHS Technology Management Board, the negotiation of agreements

is not to be delayed pending the issuance of those guidelines.
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Page 2 - Dr., Philip S. Chen

Accordingly, we believe that it will be necessary for NIH to :
take some action to ensure the application of uniform_criteria 4%{
for granting exclusive licenses to inventions developed under
cooperative research and development agreements, pending

issuance of the PHS guidelines. Given the need for immediate
action in this regard, we suggest that NIH continue the present
procedural method of assuring uniformity--review of those agree-
ments by the Patent Policy Board's Subcommittee for Cooperative
Research and Development Agreements. In this regard, we note

that under the conditions accompanying the PHS delegation,
cooperative research and development agreements "should include

a clause providing the head of. . .[the] PHS agency a 30-day

period to disapprove or require the modification of the agreement.”
We question whether such a clause is practical. It seems to
contemplate a final agreement signed by an Institute Director

which would be subject to disapproval by the Director, NIH. We
believe the Director, NIH, or his delegate should be involved in/agi
the clearance process prior to any finalization of an agreement.
This would expedite final approval of the agreement, because no

30 day waiting period would be necessary. Accordingly, we

believe that the Director's review and approval function should

be carried out prior to execution of an agreement. In addition,

we believe that review function should be carried out by the
Subcommittee because of its experience in doing so. If NIH

intends to implement such a review through the Subcommittee,

the Director, NIH, should delegate his approval authority to

the Chairperson of the Subcommittee.*

Listed below are the collaborative research agreements that we -
and the Patent Branch are currently negotiating with commercial
organizations, in which the private concern is requesting
exclusive rights to future Government-owned inventions:

* The Federal Technology Transfer Act, Pub. L. 99-502, does not
require a review by the agency head (in this case the agency
head is the Director, NIH, as a result of the delegation).

15 U.S.C. 3710a(c)(5)(A) states that if the agency head
"desires”™ an opportunity to disapprove an agreement or require
modification, the agreement "should provide"” a 30-day period
in which such action must be taken. We believe this authority
to review can reasonably be exercised prior to finalization

of an agreement, so no clause would be necessary and that the

Director, NIH, could delegate the authority to the Chairperson
of the Subcommittee.

IS 27
W MWW WIS L 1™ eXIleT I@ra In AAYma as rE



Page 3 - Dr. Philip S. Chen

5.

Parties

NCI and ICI Americas, Inc.
Principal Investigator (PI)
-- Dr. Marc E. Lippman.

NCI and Hof fman-La Roche
PI -- Dr. Ira Pastan.

NCI and Merck & Co.,
PI -- Dr. Ira Pastan.

Inc.

NHLBI and MCM Laboratories,
Inc., PI -- Dr. Martin Leon

NCI and Syntex (U.S.A.)
PI -- Dr. Lance Liotta

NCI and Burroughs-Wellcome Co.
PI -- Dr. David G. Poplack

NIH and Genetics Institute,
Inc., PI -- Multiple PIs.
Dr. Eaton has lead.

Study

The Production of Antitumor
Factors by Antioestrogen
Treated Breast Cancer Cells.

The design, implementation and
evalutation of toxicological
studies involving Diltiazem
analogs and Tiapamil analogs to
determine usefulness as agents
to overcome drug resistance in
neoplastic cells and cell lines.

To study chemical compounds
believed to have activity
against multi-drug resistance
for cancer therapy.

To study guidance, control and
delivery systems for pulsed
laser treatment of athero-
sclerotic cardiovascular
disease including fluorescent
spectroscopic plague detection.

The biology and molecular
genetics of tumor invasion ‘and
metastasis: the cloning of
tumor motility factors, design
and synthesis of synthetic
peptides to inhibit binding
between laminin and laminin
receptor.

Pediatric Phase I trial of
Piritrexim and study of the ONS
penetration of the compound in
subhuman primates.

Research using HIV reverse
transcriptase enzyme furnished
by GI. GI is seeking an option
to negotiate an exclusive
license.
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Page 4 - Dr. Philip S. Chen

The foregoing list does not include agreements that are being
negotiated with Merck, Bristol-Myers and some other companies
toward the development of an AIDS vaccine. The Deputy Assistant
Secretary for Health has been taking the lead in negotiating
those agreements and will, we assume, continue to do so, even
though there is no longer a requirement for ASH approval. Thus,
there would not appear to be any need for the Subcommittee to
review those agreements.

In addition to the above research agreements, we are also
negotiating several agreements that involve nonexclusive licenses
to present and future Government-owned inventions. You may also
want to consider having the Subcommittee review those agreements
during the interim period prior to issuance of the PHS guidelines.
Such an agreement would preclude the Government from issuing an
exclusive license to another company that at the time of the
invention might be in a better position to make it promptly avail-
able for health care. Whatever the scope of the Subcommittee's
review function, steps should be taken to assure that it meets
often enough to review all pending agreements promptly and that
the review requirement is communicated to Institute Directors

and all others involved in the preparation, negotiation and

review of cooperative research and development agreements.

Please call me at 496-4108 if you would like to discuss these
matters. Perhaps these topics will be discussed at today's

meeting of the Patent Policy Board.

Robert B. Lamman
Legal Advisor, NIH

cc:

Richard Riseberg, OGC
Darrel Grinstead, OGC
Leroy Randall, OGC
Richard Adamson, NCI

Prepared by: GH:TJefferson:RBLanman:bj:bb:10/26/87, 496-4108 DF# 82
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February 11, 1588
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MEMORANDUM FOR * VERA CONNOLY A Lputith
Department of Energy
FROM Michael Levitt /ﬁ.mzz
Department of Commerce .
SUBJECT Revisions to Superconductivity

Cempetitiveness Act

Thank you for sending your proposed revisions to the
Administration's superconductivity legislation. The
following are our Department's comments. If you would like
to discuss them, please contact me (377-3151) or Ken Clark
of my office (377-88413).

Title II:

Section 201(b)(5)(B), at the top of page 3, raises two
problems:

~-- "marketing Qr proprietary information" should be
"marketing of ..."; and

-~ "copyrighta and mask works" should be added (after
"trade secrets") to the examples of proprietary information
explicitly mentioned as being covered by the provision.

This will aveoid courts' construing this provision (under the
"Inclusio uniusg ...." maxim) as intentionally omitting these
important types of intellectual property.

Title III:

A key proviso concerning process patents that we have
consistently supported, and which was part of the Admin-
istration's original bill, does not appear in the current
draft. For reasons discussed below, we strongly recommend
that it be re-inserted intoc the text as the last sentence of
section 301(b)(2). The sentence (as we have slightly
revised it) should read:

A product produced by A patented process shall not be
considered under this title to have been 80 produced
after it is materially changed by a subsequent process
or becomes a minor or nonessential component of another
product.

without such a proviso, the bill is conspicucusly more
stringent in protecting holders of process patents than are
comparable European provisions, which apply only to products
"directly" produced using a patented process. Fallure to



correct this imbalance will seriously diminish the bill's
chances of passage.

We recommend spelling out the intent of the proviso in a
sentence rather than simply incorporating the limiting term
"directly" into the operative language of the title. This
approach ensures that our proviso will be similar to the
limitation in European law, but that it will be interpreted
independently.

Title IV:
A. Need for §igg;gicang Revision of this Title.

We find a number of serious problems with this title. Most
importantly, we believe the Administration would compromise
its ability to obtain comprehensive protection for intellec-
tual property developed under federal contracts by offering
a bill containing no more than a very limited protection
against one among many potential sources of compromise of
such property.

Specifically, we question:

-- the title's extremely limited focus -~ just on possible
compromise of information by mandatory FOIA release, and
then only in the context of federal "laboratories or
similar faclilit[ies)"; ;

-~ its abritrary 20 percent contribution tast for cover-
nge;

~= jits fixed two-year period of information piutccticon,
which has no necessary bearing on the statutory or other
appropriate time period for protection of proprietary
interests; and

== its failure to establish any basic proprietary rights
in technology created by federal funds as a predicate for
their protection in the many contexts (beyond FOIA) in
which protection is needed.

B. Technical problems with the current draft.

Whatever approach is ultimately chosen to handle the
technology protection issues touched upon by the current
draft of title IV should ensure coverage of all government
laboratories. Section 401(b), as now drafted, would cover
only laboratories that are both owned and operated by the
Government, such as the Harry Diamond Laboratories and NBS'
laboratories in Boulder, Colorado. Important government-
owned-contractor-operated ("GOCO").laborctoriea, such as
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Brookhaven, Los Alamos, Berkeley-Livermore ‘and Argonne would
be excluded.

Other technical or drafting questions about the current
title IV:

-=- Why should this provision be limited to "cooperative"
agreements? Would this limitation exclude information
resulting from a simple contract for “"deliverables"

involving R&D?

== Why must the ability of an agency to protect informa-
tion from mandatory FOIA release await "receipt... of a
request" under FOIA? Does this not limit the ability of
the agency to give advance assurances to contractors that
would encourage cooperative government/private sector R&D?
Does this limitation invite errors by forcing agency
judgments to be made under FOIA's tight time constraints?

-- What determines "the date ... information is first
recorded"” for purposes of measuring the two-year FOIA
protection limitation? Recording by a private contractor?
Transmittal to the agency (i.e., when the information
becomes part of an "agency record" under FOIA)?

we had earlier provided to you an alternative provision to
the current title IV, involving a more comprehensive
approach to implcmoneing the policies of Executive Order
12521, Imang other things, it would have established a
right in the Executive Branch tO aliow iims ayeuvy Saboratss T P
ies and contractors to create proprietary rights in techni- it
cal data and computer software generated through federal O e
fundinqz] on reconsideration, we believe that the comprehen~ ol
sive treatment of these matters may be misplaced in legisla-

tion directed primarily to superconductivity research,

development, and production. On the other hand, the present

title IV, as we have mentioned, contains needless limita-

tions even for agg%igaq&eghén the context of superconduc-

tivity. we? rk with OFPP and DOE to correct
these problems with the current draft.
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A BILL .
To encourage innovation and producsivisy, ssimulate trade, and
promote the compatitiveness and technological leadership
of the United ltatil. '

SHORT TITLE
SEC, 101, This Act may be cited as ¢he "Superconductivity
Competitiveness Act®,

TITLE I? « JOINT PRODUCTION VENTURES

1. The National Cooperative Regeazch Aet of 19584
(13 U,8.C, 4301 et weqg.) is amended bye-

(a) etziking the term "“joint reseazch cgd develop~

ment ventura® each place it appears and inserting in iiev
thereof in sach place "joint research, development, or
vp:oduetlon venture";

() 4in section 2o~

(1) setriking the word "or" in subparagraph
(a) (6) (D)
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% 1n 1ieu thereof the followinge-

" (R) the productien of any product in a $otat1y
owned or operated faciliay, or

*(F) any combination of the purposes opooigtod
in subparagzaphs (A), (B), (C), (D), and (®),"

(3) 4n paragzaph (a) (6), inserting “Cdevelop=
ment, or production,” after "the conducting of
researeh,”)

(4) 4in paragraph (b) (1), striking the wozds
"sesearch and development' and inserting in lieu
thereof "ressarch, dcvoiopnont. or productien"; and

(S) seriking paragzaphe (b) (2) and (b) (3) and
inserting in lieu thereof the !etlaniaé--

*(2) entering into any agreement or engaging in any
other cenduct pursuant to which the production of any
product by laéi vanture is jointly determined by two
oz more parsons who are party to such voneﬁro that is
not rcauonibly reguired to manage sueh production,
*{3) entering into any agreement or engaging in any
other conduct restricting, requiring, or otherwise
involving the marketing of any product, process, or
sarvice othey thanee

*(A) the marketing by such venture of any preduce,
p:aciln. or service to any person wvho is a parcty te

such venture, oY

I A



220888 16:14 FORSTL ' NO, &3S s

2o - - (o

e e B ¥

“3e- o e
W the marketing or propristary information 3.
- :

Jl'fixopod through such venture, such as patents and
trade secrets, and , ‘
*(4) oneirtnq into any agresment or'on.nclnq ga any other
eonduetes
*(A) to restrict or require the production, sale,
licensing, or sharing of products, inventions, er
develogments not produced by or developed threugh
such venture, or
"(3) to restrict or require participation by such
party in other riooa:eh. dovolqynpnﬁ. or psoduction
sativities, | :
"that is not reasonably required to prevent missppropria-
tion of proprietary information contributed By any person
vho i{s & party to such venture or of the results of sueh

venture. ")

(¢) 4in section 3, striking the words "research and
development narkctn‘ and inserting in lieu thereof "reseazch,
development, or product markets®; and

(d) 4in section 6(a), inserting “(or, with respect to &
venture involving the production of any product, not later than
90 days after the effective date of the Superconductivity

Competitiveness Act)® aftar "Act®,

)'.d
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"‘i:;.ho marketing or proprietary information
R - sloped through such venture, sugh 88 patants and
tzade secrets, and o

“(¢) entering into any agrsement or engaging in any other

eendugt=»
"(A) to restrict or require the production, sale,
licensing, or sharing of producto; inventions, or
developments not produced by or developed threugh
such venture, or
"(B) to restrict or require participstion by such
party in other research, development, oOF pxoduaeion
activities, '

"that is not reasonably zequired to prevent misappropriae

tion of proprietary information contributed by any person

whoe is a party to such venture or of the results of guch

venture.";

(¢} 1in section 3, striking the words “research and
development markets® and ingerting in lieu thereof “research,

development, or product markets”; and
(d) in section 6(a), inserting ®"(or, with respect to a

venturs involving the production of any product, not later than
90 days after -he effective date of the Superconductivity

Competitivenass Act)® after "Act®,

! 1P - )Gf'-'




is amended Dy ingerting "and, if the invention is a process, of
the right to exclude others from using or selling products
produced thersby throughout, or importing products produced

. theredby into, the United States,” after "United States,”.

(b) ~Bectien 271 of tiel‘iisl United States Code i
anended by=~

(1) redesignating subsection (a) as plruéraph
(a) (1) and ‘

(2) 4inserting the following after paragraph (a) (1)
as redesignated--

*{2) 12 the patented invention is a process, whoever -

vithout cutho:itﬁ uses or sells within, or Laﬁo:tl into,
the United scates during the term of the pnédat thezefer,
a product produced by such process, infringes the

patent.”,
(e)c:iié;;;; 28?7 ot—::;3;~3§2>0nteod States Code is
amended by--~ -

(1) redesignating the section as subsection (a)y and
(2) adding after subsectien (a) ae redesignated the

follewing-- A

*(b) No damages shall be recovered by the putonﬁoc
for infringement under section 271(a) (1) of this title
from an infringer who 4id not use the patented procass,

~
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3 ﬁ;&ooz that sueh infyinger knew or was notified
B intringement and continued to infringe thersafter,
in which event damages may be recovered only for infringe-
ment oceu:rtaé after such knowledge or notice, Piling of

an action for infringement shall constitute such notice.®.

(@) (1) apter 29 of tt;;:h;;ZDUaitod States Code is
amended by adding after section 394 the followinge-

'¢ 295, Presumption; product produced by patented process
} "In actions alleging infringement of a process pasent
based on use, sale, or importation of a product produced by the
patented process, if the court finds (1) that a substantial
likelihood exists that the product was produced by the patented
process and (2) that the claimant has made s reasenable effort
to determine the process actually used in the production of the
product and was unable so to determine, the product shall be
presumed to have been so produced, and the burden of establish-
ing that the product was not produced by the patented process
shall be on the party asserting that it was not 80 produced.’,

(2) The table of sections for chapter 29 of title 133,
United States Code is amended by adding after the item relating
to section 294 the followings
"293. Presusmption; product produced by patented process.®.

' A /A
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{n the United States before the date of enactment of this Act,
TITLE IV « SCIBNTIFIC AND TECRENICAL INPORMATION PROTECTION
SEC. 401(a). Upon receipt by a Yederal agency of a

zequest under liggz;n_llz_nz.titln_sf‘Onitod States Code for

scientific or technical in!oraatton, the head of the agency or

‘his designee shall determine vhether the information was
genarated under, or is the subject of, a cooperative research
and development agrsemant between a private party or eatity
éﬂ.ch héenttibutinq at least 208 of the total eo.t of the
projccg and a laboratory or similar faoiliey thqt. was owned and
operated by the PFederal goevernment. |

(b) Information doun.t'ncd to be generated under, or
the nuhjoet of, a cooperative research and development
agreement Mtwnn a private party or entity &hteh ie
conuibuunq at least 20% of the total cost of the projcetj and

s laboratory or eimilar faeility that was owned and cperated by
the Federal government shall be exempt from disclosure under
section 552 of title 5, United States Codo[!or a period of two
yu:9 afterx the date that information is first recorded.

P e e ate
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publicly disseminate information descrided in
subsection (b) for a period ¢f twe ysars after the date that
information is £irst recerded, )



UNITED STATES DEPARTMENT OF COMMERCE

National Technical Information Service
5285 Port Royal Road
Springfield, Virginia 22161

January 26, 1988

MEMORANDUM FOR: Joseph F. Caponio
Director

SUBJECT: Beringer Memo of January 15

You asked if I had anv information on NTIS actions which might
have prompted Barry's memc. Two items:

First is the NTIS - Public Health Service agreement covering
operation and financing of the patent licensing program. That
agreement awaits signature by Assistant Secretary Windom, but I
can't believe that it is a source of problem for Barry. It's
been in the works for much of the past year, during which time
I've made presentations to and had discussions with staff from
PHS, the PHS agencies (including NIH, CDC and FDA), the HHS legal
office, and the individual institutes at NIH. All of these
players, including the NIH institute directors, have cleared and
approved the agreement.

Which is a good lead in to the second item. The delegation Barry
refers to apparently was signed by Windom without ever having
gone through the normal PHS clearance process. Other PHS
players, or at least Forbush (the DAS for Health Operations)
became aware of the delegation only after it was signed.
Forbush's staff is angry because:

o They have substantial problems with the way the
delegation violates elements of good management practice.
Among other things, the delegation apparently gives
authority to NIH institute directors without first giving
the authority to the NIH director. That's like Bob
Ortner by-passing you and Bruce to delegate some legal
authority to me. Dumb.

o They have procedural problems with the way the PHS
clearance systen was ignored. It sounds like they think
Harmisson deliberately sandbagged Forbush.

I got the above infermnation from Ellen Wormser, who heads the PHS
Office cof Organization ané Management Systems. She works for
Forbush and has been ry primary PHS contact on the patent
licensing agreement negotiestions. Ellen is now in the process of
revising the delegation.



I think Ellen and I are at a point where we can speak in plain
English, so 1 asked if she knew of anything NTIS had done to
prompt, urge or otherwise instigate Forbush's and her reaction to
the delegation. I think she was a bit insulted, because her
basic response was no, and she didn't need NTIS to tell her. when
a PHS problem needed to be fixed.

Those are the only two items I know of, and we are clean on both
of them. But that still doesn't explain why Barrv sent his memo.

T;:ISEE%Tthx, Jr.

Associate Director for
Administration



