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WASHINGTON FOCUS: Congress has recessed for Thanksgivingwand will re-
convene December 1 . . . . In the meantime, Commerce Secretary Rogers C. B.
Morton in a November 25 letter to Rep. John Moss, D-Calif., indicated he is
willing to compromise in his dispute with the House Investigations Subcon-
mittee over data on U.S. companies honoring the Arab boycott of Israel.

Morton said he's prepared to deliver copies of the reports requested by the
subcommittee provided he has adequate written assurances that access to the
documents will not be given to anyone but members of the subcommittee . . . .
‘Through an assistant, Moss, who was on vacation, said that Morton's offer was
unresponsive to a subcommittee subpoena; hence Moss is prepared to push for a
contempt citation agalnst the secretary . . . . In the Senate, the Subcommittee
n Reports amd-Management 18 clrculating drar s to the
ed Advisory Committee Act. One proposal would eliminate the FOIA in -
fid intra-agency memorandums exemption or the trade secrets and personal pri-"
vacy exemptions as grounds for closing meetings or make national security the
only ground for closing a meeting.
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DISCLOSURE OF CIVIL SERVICE EVALUATION REPORTS
ORDERED BY D.C. APPEALS COURT IN VAUGHN v. ROSEN

Civil Service Commission (CSC) evaluation reporis, dealing with com-—
pliance by federal agencies with policies laid down by statute, executive
order, and CSC regulations must be disclosed under the Freedom of Informa-
tion Act, the U.S5. Court of Appeals for the District of Columbia ruled on
November 21.

Reviewing the case of Vaughn v. Rosen for the second time (AR, 6/30/75),
. the appeals court affirmed the résults reached by the U.S. District Court
for_the District of Columbia upon remand.

e

Robert C. Vaughn, an American University law profééédf, SOﬁght dis-
closure of "evaluations of personnel management" prepared by CSC '8 Bureau
of Personnel Management during fiscal years 1969 through 1972

The reports covered.a wide range of toplcs. labor-management relations,
position classifications, equal employment opportunity, the merit promotion
program, processing of personnel actions, incentive awards and the employee
suggestion programs, management evaluation of employvee performance, employment

~of Vietnam-era veterans, employee tralnlng, manpower planning, employment
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of handicapped 1nd1v1duals, recrultment efforts, and 1mplementat10n of re-
ductions in force.

The geographic coverage of sample reports submitted to the lower court
was equally diverse: Two were nationwide reports on entire agencies, one
was a regional evaluation, and the rest focused on particular installations
of an agency.

Each of the reports concluded with a. series of recommendations made by
the evaluation team. The district court found these recommendations exempt
from disclosure, and that finding was not appealed.

FOIA exemption 2 provides that agency wecords '"related solely to the
internal personnel rules and practices of an agency" need not be disclosed.
The House and Senate reports on this exemption express conflicting views,

. the court found. Faced with this conflict, the court decided to opt for
.the Senate report (AR Reference File 11.312 p. 11), the interpretation
favoring most disclosure.

Applying the Senate test, the court concluded that the personnel manage-
ment evaluation reports were not covered by exemption 2 since they.did not re-—.
late to such "housekeeping" matters as parking facilities, lunchrooms, sick-
leave, and the like. :

Turning to exemption 5, which is applicable to inter- and intra-agency
memorandums, the court found that the government failed to make a clear.
distinction between facts obtained as a result of (SC surveys as distinguished
. from evaluative, interpretive, or final conclusions of the commission.

Instead, the court commented, the government sbéught to lump everything -
into one mass to be protected and, in so doing,.sought to protect too much.
Certainly, the court said, "not all of this can be characterized as part of
the deliberative process."

The govermment, the court commented, appears to argue that the entire
process of management appraisal, evaluation, and recommendations for improve-
ment is "a seamless whole" -~ that it is in its entirety a deliberative pro-
cess and an on—-going continuous affair. '

The court could not accept this theory. To do so, the court said,
“would mean that the only final action subject to public disclosure would be
the action taken by the surveyed agency in the implementation of CSC rec—
ommendations, :

Another flaw in the government's interpretation was that it assumed
that CSC recommendations always result in final decisions and action by

the surveyed dgency. . The court pointed out, however, that there is no
legally enforceable obllgatlon on the subJect agency to take any action on
cSsC recommendatlons. The court had this comment:

"Those with some knowledge of the daily functioning of the bureaucracy _
may surmise that an unknown number of these recommendations - simply go inte
the files and rest peacefully ‘there, with mo action which the government S
would define as final and subject to disclosure ever being taken at all."

In refusing to allow a huge mass of material to be forever screened
from public view because the administrative bureaucracy never reached a
"final decision” on management matters involved, the court said: '
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 6=10-00. 'SCOPE
This Chapter eontaine.

ffl._,Depnrtment 1egu1ations releting to inventions (a) made by
Department employees, or (b) resulting from reseereh grants,
fellowship awards, or research contracts under progrene
administered by the Depaxrtment; and :

2. Department patent policy, approved 7/31/58”by the Secretary,
establishing the limitations referred to. in section 8.7 of
the Department regulations for the negotiation of cancer

' chemotherapy induatriel research contracts,

6-10-10 REGULATIONS

TITLE 45--PUBL1C WELFARE
. Subtitle A-eDepartment of Health, Education, .
“'; 3“d W91fﬂfe, General Administretion o

pmu 6--1wzmxous AND PATEHTS o
: (GENERAL)

* PART 7--EMPLOYEE IWENT:DN’E':' .

. _smncn 'GRANTS, FELLOWSHLP AHARDS,
A com:mcrs FOR RESEARCH

) o The following parts are Department rules and pollcies releting to
1nvent10ns which are made by Department employees having. a relation to
their official duties or with some contribution from the Government or
which-arise..from.research.or.related.activities. assisted by.grants..or

otherwise under programs admlnietered by the Department.: -
_PART 6 -- INVENTIONS AND !’ATENTS (GEM)

sec. | : S
. 6.0 General Policy. '
6.1 Publication or patenting of inventions.
6.2 General Responsibility,

HEW TH-155 (10/20/66) Supersedes 3.1, ‘Ch. 6-10 (“He21)
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6-10-10 cont da)

6.3 Governmenteowned patents; licensiuy; dedication to the publlc. "
6.4 Central Tecords; confidentiality. o

',AUTHORITY‘ §§ 6.0 to 6.4 issued under Reorg. Plan No. 1 of 1953,_

18 F.R. 2053, 3 CFR 1949-1953 Cowmp., p. 1022; E.O. 10096, 15 .F,R. 391,
3 CFR 1949«1953 COmp., p. 292, L.0. 10930, 26 F. R. 2583, 3 CFR. 1959- e !
1963 Comp., p. 456, . ) , N o _ &

§6 0 General Polieg.

Inventions developed through the resources and activities Qf.~_
the Department are a potential vesource of great value to the public
health and welfare, It is the policy of the Department:

) (a) To safeguard the publxc interest in inventions developed
- by Department ‘employees, contractoxs and grantees with the aid of
' ;public funds and facilities,___‘

(b) To encourage and recognize individugl and cooperative
| ' o achievement in research and 1nvestigetione,_and '

- (c) o establish a procedure, conaistent with pertinent _
' statutes, Executive Orders and general Government regulations, for
" the determination of rights snd oblxsations relating to the patent-
ing of imnventions, :

It is the general polxcy of :he Deparcnent thet the results
of Department research should be made widely, promptly and freely
available to other rescarch workers and to the publie, This
availability can generally be adequately preserved by the dedica~
tion of a Govermmenteowned invention to che public, Determinations
to file a domestic patent appliearion on iavsutions in which the
Department has an interest wil) be made where the civecumetances
indicate that this is desirable in the public interest, and if it
'is practicable to do so, Department determinations not to apply
for a domestic patent om employee inveutions are subject to review
and approval by the Commissioner of Patents. Except where deemed
necessary for protecting the patent claim, the fact Lhat a patent

"application ha: been or may be filed will not requive .any departure -
zrom~norme1mpolxcyﬁregardingvthe dissemiuaceonwggw;he results of
:Department reseaxch, . _

E . | o §6.1 Publication og_ggtenting_of inventions,
|

§6.2 General Responsibility,

The Assistant Secretary (Health and Scientific Affairs) is
--responsible for the administration of the invention and patent
program of the Department and the determination of rights in.
inventions and patents in which the Departwent has an interest,

GRMERAL ADMINISTRATION Supersedes p. 2, Ch, 6-10 (IN-89)  Im-155 (10/20/46)
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(’6 T0-10 continusd) "

§6 3 Licensing of Government-owned patents.-

Licenses to practice inventions covered by patents and pending
patent applications owned by the United States Government as repre=
sented by this Department will generally' be royalty free, revocable
and nonexclusive, They will normally be issued to all applicants and

will generally-contain no limitations or standards relating to the

quality or testing.of the products to be manufactured, sold, or
distributed thereunder. S

‘Where it appears however that the public intereet will be
served under the circumstances of .the particular case by licenses
which impose conditions, such-as those relating to quality or testing
of products, requirement of payment-of royalties to the Government,

N etc,, or by the igsuance of limited exclusive licenses by the Assistant

Secretary for Health .and Scientific Affairs after notice and opportunity
for hearing thereon, suc¢h licenses may be lssued. .

§6.4 Central records; confiden;iali;z.p

Central files and records shall -be maintained of all inventions,
patents, ‘and licenses in which the Department has an interest, together
with a record of all licenses issued by the Department under such patents,
Invention reports required from employees or others for the purpose of
obtaining determinations of ownership, and documents-and.information
obtained for the purpose of prosecuting patent applications shall be
confidential and shall be disclosed only as required for official purposes
or with the congent of the inventor, s -

. - PART 7 <~ EMPLOYEE INVENTIONS

7.0 . Who are - employees, :

7.1 Duty of employee to report inventions.
7.3 - Determination as to domestic rights,
7:4. Option to acquire foreign rights.

7.7 Notice to employee of :determination. .
7.8 Employee 8 right of appeel.

AUTHORITY. §§ 7.0 to 7, 8 iseued under Reorg. Plen No. 1 of 1953, :
391 3 CFR 1949-1953 ComP-sP- 292; E.O 10930 26 F.R.: 2583, 3 CFR.

1959nl963nComp., p. 456,

§7 0 --Who are emplozeee. ~‘

As used in- this part, the term. "Government employee“ ‘means any

.'officer or employee, civilian or military, -except such part-time .. -

employees -or part-time consiultants as may be excluded therefrom by a
determination made in writirnc by the head of the employee's office or
congtituent organization, pursuant to an exemption approved by

the Commissioner of Patents that to include him or them would be

TN-69.15 (10/1/69)  Bupersedes p, 3, TN-155  GENERAL ADMINISTRATION




REGULATIONS AND PROCEDUBES | Page 4

o

;@-10-10 cont'd)
impracticable or inequitable, giving the reasons therefor. A person

- shall not be considered to be a parte=time employee or part-time
consultant for this purpose unless the terfis of his employment cone

‘ template that he shall work for less than the minimum number of
hours per day, or less than a minimum number of days per week, or
less than the minimum number of weeks per year, regularly required
‘of full-tlme employees of his class.

§7.1 Duty of eqp}gyee to report inventions.

Every Department employee is required to report to the
Assigtant Secretary (Health and Scientific Affairs) in accordance
with the procedures established therefor, every invention made by .
-him-(Wwhether or not jolntly with others) which bears any relation
to his official duties or which was made in whole or in any part
-~ during working ‘hours, or with any contribution of Govermment T
| - faellities, equipment, material, funds, or information, or of time -
| or services of other Govermnment employees on official duty. =

| 57.3 Determination s to domestic rights,

= "The determination of the ownership of the domestic right,
f - title, and interest in and to an invention which is or may be

©  patentsble, made by a Government employee while under the adminis-
~trative jurisdiction of the Department, shall be made in writing
. by the Asgistant Secretary (Health and Scientific Affairs), in
p C accordance with the provisions of Executive Order 10096 and Govern-
% i mentewide regulations issued thernunﬂer by the COmmlssioner of s

Patents as follows: ‘ SR T

(a) The Govermment as representid by the Assistant Secretary VR
(Health and Scientific Affairs) shall obtain the entire domestic ;.
right, title and interest in and to all inventions made by any - -
Govermment employee (1) during working hours, or (2) with a contrie-
bution by the Govermment of facilities, equipment, materials, funds,
: or information, or of time= or services of other Government employees
4 on official duty, or (3) which bear a direct relation to or are made
i ~ in consequence of the official duties of the inventor.--

(b) In any case where the contributlon of the Government,
as measured by any one or more ‘of the criteria set forth in para-"'

entire domestic right, title and interest in and to such invention,

or in any case where the Govermment has insufficient interest in an

invention to obtain the entire domestic right, title, and interest

therein (slthough the Govermment could obtain same under paragraph
~{a) of this section), the Department, subject to the approval of

the Commissioner, shall leave title to such invention in-the employee;-

subject, however, to the reservation to the Government of a nonex= -

clusive, irrevocable, royalty=-free license in the invention with. .-

GENERAL ADMINISTRATION Supersedes p. &, Ch. 6-10 (IN-83) TH-155 (10/20/66)
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010

pawef to grant licenses for all govermmental purposes, such reserva-
tion to appear, vwhere practicable, in any patent, dmntic or foreign,
which may issue on such invention. .

-{e) ‘In applying the pmisiohs of.paregtapha {a) 'end- (b) of, .

this section to the facts and circumstances relating to the making

of any particular invention, it shall be presumed that an inventiom
made by an employee who is employed or assigned (1) -to invent ot
improve or perfect any art, machine, mamufacture, or composition of
matter, (2) to conduct or perform research, development work, or
both, (3): to supervise, direct, coordinate, or review Govermment.

- financed or conducted research, development work, or both, orx %)
‘to act-in'a*lisison capacity among governmental or nongovermmental
. agencies or individusls engaged in such work, falls within the-

provisions of paragraph (a) of thig section, and it shall be pre- :

-sumed that auny invention made by any other employee falls within

the provisions of paragraph (b) of this section. Either presumption
may be rebutted by a showing of the facts and circumetances and

shall not preclude a determipation that these facts and circumstances
justify leaving the entire right, title and interest in and to the
invention in the Govermment employee, subject to law.

{d) In eny case wherein the Govermment neithexr (1) obtains
the entire domestic right, title and interest in and to an invention
pursuant to the provisions of paragraph (a) of this section, nor -

- {2) reserves a nonexclusive, irrevecable, royslty-free: license in

the invention, with power to grant licenses. for.all govermmentsl
purposes, pursuant to the provisions of paragraph (b) of this section,

" the Goverrment shall leave the entire right, title and interest in

and to the inventiocn in the Govermment employee. subject to- 1nl.

§7.4 Option to acqui.re foreign Jhts.

In any case where it is determined that all dmasic t:l.ghts

should be assigned to the Government, it shall further be determiued,

pursuant to Executive Order 9865 and Govermment-wide regulations -
issued thereunder, that the Government shall reserve an option to
require the assignment of such rights in all or in any specified
foreign countries. In case where the inventor is not required to
assign the patent rights in any foreign country or. countries toe the
Govermment or the Govermment fails to exercise its option within
such period of time as may be provided by reguletiom issued by the

.. Commissionexr of Patents, any application for & patent which may-be-
. filed in such country or countries by the inventor or his assignee

DR el

shall nevertheless be subject to a nonexclusive, irrevocable,

. -royalty=-{free license to the Government for all govermmental purposes,

including the power to issue sublicenses for use in behalf ¢f the
Govermment and/or in furtherance of the foreign policies of the
Goverrnment.

P AT

TH-155 (20776t - Super.ed s p. .. Ch. Sm.0 (TH-£3) GERERAL ADMINISTRATION
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(6'10'10 cont d) §? 7 Notice to employee of determination,

The employee—inventor ‘shall be notified in writlng of the
Department's determination of the rights to his invention and of.
his right of appeal, if any. Notice need not be given if the .
employee stated in writing that he would agree to. the decerminntion
of ownership which was 1n fact made, : _ I

57 8 Employee 8 right of agpgal.

An employee who is aggrieved by a determination of the
Department may appeal to the Commissioner of Patents, pursuant to
.section 4(d) of Executive Order 10096, as ‘amended by Executive Order
10930, and regulations issued thereunder, by filing a written appeal
with the Commissioner, in duplicate, and a copy of the appeal with
the Assistant Secretary (Health and Scientific Affairs), within 30
days (or such longer period as the Commissioner may, for good cause,
fix in any case) after recelving written notice of" auch determina—
tion, _

PART 8 =~ INVENTIONS RESULTING FROM RESEARCH GRANTS,
FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH

o]

-

=Policy. '
Conditions to-be included in research grancs.
Determination as to domestic rlghts.
. Licenses to the Government.

Option to acquire foreign rlghts.

"Pellowships.

Contracts for research,

Cancer chemotherapy lndustr;al research contracts.

a:a:a:a:g:a:a:diw
~SNMaoawvmPUupREON

AUTHORITY: §§ 8.0 to 8,7 issued under Reorg. Plau No. 1 of 1953,

18 F,R. 2053, '3 CFR 1949-1953 Comp., p. 1022; E.0, 10096, i5 F.R. 391,
"3 CFR 19491953 Comp., p. 292; E.0, 10930, 26 F.R. 2583, 3 CPR 1959-

1963 Comp., Pe h56

§8.0 Policy.

(a) The' Department of ﬁealth, Education, and Welfare each

“yedar-is-expending-large-sums-in-the-form-of-grants-for-research:-
-These grants are made primarily by the Public Health Sexvice ‘in- ‘ L
carrying out- its broad responsibility under the Public Health Service B
 Act to. promote and coordinate research in the field of health and to
vake available information concerning such research and its practical
-application, - The scientific and technological advances attributable

in varying -degrees to this expendicure of -public funds - frequently
include patentable inventions,

' GENERAL ADMINISTRATION  Supersedes p. 6, Ch. 6=10 (TN~15)

T™H-155 (10/20/ ~
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" (6-10-10 continued)

(b) The Department, as & matter of policy, takes the position

" that the results of research supported by grants of public moneys-
- should be utilized in the manner which would best serve the public
interest, It is believed that the public interest will in generasl

be best served if inventive advances resulting therefrom are made
freely available to the Government, to science, to industry, and to
the general public,

(¢) On the other hand, in some cases it may be advisable to
permit a utilization of the patent process ‘in order to foster an
adequate commercial development to make a new invention widely
available, Moreover, it is recognized that inventions frequently

‘arise in the course of research activities which also receive sube

stantial support from other sources, as well as from the Federal

arant. It would not beé consistent with the cooperative nature of
such activities to attribute a particular invention primarily to

support received from any one source. In all these cases the Depart~
ment has a responsibllity to see that the public use of ‘the fruits

'of the research will not be unduly restticted or denied.

(d) The following conditions have been adopted to govern the

‘treatment of inventions made in these various types of situations,

They are designed to afford suitable protection to the public interest
while giving appropriate recognition to the legitimate interests of
others who have contributed to the lnvention. o

_=§8.1' Conditions to be 1nc1uded'1n':esearch grﬁn;s.

Subject to legislative directives or Executive Orders pro=

viding otherwise, all grants in aid of research shall provide as a

condition that any invention arising out of the. activities assisted
by the grant shall be promptly and fully reported and shall provide.
either R e

‘{a) That the ownership and manner of dispositioh of all
rights in and to such invention shall be subject to determination
by the Asgistant Secretary (Health aqd Scientific Affaira). or -

(b) That the ownership and dispogition of all domestic rishtl
shall be left for determination by the grantee institution in

_ accordance with the grantee's established policies and procedures, .
“with such mndifications as may be agreed upon and specified in the

fN-le (10/20/663 Supersedes p., 7, Ch. 6=10 (I N=17)

: ‘GQJ.Q-ID ;

£
o
b

grant;  providéd the A551stant Sea*etary (Health and Scientific Affairs)
finds that these aré such as to issure that the invention will be

made available without unrzasonable restrictions or excessive royalties,
¢:d providad the Government shall receive s royalty-free license, with
a right to issue sublicenses gs provided ir §8, 3, under any patent
appliﬂd fmr or obtaxned upon the invention.'

GENERAL ADMINISTRATION
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(6'10'10 cont’ d) (c) Wherever practicable any arraugement with the grantee
‘pursuant to paragraph (b) of this section shall provide in accordance
‘with Executive Order 9865 that there be reserved to the Govermment an
option, for a period to be prescribed, to file foreign patent applica-
tions upon the iavention, , S :

§8.2 'Determination as to domestic.iights.

Rights in any invention not subject to disposition by the
grantee pursuant to paragraph (b) of §8.1 are for determination by
the Assistant Secretary (Health and Scientific Affairs) as follows:

(a) .f he finds that there is adequate assurance that the
‘invention will either be effectively dedicated to the publie, or
that any patent which may be obtained thereunder will be generally
available for royalty-free and nonexclusive licensing, the effectua~
tion of these results may be left to the grantee,

(b) 1If he finds that the invention will thereby.be more
adequately and quickly developed for widest use and that there are
satisfactory safeguards against unreasonsble royalties and repressive

| practices, the invention may be assigned to a competent orgamization
P for development and administration for the term of the patent or such
‘ lesser period as may be deemed nPcessary.

(c) - 1f he finds that the interest of another contributing
- Government agency is paramount to the interest of the Department of
Health, Education, and Welfare, or when otherwise legally required
i or in the public interest, the invention may be left for disposition
! by that agency in accordanmce with its own policy.

(d) 1In all other cases, he shall require that all domestic
rights in the invention shall be assigned to the United States
"unless he determines that the invention is of such doubtful impore
*ance or the Government's equity in the invention is so minor that
protective measures, except as provided in §8.3, are not necessary
in the public Lnterest._

§8.3 Licenses to the Government.

Any -arrangement or determination as o the disposition of
rights in inventions pursuant to §8,1, §8,2, §8.5, or §8,6 shall
require that there be reserved under any patent appllcation or patent
thereon, domestic or foreign, a nonexclusive, irrevocable, royaltye
‘free license to the Government with power to sublicense for all
gevernmental purposes. )

- §8.4 Option to acquire foreign rights,

In any case where it is determined that all domestic rights
should be assigned to the Government, there shall be reserved to
the Govermment, pursuant to Executive Order 9865 and Govermnment-wide

GFNERAL ADMINISTRATION TH-155 (10/20/66)
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{6-10-10 continued)

regulations issued thereunder, an option to require the assignment of
all gights in the invention in all or in any specified foreign
countries. In any case where the inventor is not required to eseign
the patent rights in any foreign country or countries to the Governw
ment, or the Govermment fails to exercise its option within such

period of time as may be provided by regulations issued by the
Cheirman of the Government Patents Board, any application for a

patent which may be filed in such country or countries by the invencor

.o his assignee shall nevertheless be subject to & nonexclusive,
irrevocable, royalty-free license to the Govermnment for all govern-

mental purposes, including the power to-sublicenge for all goverumental

_purposes.

§8.5 Pellowehigs.
In the discretion of the Assistant Secretary (Health and

‘ -Scientific Affairs), the award of a fellowship to a person not &

.- Govermment employee may provide for the reporting of any 1nvcntionl
- made during the term thereof, and for its disposition in accordance
~with the provisions of parasraph (a) of §8.1, or for its disposition.

by the institution at which the research was performed in accordance.
with its established policies, if applicsable to such an invention,

vhich meet the requirements of parasraph (b) of such section,

§8.6 COntracts for research.

(a) Contracts for research, with other then nomprofit imsti~ -

-tutions, shall provide that any invention- £iret conceived or actually

reduced to practice in the course of the performance of the contrsct
shall be promptly and fully reported to the Assistant Secretary (Health
and Scientific Affairs), for determination by him as to the manner of
digposition:of all rights in and to such invention, including the

‘right to require assigmnment of all rights to the United States or
" dedication to the public. In the exercise of this power he will be
- guided by the policy specified in §8.2 with respect to grants.

{b) Contracts for research with nonproflt institutions ahall

. contalin provisions as in paragraph {a) of this section except that,
~ 1if it is determined that the institution's palicies and procedures
. are acceptable as meeting the requirements of §8.1(b) with respect to .

grants, the contract may provide, with such special stipulations in -

- the. contract as may be deemed necessary in the public interest, for -

:leaving the ownership and disposition of all domestic rights for .
determination by the contracting inetitution in accordance with such

..policies. and.procedures...

" 58 7 - Cancer chemotheragz industrial research coEtrecta.

Notwithstanding the provisions of §8.6, the Surgeon General
in the negotiation of contracts with other than nonprofit organiza-
tions for the cancer chemotherapy research program shall be subject

" only to such limitations and alternatives as the Assistant Secretary
‘j(Health end Scientifie Affairs) may approve for such program,

TH- 155 {10/20/6¢;

i i, i e s W+ ke ARA

. GENERAL ADMINISTRATION .
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" (6-10-10 continued)

' §8.8 Screening of compounds generated under DHEW grants and awards

'{a) General Poliqx

{1) Chemical compounds having potential medicinal and other utilities are
often synthesxzed or identified during the course of research financed under
DHEW research grants and awards, Reporting, filing patent applications on,
and determining ownership in inventions relating to such compotinds pose prob-
lems which reéquire special attention, After a compound has been synthesized,
it generally will not constitute a patentable invention under the patent laws
of the United States until a specific utility for the compound has been estab-
lished. 1t is the policy of the Department that all compounds synthesized or
identified during the course of grant-Supported research should be adequately
‘screened ‘and- tested in Government or nongovernment facilities in order that
all possible utilities may be ascertaineéd and that any prowmising compounds
may be fully developed for widest possible use. The Department iencourages
the utilization, whenever appropriate, of the screening services of the Cancer
Chemotherapy National Service Center ‘and - the Walter Reed Army Institute of
Research

| (2) It is the policy of the Department notwithstanding anything go the

o contrary under patent law of the United States or requirements of U.S. Patent
O0ffice practice, to acquire no ownership rights to inventions claiming novel
methods. of using compounds, where such use inventions are first conceived and

co reduced: to practice solely by the screening or testing organization without

%* the use of grant funds. . 8

| e (b) Screening pecrformed with use of_g_gnt funds

Where nongovernmental facilities -are utllized for screening serv1ces
to be performed and paid for by the grantee (as used in this section, the
term "grantee' refers to awardees in addition to grantee institutions) with
grant funds, the grantee ghall obtain an agreement with the screening organi-

- zation 'providing that the screener shall promptly report to the grantee the
detail®s of ‘any positive findings of utility for the compound and that all
invention rights ‘relating to the compound and its utility shall, as between
the grantee and- the screener, vest in the grantee. Upon receipt of such
report of positive findings, the grantee shall promptly forwakd: copiés to
DHEW:." Owmership: of all invention rights to the compound or reported utili-

ties.shall be subject to the disposition by the Assistant ‘Secretary (Health

~.and Scientific Affairs) as provided by the terms ‘of thé grant or award in
accordance with Section 8.2, except that where the grantee institution has
entered into an Institutional Patent Agreement with the Department pursuant
to Section 8.1(b) above, ownership of the invention rights shall be in accor=
dance with the .terms of that Agreement, : :

(o) Screeningigerformed?witndnt'the use of grant funds

Where acreening is to be performed:at-nongovernmental facilities
without the use of grant funds, the grantee may proceed to have compounds
screened under one of the following arrangements:

GENERAL ADMINISTRATION 69,1 (1/3/60)
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(1) Ins:itut1onal Patent Agreement -= Wnere the grantee instltutxon
has entered into an Institutional Patent Agreement with the: Department under
Section 8.1(b) Of the Department Patent Regulations, the grantee shall enter
into an agreement with the screener which shall be consistent with, and will
permit the grantee to fully comply with its obligations under such Institu-
tional Patent Agreement. The agreement with the screener shall, as a minimum,
provide that owmership of patent rights to inventions resulting from the
screening process shall vest, depending on the law of iaventorship, in the
grantee, the screener, or both, except that such agreement may ‘leave to screen-
ing or testing organizations ownership rights to inventions claiming novel
methods of using compounds, where such use inventions are first conceived
and reduced to practice solely by the screening or testing organization withe
out the use of grant awards, The grantee shall administer all iavention
rights to the compound and all other invention rights vested in ‘the grantee

~in accordance with the terms of the Institutional Patent Agreecment,

(2) "Patent Agreements for Screening =-- Where an Institutional Patent
Agreement is not in effect, the grantee shall enter into an agreement with a
screener to govern disposition of rights to inventions resulting from the
screening.  Such agreements shall be in the form prescribed by or as may be
approved by the Department and shall be consistent with the policy set forth
in (a).

(3) Determination of Invention Rights Prior to Screening =« Where a
grantee has not entered into an Inrstitutional Patent Agreement, it wmay, prior
to makxng arrangements for screening, petition the Assistant Secretary (Health
and Scientific Affairs) requesting a determination that invention rights per~
taining to an identified compound be assigned to the grantee for administra-
tion, pursuant to the provisions of Section 8.2(b) above. Determinations
under Section 8. 2(b) normally permit the grantee to grant exclusive ‘licenses
for a limited period of time, Such petition must demonstrate that an assign-
ment is required in order to achieve effective screening of the compound and
any resulting inventions will thereby be more adequately and quickly developed
for widest use.
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6-10-20 ~ PATENT POLICY APPLICAELE 10 CANCER
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.1.

INDUST RCH._CONTRAGTS

‘The cancer chemotherapy program of the Public Health Service is

an intensified effort, with special appropriations mede available
under a Congressional directive, to explore exhsustively and

. rapidly the potentialities of chemicel campounds in the control

... of cancer, Because of the peculiar exigencies of this progrsm

.- and in order that the resources of pharmaceuticsl and chemical
.~ £lrms mey be brought to bsar with a minimum of delay, certein.

. .3 ,,'ff'

“exceptions to general Department policy will be permitted in tho

mgotiation of industrial contracts for this program,

" -Industrial research cont.racts for this program may contain
, eithers _ :

a. the standard pa.-tent clauses, reservirig to the Surgeon Genersl.

- the right to determine the disposition of inventions arising
from the performance of the contract or, in lieu of such

right,

‘b, _ steniard alternative clausés leaving the Tight to petent and

exploit such inventions with the contractor, subject to .

T certain limitations deemsd nscessary to protect the public'uw

. interest in the results of the contracted resesrch,

Departmnt. policy concern:lng the negotiation and operation of the
. alternative clauses: ‘

‘a. Contract mesotiations: The alternatives indicated will be -

made available in the negotiations with all contracting
‘commanies without discrimination,

b. Public interest: The operation of these alternative clauses
will be closely reviewed to assure that the following basic
objectives are maintained in the public interest:

(1) The availability of information concerning the results
of research and the right, without umdue delay, to make

“"disclogures to the extent essentisl to serve the research
need;

(2) The availability for development and use of health
purposes, on reasonable terms, of inventions arising
from the ressarch contract, vhether actual development
end production is to be made by the contractor himsslf
or by others; ani
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(3) Sustained concentration on the enti-cancer cbjective of
all rescurces mobilised for the purpoaaa of the
contrect.

" “e. Gontyactoy's interegts: The Surgeon General or his represen-
tatives shall maintain close consultations with the contractor

. concerning questions affecting the public need for the
products of inventions wiiich are subject to the limitations
prescribed in the alternative clauses for the protoct:lon of
the public interest with respect to their supply, pnoe, and
.quality, The objective of thess comsultations shsll be
promote a mutual awareness of such matters in order to assuro
to the contractor (under his right to exploit the invention)

R an opportunity on his own initiative to take such actions
" regarding them as he baliews would be in his and in t.ho -
public interest, ,

L

'B. " Contrs + rese ght ' o op, When the eontract
o 1s for raaearch 1nc1uding contracta for pmduct development necessary
i .77 for purposes of research) to be psrformed Yy the company (with or
| © 7 " 'without provision for subcontracting), the contrsct, &s an alternative
B - to the standard patent clauses, may provide for leaving to the con~
" 'tractor the right to patent and exploit any invention conceived or
. first sctuslly reduced to practice in the course of the performance
" of the contract subject, however, to the following li.nitat.im vhich
'_m daemd mcasaary to protect tho public interest:

m ]gvsemnt that the contractor will report promptly to % )
tm a:rgaon General any such invention and will also report . T
. pramptly the £iling of any. domestic or foreign patent spplieation
- therson or. his election not to file such application. Invention
o o " Report shall be required sfter the conception or first actual
1 : reduction to practice of each invention that reasonably appears
_ . . . %o be patentadble and, in any event, aa socon as any svidencs of
' uti%ity has been dewlopod (whether in a bsalth or other field of
Ugs}e

" 2. Disglosurg. Reservation to the ‘Surgeon General of the right to
" make disclosure of thé invention, whenever he deems it in the
~public interest, after taking into consideretion a reasonable
. opportunity to tha contractor to protect such rights as he may
'~ 'have in ths invention. The contract may specify that such die-
" closure shell not in any cess, without the consent of the
.contractor, be made in less than six months from the time the
Surgeon General determines the invention was or should” h.n"ﬁ b?ie”"“”‘“‘“””"
moM T

Dol

R
o
ﬂ-
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3, License to the Government. Reservation to the Govermment of an

irrevocable; wnonexclusive, royelty-{ree license to practics or
_cause to be practiced, by or for the Government throughout the
.world, each subject invention (whether patented or unpatented)
in the mamifacture, use cr disposition according to lsw of any
_ article or material or in the use of any mst.hod Or process.

"g‘. In recognition of the Govarment's investment and ths public
~ interest in the resulte of contraotod resaarch, agreement

" that whunewr, aubaequent to the contractor's filing of a

~patent application for any invention conceived or first
actually reduced to practice in the course of the performance
of a contract, the Surgeon Ganaral, aftar obtaining and
cons:ldering the ‘advice of such advisory bodies or consult-
ants ‘as he deemp appropriata and competant, hu grauni to

_ believe that such invention, vhother related to a product,

" -process, or otherwise, ia at such atage of ‘development that
‘1f it were more generally avallable it would ~meet a hsalth
need and that the public interest -1/- requires the invention

“'to be available for health purposes to othera than the cop=

~ tractor and his licensees, he shall so notify the contractor,

. giving reasons therefor, and request him, within a time
‘specified, to take appropriate steps to mgt the ‘public need,

 vhich may include the issuance of licenses to additional '
 ‘mamufacturers of the contractor's own sslection. (Such re-
‘quests shall be supplomentary to such inroml consultations
© between the Surgeon Genmeral or his ropresantatiw and the
' contractor as have taken pla.ce in acconianco with the provi-
. sions of section A,3¢c above.) R

‘be upon expiration of the time specified, or such extension
thereof as gpproved by the Su.rgeon General, the Surgeon
Gensral finds that the contractor has failed to take appro-
priate steps adequate to maet the public nsed, he shall
. notify the contractor, with reasons tharefor, that at the end
~.of 90 deys from such notice he will exerciss the rights :
" specified below, 'If within 20 days of. recaipt of such notice
the contractor fails tc £1ile a written re

<-—-a8-provided-below; ~the-Surgeon-Genaral-shi

I “upon” a:tpiration -
ooof the above 90-dey period have the righ_.:

L/ With respect to supply, quality, or price
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1) t.o dedicate to the public all righte in the :lnvontion
2/ or; .

- " (x)  to issue (under or in anticipation of the issuance of
. : ' any such patent) nonexclusive, royvalty-free licenses
I " (for practice of the invention for eny health purpose)
on a nondiscriminatory basis to sll qualified applicants
to use, marufscture and sell embodiments of the inven-
~ tion for any health purpoee, 3/

e, If, within 20 dagru of raceipt of notice, the contractor files
' _such request for a hearing, ihe Surgeon Genersl, or & repre=-.
- ‘sentative or representatives designated by him for this pur-
pesa, shall afford the contractor & reasonable opportunity to
-~ be heard, to be represented by counsel, to present any perti-
- nent information and argumsnt, ant to rebut any other informée
tiei W be considered in reaching a decision, The findings by
~* the Surgeon Generel or such repressntative(s) shall be in
writing, shall be besed solely on the materisl presented at -
the hearing, and shall be final and binding on the contractor.
" If the Surgeon General's decision based on these findings be
““that the contractor has not met the public need and that
-public dedication or sdditional licensing by the Surgeon, |
Genoral is necessary in the public interest, he may so dedi-
. ‘cate or license, effactive at the end of the above~provided -
- 90-day periocd or at t.he conclusion nf the hearing, uh:l.chovar
. is ..atsr. ) '

‘M‘!& Agreement that in the event the contractor elocta,

* within a pericd (not to exceed six months after the invention
“was or should have been reported) specified in the comtract, not

: T “to file & patent application on the invention, or, having ehctad

i o ‘ to file thereafter fuils to file and diligently prosecute &

; _ patent applicetion, the Surgeon General, when he deems it neces-

] _ . . 8ary in order to protect the svailability of the. invention for

'~ " health purposes, shell have the right to require the assignment

g ) %o the Government of all domestic righte therein excepi for the

\ . “reservation of & nonexclusive royalty-free license to the

T : contractor, ' :

3/ Suveh dedication to be effective against the contractor ami any peraons _

claiming from him upon {iling by the Surgeon General with thle Comnis-
1 sioner of Ps.tent.a of notice of same,

3/ Either - ne or both of these alternatives shall be . apecih 2d’ in the

onmbrgn
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(6=10-20B continued)

6. Foreign Rights. Similarly, agreemsnt that if the contractor fails

. to file, or elects not to file, foreign patent applications which
the Surgeon General determines are. ne¢cessary to protect the availe .
ability of the invention for health purposes in other countries, _ !
the Surgeon Gensral may require the assignment of the foreign
rights. S _

. 7. Benegotiation on new leeds. (Suéh a provision not mevdatory)e.
. The contract may provide that if, in the course of the performance
of the contract, the contractor identifies any nsw lsed which it
~ wishes to develop at ite own expense, without utilization of faci-.
 1lities financed by _the Government,. the Surgeon CGeneral may, when
he deems it consistent with advancement of the research purpoees
of the Government, renegotiate the application of the patent pro-
. visions of the contract to such new lead. Any medification of the
; .. - . terms of the contract shall be upon such consideration {which wnay
. w. ... be used to reduce the obligation of the Government under the conw
S "~ tract) as the Surgeon Genaral may deem equitable under the circum-
. stances, after taking into consideration the extent of the invest-

" 'ment of the Govermment in. relation to the probable cost of further
:development. . _ _ .

1. ‘hen a company furniahes, for controlled acreening end testing
only, compournds or products not otherwise available to the Service
and in which the company has a proprietary interest, the contract
- may prov1de that ‘all rights in the compound or product shall remain
in the company, It may additionally ‘provide for confidentiality of
~the results for a limited period after the completion of the screen-
ing process and the report of ‘the results by the Service to the sup-
_plier, 'Such periui ‘as to results ‘deemed significant for the re-
"search purpose, shall not exceed 12 months. ‘

"2, Vmen the acreening erd testing of compounds obtainad fram the sup-
 plier under such a contract is carried out by an outside laboratory, i
. the contract of the Service with the laboratory will contain provi- S
sions to safeguard the rights of the supplier wnder its contract :
with the Service.
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‘nacessary for the effectiive prosecution of the cancer chemotherepy

Inventions tiy Federal Fsploveg

or by Federal esployees jointly with others, are subject to dsterminge
tion under applicable Exscutive Orders and Depertment regulations.
Appropriate reference to this requirement will be made in sommsction
with contreots with suppliers of chemical ecmpounds for use in :
rogsarch to bs conducted by the Servics, aml contracte for research
andudonlap-ent in which Pedersl employees may in any wsy partici-

pad e .

Beckground patents or rights. Nothing in this policy statement shell
Do deemed to limit the suthority of the Surgeon General to negotiate
for & license or other rights under existing patents or involving the
use of patented or unpatented compounis or processes, as he may dem

pProgran,

1 Explovesf. inwntions made by Federal emlmea;,- :

™A )
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