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MANUAL..... GENERAL ADMINISTRATION 
'RT 6 Patents and Inventions 

CHAPTER 6-10 

REG U L A T ION S AND P II OC E D UR E S 

6-10-00 Scope 
. ·10 Regulationa (from Federal Reaia':er o.f ·10/1166) 

·20 Patent Policy Applicable to Cancer Chemotherapy 
Industrial Research Contracts 

6-10-00 SCOPE. 

This Chapter contains: 

6:'10-00 

, 1. Depiartillentl,egulations relating toinventiona(a) lIIIIIfe by 
Department employees, or (b) resulting frcllll reaea1(ch,ranta, 
fellowship awards, or research contracta under pro,raille 
admii'lia~eredby the Department; and 

6-10-10 

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 industrial research ~ntracta. 

REGULATIONS 

TITLE 4S--PUBLICWELFARE 
Subtitle A--Department of Health, Education, 

and Welfare, General Administration 

PART 6--INVENTIONS ARb PATENTS 
(GENERAL) 

PART 7--EHPLOYEE INVENTIONS 

PART 8--INVENTIONS RESULTING FROM RE­
SEARCH . GRANTS, nu.awSHIP AWARDS. 

AND CONTRACTS FOil RESEARCH 

The follOWing. parts are Department rules and policieerelating to 
. inventions which are made by Department employees having a relation to 
thoiiroffidal duties or with some contribution fr_ the GoVer_rit or 
which arise from research or related activities assisted byg1:ants or 
otherwise under programs administered by the Department. 

PART 6 _. INVENTIONS AND PATENTS (GEImw.) 

Sec. 
6.0 General Policy. 
6.1 Publication or paten~ing'of inventions. 
6.2 General Responsibility. 

~~------------------
!lEW TH-155 (10/20/66) Supersedes ".1, i,Ch. 6-10 (TN-21) 
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6.3 Government-owned patents; lic""5i>l;;; dedic'ation to the public.' 
6.4 Central records; confidentiality. 

AUTHORITY: §§ 6,.0 to 6.4 issued under Reorg.Plan No. 10f 19$3, 
18 F.R.205J, 3 CFR 1949-1953 Co,np., p. 1022. E.O. 10096, l.5·F.a. 391. 
3 qFR 1949-1953 Comp., p. 292; I::.ri. 10930, 26 F.R. 2583, 3 eFR 1959-
1963 Comp.,' p.;,56. ' 

Inventions developed through the resources and "activities of 
the Department are a potential ~eSOllr'~e of great value to the public 
health and welfare. It is the policy of the Department: ' 

(a) , ,To s~feguard the public i~terestin inventions developed 
by,Department employees,' contractol's ;md grantees w:ith the aid of 
public funds and fac:l.Hties; , 

(b) To encourage and recognize individual and cooperative 
",achieVt!lllent in resear~h and investige-tiorls; al1(d, 

(c) To establish, ,a proc~dure. consiStent with pertinent 
statutes, Executive Orders and general Government regulatioml. for 

, the, determination of rights and obligations relating to the patent-
, irig of inventions. ' 

16.1 Publication orpaten~( .inventions. 

It is thege~ral policy 9fthe Departrnentth"t the results 
of Department research &hould b£ made Widely, promptly and freely 
availab.le to other res~arch,worker" and to the, public. This 
availability can gener«Uy be adequately pxeserved by the dedica­
tion of a Goverlll:K!nt-ownE:d invention to 'he public. Determinations 
to file a domestic pa~ent applic:ation on hW:!I1t.ions in which the 
Department has an interest wi! J' be made whero! thE! circumstances 
indicate that this is desirable in ,the public interest, and if' it 

'is practicablf; to do so. ,', Department dett<l:'IIIinations not to apply 
for a domestic patentonemployee,inveutions are subject to review 
and approval by the Commissioner of Patents. Except where cleeaed 
necessary for protecting the patent claim, the fact ~hat a patent 
application haf ,been or may be rUed will not requb:eanydeparture 
from normal policy regarding tne disseminuion, 0ethe r.e!lultsof 
Department research. 

56.2 peneral 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.i.n 
inventions and patents in whieh the Department 'has an interest. 
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§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 relatirig to the 
quality or testing of the products to be manufactured, sold, or 
distributed thereunder.,. 

Where it appears however that the public interest will be 
served under the c:lrcumstances of the particular' case by licenses 
which, impose conditions, such as ,those relating to quality or testing 
of products, reqUirement of payment of roya1t:l.es to the Government, 
etc. ,or by the issuance, of limited' exc1\1sive, licenses by the Assistant 
Secretary for Health and Scientific Affairs after notice and opportunity 
for hearing thereon, such licenses may be issued. 

§6.4 ,Central records; confidentiality. 

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 £orthe 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 consent of the inventor. 

Sec. 
'7.0 
7.1 
7.3 
7.4 
7~7 
7.8 

PARr 7 -- EMPLOYEE INVPlITIONS 

Who are employees. 
Duty of employee to report inventions.' 
Determination as to domestic rights. 
Option to acquire foreign rights. 
Notice to employee of determination. 
Employee's right of appeal. 

AutHORITY: §§ 7.0 to 7.8 issued under Reorg. ~anNo. 1 of 1953, 
18 F.R. 2053, 3 CFR1949-l953 Comp., p. 1022; E.O. 10096, 15 F.R • 

. 391, 3.CFR 1949-1953 Comp.,p. 292; E.O. 10930,26 F.R.2583, 3 CFR 
1959-1963 Comp., p. 456. . 

§7.0 Who are employees. 

As used in this part, the term "Government employee" means any 
officer or employee, civilian or military, except such part-t:l.ms 
employees or part-time cons', Itants as may be excluded there fran by a 
determination made in writir; by the head of the employee's office or 
constituent'organization, pursuant to en exemption approved by 
the Commissioner of Patents that to include him or them would be, 

------:-~---' .,-.-- --- ------"----------
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, impracticable or inequitable, giving the reasons therefor. A person 
shall not be considered to be a part-time employee or part-time 
consultant for this purpose unless the terms of his employment con-
template that he shall work for less than the minimum number of c-
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-time employees of his class. 

57.1 Duty of employee to report inventions. 

Every Department employee is re<tuiredt:oreport to the 
~sistant Secretary (Health and Scientific Affairs) in accordance 
with the pr()~e~ures established therefor! every invention made bY 
him (whether or nO,t jointly with others) which bears any relation 
to his official duties or whichwas'made in whole orin any part 
during working hours, or with any contribution' of Government . 
facilities, equipment, material; funds, or information,'or, of time 
or services of other Government, employees on official duty. 

17.3 Determination as to domestic rights. 

The determination of the ownership of the domestic right, 
title, and interest in and to an invention which is or may be 
patentable, made by a Government employee while under the adminis~ 
trative ,jurisdiction ,of the Department, shali be made in writing 
by the Assistant Secretary (Health and Scientific Affairs), in' 
accordance with the provisions of Executive Order 10096 and Govern­
Dlent-wide regulations issued therp.under bY the CoIImissioner"of . 
Patents as follows: 

(a) The Government as represented by the Assistant Secretary 
(Health and Scientific Affairs) shall obtain the entire domestic 
right, title and interest in and to all inventions made bY any, 
Government employee (1) during working hours,or'(2).w1tha contri.., 
bution by the Government of facilities, equip,uent,materials,funds* 
or information, or of till\2 or servicp.s of other Government employees 
on official duty, or (3) which bear a direct relation to or are made 
in consequence of the official duties of the inventor. 

(b) In any case where the contribution of the Government, 
as measur,ed, bY any one or more of the criteria set forth in para­
graph <a> of this section, to the invention is insufficient equitably 
to justify a requirement of assignment to the Government of the 
entire domestic right, title and interest in and to such invention, 
or in any case where the Government has insufficient interest in an 
invention to obtain the entire domestic right, title, and interest 
therein (although the Government, 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 
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power to grant license8 for all goverl1lllllntal purpoeea, auch reaerva­
tion to appear, where practicable, in any patent, domeatic or foreign, 
which may i.8ue on auch invention. 

(c) In applyina the provisiOns of paraaraplia (a) and ,(b) of 
this section to the facts and circU1ll8t&IICea relatilllto the lII&Id.iI& ' ' 
of any particular invention, it ahall be pre.umed that an invention 
made by an employee who is employed or aseigned (1) to invent or 
improve or perfect any ,art, machine, manufacture,' or cOlllpOllition of 
matter, (2) to conduct or perform research, development work, or 
both, (3) to supervise, direct, coordinate, or ,review Gover_nt 
financed or conducted research, develoP!Dllnt work, or both, or (4) 
to act in a liaison capacity &mona gover.-ntal or DOlllovern.ental 
agencies or individuals enaaaed in such work, falle Withiq' the' 
prOVisions of paragraph (a) of this section, and it shall be pre­
sumed that ally invention made by any other IIJIIIilo,.ee faU. ~thin 
the provisions of paragraph (b) of this section. Bither presumption ' 
may be rebutted by a shovina of the facts and circumstances and 
ahall not preclude a determination that these facta and circumstance. 
juetify leaviua the entire right, title and inter •• tin and to the 
invention in the Gover_nt employee, subject to 1_. ' 

. (d) In any case wherein.the Gover_nt neither (1) obtaina 
the entire domestic right, title and interest in and to an i_ention 
pursuant to the provisions of paraaraph (a) of this section, nor 
(2) reserves a nonexclusive, irrevocable, royalty-free license in 
the invention, with power to grant licensea for all gover_ntal 
purposes, pursuant to the provisions of paragraph (b) of thll aection, 
the Government shall leave the entire right, title and interelt in 
and to the invention in the Goverl1lllllnt employee, lubject to 1_. 

57.4 Option to aCqUire foreign rights. 

In any caBe where it is determined that all domestic righte 
should be assigned to the Government, it shall fUrther be determined, 
pursuant to Executive Order 9865 and Government-wide regulations 
issued thereunder, that the Goverl1lllllnt shall re,serve an option to 
require the assignment of such riShts in all or in any epacified 
foreign countries. In case where the inventor is not 'required to 
assign the patent rights in any foreign country or countriee to the 
Government or the Government falls to exercise its option Within 
such period of time as may be provided by regulations ieeued by 'the 
Commissioner of Patents, any application for a patent which may be 
filed in such country or countries by the inventor or his aS8ianee 
shall nevertheless be subject to a nonexclusive, irrevocable, 
royalty-free license to the Government for all'gover.-ntal purpose8, 
including the power to issue sublicenses for use in behalf of the 
Government and/or in furtherance of the foreign policiel of the 
Government. 

Tlf-155 (lol?o!f.:, 1 ----. _.'-----------,---
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(6-10-10 cont'd) §7.7 Notice to employee of detel1mination~ 

The employee-inventor shall be notified in writing of the 
Derartment'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 d.etetm1nation 
of ownership which was in fact made. 

........... ,~~ 

§i.8 Employee's right of appe~l. 

An employee who is . aggrieved by a determination of the 
Department may appeal to the C01llllissioner .of Patents ,. pursuant to 
.section 4(~) of Executive Order 10096, as .amended by Executive Order' 
10930., and regulattons issued thereunder, by . filing a 1!I'ritten appeal 
with the Cotmlissioner, 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 Commiilsionermay, for .good c@se, 
fix in any case)' after receiving written notice of such.determina­
tion. 

Sec. 

I'ART 8 -- INVENTIONS RESULTING FROM RESEARCH GRANTS, 
FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH 

8.0 . Policy. 
8.1 Conditions to be included in research grants. 
8.2 Determination as to domestic rights. 
8.3 Licenses to the Government. 
8.4 Option to acquire foreign rights. 
8.5 Fellowships. 
8.6 Contracts for research. 
8.7 Cancer chemotherapy industrial research contracts. 

AUTHORITY: §§ 8.0 to 8.7 issued under Reorg. Plan No. lof 1953, 
18 F.R. 2053,3 CFR1949-1953 Comp., p. 1022; E.O. 10096,15 F.lI.. 391, 
3 CFR 1949-1953 Comp., p. 292; E.O. 10930, 26 F.R. 2583, 3 CFR 1959-
1963 Comp., p. 456. 

i8.0 Policy. 

<a> The Department of Health, Education, and Welfare each 
year is expending large sums in the form of grants for·research. 
These grants are made primarily by the Public Health Service in 
carrying out its broad rE:sponsibility under the Publ1cHea1th Service 
Act to. promote and coordinate research in the field of health aDd to 
make available information concerning such re.search· and its practical 

. application. The scientific and technological advances attributable 
in varying degrees to this expenditure of public funds frequently 
include patentable inventions. . 

( 

c 
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(b) The Department, as a 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 general . 
be best served if inventive advances resulting therefrom are made 
freely available to the Government, to science, to indUstry, and to 
the general public. 

(c) 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 Cours!! of research activities which also receive sub­
stantial support from other sources, as well as from the Federal 
grant •. It would not be con.sistent with the cooperative nature of 
such activities to attribute a particular invention prilDarlly to 
~,'pport rpceive<l from any one source. In aU these ·cases the Depart­
ment has a responsibility to see that the public use of·the fruits 
of the research will not be unduly restricted 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 invention. 

58.1 Conditions to be included in research grants. 

Subject to legislative directives or Executive Orders pro­
viding otherwise, all grants in. aid of research shall provide a8 a 
condition that any invention arising out of the activities as.isted· 
by the grapt shall be promptly and fully reported, and shall provide, 
either . 

(a) That the ownership and manner of disposition of all 
rights in and to such invention shall be subject to determination 
by the ~sistant Secretary (Health and Scientific Affairs), or 

6-10-10' 

(b) That the ownership and disposition of all domestic rights 
sball be left for determination by the grantee institution in 
accordance with the grantee's established poliCies and procedures, 
with.such modifications as may be agreed upon and specified in the 
grant, provided the Assistant Seaeeary (Health and Scientific AffaiJ:'s) 
finds that these are such as to ,ssure that the invention will be 
made available without un"easonab~e rest:iccions or excessive royalties, 
~ .• d provided the Goverrunent shall receiVe " royalty-free license, with 
a right to iss,~e $ublicernes as provided i" 58.3, ··,nder any -patent 
applied f·.Jr or obtained upon the invention. 

Supers~d"s .-" -7-,-C-h-.'-6-.1-0-' 11. ~D---':GE::NE=IW.:-::-::AD::K1=NI~S-::TU~r~I~O~II~ 
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• • 
(6-10-10· cant 'd) (c) Wherever practicable, any arrat~ement with the grantee 

pursuant to paragraph (b). of this section shall provide in accordance 
with Executive Order 9865 that there be reserved to the Government an C 
option, for a period to be prescribed, to file foreign patent applica-
tions upon the invention. 

58.2 Determination as to domestic rights. 

Rights in any invention not subject to di spos:i.110it" bY the 
grantee pursuant to paragraph (b) of f8.l are for determination by 
the Assistant Secretary (Health and Scientific Affairs) as follows: 

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

(b) If he finds that the invention will thereby be more 
adequately and qUickly developed for widest use and that there are 
"atisfactory"·safeguards against unreasonable royalties and repressive 
·practices, the invention may be assigned toa competent organization 
for development and administration for the term of the patent or such 
lesser period as may be deemed necessary. 

(c) . If 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 
or in the public interest, the invention may be left for disposition C 
by that agency in accordance with its own policy. 

(d) In all other cases, he shall require that all don,estic 
ri~hts in the invention shall be assigned to the United States 
,,,,less he determines that the invention is of such dO\lutful impor­
'a'lce or the Government's equity in the invention is so minor· that 
protective measures, except as provided in 58.3, are not necessary 
in the public interest. 

§8.3 Licenses to the Government. 

Any arrangement or determination as ~o the disposition of 
,lghts in inventions·pursuant to S8.1, §8.2, §8.5, or §8.6 shall 
r<'quire that there be reserved under any patent application or patent 
thereon, domestic or foreign, a nonexclusive, irrevocable, royalty­
free license to the (;c,vernment ,.'ieh power to sublicense for all 
governmental ,purposes. 

58.4 Option to acqUire foreign rights. 

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

---, . ..,..-------~.-" 
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regulations issued thereunder, ,an option to require the assignment of 
all rights in the invention in all or in any epeci,fied foreign 
countries. ,In any case where the inventor is not required to 8ssign 
the patent rights in any foreign country or countries to the GoYern­
ment, or the GoYernment fails to exercise it. option Within such 
period of time as may be provided by regulations iSBued by the 
Chairman of the GoYernment Patents Board. any application for a 
patent 'which may be filed in such country or countries by the inventor 
or his assignee shall nevertheless be Bubject to a nonexclUSive, 
irrevocable, royalty~free license to the GoYernment for all govern­
mental purposes, including the pOwer to-sublicense for all governmental 
purposes. 

58.5 PellowBhips. 

In the discretion of the AssistantSeeretary (Health and 
Scientific Affairs), the award of a fellowship to a person nota 
Gove~nt employee may provide for the reporting of any invention 
made during the term thereof, and for its disposition in accordance 
with the provisions of paragraph <a> of 18.1, or for its disposition 
by the institution at which the research was performed in accordance 
with its establiBhed poliCies, if applicable to such an invel\tion, 
which meet the requirements of paragraph '(b) of such ,section. 

18.6 Contracts for researcn. 

<a> Contracts for research, with other than nonprofit insti­
tutions, shall provide thst any invention first conceived or actually 
reduced to practice in the course of the performance of the contract 
shall be promptly and fully reported to the Assistant Secretary (Health 
and Scientific Affairs), for determinstionby him as to the manner of 
disposition,of all rights in and to such invention, including the 
right to require assignment of all rights to the United Statea or 
dedication to the public. In the exercise of this power he will be 

, guided by the policy specified in 18.2 with respect to grants. 

(b) Contracts for research with nonprofit institutions shall 
contain prOVisions as in paragraph <a) of.this section except that. 
if it is determined that the institution's PQ!icies 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 contrac,t as may be deemed necessary in the public interest, for 
leaving the ownership. and disposition of all domestic rights for 
determination by the contracting institution in accordance with such 
policies and procedures. 

58.7 Cancer chemotherapy industrial research contracts. 

Notwithstanding the provisions of 58.6, 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 alterMtiv'!s a~ the Assistant Secretary 
,(Health and Scientific Affairs) llka, spprove tot' such program • 

.. --... ---- - ---------------------
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58.8 Screenin enerated under DREW rants and awar -' 

(a) General Policy 

(1) Chemical compounds having potential medicinal and other utilities are 
often synthesized or identified duringthe course of research financed under :' 
~DHEW re'search-'grants and awards • Reporting , filing patent apl> lications on, 
and determining ownership in-inventions relating to such compOlinds pose prob­
lems which require 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. It is the policy of the Department that all compounds synthesized or 
identified during the course of grant-supported research should be adequately 
I!creened and tested in Government or nongovernment facilities in order that 
all possible utilities may_ be ascertained and that any promising compounds 
may be fully developed for widest possible use. The Department encourage!! 
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 to the 
contrary under patent law of the United States or requirements of U.s. Patent 
Office practice, to acquire no 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 without 
the use of grant funds. 

(b) Screening performed with use of grant funds 
( 

Where nongovernmental facilities are utilized for screening services 
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 shall obtain an agreement with the screening organi­
zation providing that the screener shall promptly report to the grantee the 
details 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 forward copies to 
DREW. Ownership of all invention rights to the_compound or reported utili­
ties shall be subject to the disposition by the Assistant Secretary (Health 
and Scientific Affsirs) as provided by the terms of the 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. 

(c) Screening performed without the use of grant funds 

Where screening is to be performed at nongovermnental facilities 
without the use of grant funds, the grantee may proceed to have compounds 
screened under one of the follOWing arrangements: 

GENE&\L ADMINISTRATION 
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(1) Institutional Patent Agreement ~- Wnere the grantee institution 
has entered into an Institutional Patent A'greenient 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 suc,h Illstitu" 
tional Patent Agreement. The agreement with the screener shall, as a D.inimum, 
provide that ownership of patent rights to inventions resulting from the 
acreening pr()(:essshallcVi!lIt, depen!1ing on the law .. of inventorship, in the 
grantee, the screener, or both, except that such agreement may leave to screen­
ing or testing organiZations ownership rights to inventions claiming n"vel 
methods of uslngcompounds ,where such use inventions are first conceived , 
and reducedtopra.cticesole1y by the screening or testingorgsnization with­
out the use of grant awards,. The grantee shall administer all invention 
rights tOthec()mpound and all other invention rights vested in the grantee 
in accordance'with'the terms of the Institutional Patent Agreement. 

(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 a,greements shall be in the, form prescribed by or as may 1!e 
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 Institutional Patent Agreement, it may, prior 
to maki~garrangelllents for screening, petition the Assistant Secretary (Health 
and Scientific Affairs) requesting a determination that invention rights per­
taining to an i:dentifiedcOlllpound be assigned-to the grantee for administra­
tion, purs~antto the provisions of Section S.2(b} above, Determinations 
under SecUonS.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 ehe compound and 
any resulting inventions will thereby be more adequately and quickly developed 
for widest use. -
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• REGULATIONS AND PFOOEDURES • 
6-10-20 PATENT POLICY APPLICABLE TO CANCER 

CHEMOTHERAPY INDUSTRIA!, fl$SEARCH' CONTRACTS 

A. General 

1. The cancer chemotherapy program of the Public Health Service i8 
an intens11'ied effort, with special appropriations made available 
UD:I.er .. CongresaioDAldirecti ve, to exploreexhauati V$lyan:! 
rapidl:r the potentialities of chemical cCllllPOWld a in ,the control 
of cancer. ,Because of the peculiar exigencies of this program 
and in order that the resources of pharmaceutical an:! chemical 
finiS may be brought to bear with a miDill1um of delay, certain 
exceptions to general Department policy will be permitted in the 
negotiation of in:!ustrial contracts for this program. 

2. In:Iustrial research contracts for this program may contain 
either: 

a. the stamard patent clauses, reserving to ,the Surgeon General 
the right to detel'llline the disposition o1'inventions arising 
from the performance of the contrect or, in lieu of such 
right, 

b. stan:lard alternative clauses leaving the rilht to patent ,and 
exploit such inventions with the contractor, subject to , 
certain limitations deemed neces8&17 to protilctthe pu.blicls 
interest in the results of the contracted research. " 

3. Department policy concerning the DIIgotiationand operation ofthll 
alternative clauses: 

a. Contract negptiations: The alterDatives in:!icatedwill ,be 
made available in the negotiations with all contracting 
companies without discrimination. 

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

(1) The availability of 1ntormation concerning the results 
of research an:! the right, without un:Iue delay, to make 
disclosures to the extent SBRential to serve the research 
need; 

(2) The availability for development and use of health 
purposes, on reasonable terms, of inventions arising 
fram the research contract, whether actual development 
and production is to be made b.r the contractor h1ma$lt 
or by others; and 

Page S' 

c 

( 

1N-21 (7J:h/58) 



( 

c 

u REGtJIATIOKS AU PHOCEDURES 

(6-10-20 • .0 cmtinl.i8d) 

B. 

(3) SuSt.all'lllli concentration on the anti-cancer objecth8 al 
ell resoUrces lIObJ,l1zed for the ~Ii al the 
contract • 

. c. 19ontractorl!!intareA: Tbe SurgeOD Geasrel or hill reprell8J:1r­
taUWII Ihall maintain clo .. conaultati.olllll with the contractar 
conoerniDg q1I8l1tiOll8 affecting the· public need fOr the 
products of inventions vhichare lIubject to the liaitaUoDjl 

. preacribed in the alternati'V8 clo .. s for the protection or 
the public interest with l'8apectto tbeir SUPP17. price, am 
qualiV. The ob.1ecti18 or tbe .. cClD8Ul.tati.olllll IIh&l1 be to 
p1'OlllOte a mutual awareuells or neb _tters in order to assure 
to the contrector Cumer hill right to elq)lolt the in18nUon) 
an opportunity on hill own in1tiatiw to take lIuch aetiOllll 
regarding them as bebeUe'V88would be in hill am in tbe 
public interest. .. 

Contractll for renarch-Rl ghts lett to cqntractero When the oontraet 
. 111 for rellsarch including contracts· for product developllllnt uecellll&l'7 

forpurpossll or research) to be perforaad b.v the c"'ll"'~ (with or 
without provision for 8Ubcontract1ng), tbecOntraet, as GIl altaruati18 
to the lltentlarel patant clauaes ,IIIIQ' provide for l_dug to the COD-

. tractor the r1ght to patant aDd elq)loit .. 8117 in'Nntion conoei'Nd or 
firiltaet.uall7 reduced toprectice in the cour .. al tbe parfOl.'lllllDC8 
althe contract subject, howe'Nr,to 'Ute rollowiJli 11a1tatiOllll whicb 
are dHlllld ueceesar:yto protect tbe public intereilt: 

1. l!eporting. ~_nt that the contractOr will report prOlllPtl7 to 
the Surgeon General aD7 8Ueb in""ntion am will also report 
prcmptl7 the rUing of aD7 dOllllstic or foreign patent application 
thereon or his election not to fUeeueh applieation. IIl18ntion 
Report Ihall be required attar the conception or rirst actual 
reduction to practice al ucb in'Nntion that rouonab17 appears 
to be patantable am, in IID1 e""nt. all soon as 8117 eridenee or 
utiliV has been developed (whether in a b8althor other rield of 
uee). 

2. !)iC!!!101lUll. Re .. nation to the Surgeon. Gellerel of the right to 
IIIIIIte diacloauro of' thti in'Nntion, vblilDawr be deems it in the 
pubUc interest, atter t.aldng into coneWeretioD a reasonable 
opportun1v to the contractor to protect 8Ueb rightll as he u:r 
ha18 in the in'Nntion. The contract u:r epecif7 that euch die­
C108Ure ahall DOt in an.y ease, without the cODlleDt or 'Ute 
contractor, be made in less tlum sixllOnthll fl"Olll the t1llle the 
Surgeon Geueral determines 'Ute in'NDtiOD was or should have been 
reported. 
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3. License to the GcverlUllflzrt.. Reservation to the Government of an ( 
irrevocable, nonexclusive, royalty-free license to practice or . 
cause to be practiced • by or for the Gcvernment throughout the 
w()rld. each subject invention (whether patented or unpatented) 
in the manufacture, use cr disposition according to law of ~ 
article or material or in the U88 of ~ method or process. 

4. Falm to Met health PIES. 

a. In recognition of the .Goverlllllent'll investment and the public . 
interest in the rellUl ta of contracted research, agreement 
that Whenever, subsequent to the contractor's filing ot a 
patent application for IUV invention conceived or first 
actually reduced to practice in the cOUtse of the performance 
ot a contract, the SUrgeon General, atter obtaining and 
considering the. ad ~i."e of such ad vieor,y bodiee or consult­
ants asJie deems appropriate and competent, has Braund to 
believe that auch invention, whether .related to a product, 
procese, or otherwille, is at such stage ot developlllBnt that 
if it were morsgenerally available it would meet a health 
need. am that the public interest· -l/- requires. tile invention 
to be available for healthpurpollell to others than the co~ 
tractor .amhis licensees •. heshall so notif;y the contractor, 
givill8 reaeons therefor, andrequellt him,W'ith1n a time 
specified, to take appropriate steps to meet the public neod, 
which ~ include. the issuance of .licensll8 to additional 

. marmf'acturers of the contractor' B own BIIlection. (Such re- ( 
questa shall be supplementar,y to such intoi'mal consultatione 

. between the SUrgeon· General or his representative and the 
. c.ontractor as have taken place in accordance with the provi-

sions ot Mction .... 3c above.) .. .. 

b. It, upon 8lIpirat10n of the time specified, or such extension 
thereof as approved by t.he Surgeon General, the Surgeon 
General rims that the contractor has tailed to take appro­
priate steps adequate to lIIiIet the public need, he shall 
notify the contractor, with reasons therefor, that at the end 
of 90 dqs trom such notice he will exercise the rights 
specified below. It within 20 da;ys of receipt of such notice 
the contractor tails to flle a written request for a hearilli 
as provided below, the Surgeon General shall upon expiration 
or the above 9o-da;y PEI.tiod have the rightl 

c 
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CA) 

to deelica te to t.he publl. c ell rights in the invention 
y r.'rj 

to issue (unclsr or in ant1cipal.ion or the issuance of 
any such patent) nonexclusive, royalt1-free licenses 
(for practice of the invention tor enr heelth purpose) 
on a noo:liscriminatory basis to .&11 qual11'ied appUC&I1ts 
to use. lIIIUlU1'acture alld sell embodi:nents of the in't8D­
tiontor any health purpose, 11 

c. If, wi tbin 20 d~s of rece1pt of' notice, the contractor tiles 
St\ch re,.u4lllt for II hearing, t.he Surgeon General, or a repre-. 
stntative or representatives designattod· by him tor this pur­
pcee, shell afford the contl'!lctoJ' a reasonable opportUnit)' to 
be heard, to be represented b,y counael, to present &.IV' perti­
nent iI;I1'ormationandar~l>nt, a.ai t(J rebut an;y other lntOl'llll&­
·~':'Ci.~~O i.e considered inreach.l.h& <l. decision. The timiings .b7 
the Surgeon Genel'!ll or suchrepresentatiw(s) ahall be in 
writiDs. tIbal.l be based solely on tbe mate.rial presented at 
the hearing, ao:l shell be tinal am b1miing on the contractor. 
It tile Surgeon Generel's decillion baaed on these timUnga be 
that tI:.s contractor bas not mat the public need aDd that 

. public dedication or eddi tion.e.l licensing b7 the Surpon \ . 
Generel is necessary in the public interest, he -1 so dedi ... 
cate or license,etrective at the emi of the abow-prorided 
99-dq period or at the conclUlilion of the hearing, whichever 
is later. 

5. Coptraetorls dett!E'netion ROt' 'to patant-hilU£! to Pur. 
application. Agreelll9nt·thet in the event the contractor elects, 
within a period (not to exceed six lIIOnths after the invention 
was or should have been reported) SP.!lcit:l.ed in the contract, not 
to tUe a patent application on the i~vention, or, having elected 
to file thereafter tails to tile an::! diligently prosecu"t.8 a 
patent application, the Surgeon General, when he deems it neces­
sal'1 in order to protect the ava:l.labi1it7 of the invention tor 
heal thpurposes, shell have the right to require the assignment. 
to ths Government of all domestic rights therein except tor the 
reservetion 01' a nonexclusive royalty-tree license to· the 
contra9tor. . 

:J S\J('h dedicstion to be etfective against the contractor ru:d any persona 
claiming trom him upon tiling b,y the Surgeon General ~ith the Ccmm1s­
!lioDer of Patents of notice of same. ' 

.~/ BUber cne or both 01' thelle alternatives shall be8pei:11'~·.ld l.n the 
'orj ",::''ij; .~~~ .. 

GENERAL ADMINISTIW' 101 



REGULATIONS ,IND ] .. (CCEDURES Page 12 
----------------------------~.~~----

, 
(o-l0-20B continue9) 

6, FOreign Righte. Similarly, agl'eeru"nt that if the contractor falls 
to file, or elects not to fUe, foreign patent applications which 
the Surgeon General determine.s are ntlcessary to protect the avail­
ability of the invention for health purposes in other oountr1.$8, 
the Surgeon General may require the assignment of the foreign 
rights. 

7. Renegotiation on new leads. (Such a provision not mandatory). 
The contract may provide that if, in the oourse of the performanoe 
of the contract, the contractor identifies any new lead which it 
wishes to develop'at its own expense, without utilization of faci­
lities fin3nced b,y the Government, the Surgeon General may, when 
he deems it consistent ~lith advancement of the re.search purposes 
of the Government. renegotiate. the application of the patent pro­
visions.of the contract to such new lead. A'al modification of the 
terms of the contract shall be upon BUch consideration (which may 
be used to reduce the obligation of the. Government under the con­
tract) as the Surgeon General may deem equitable under the circum­
stances., after taking into consideration the extent of the invest­
ment of the Government in relation to the probable cost of further 
development. 

C. Contracting with suppliers for screening and test.1ng only. 

1. Ioben a company furnishes, for controlled screening snd testing 
only, compounds or products not otherwise aVililable to the Service 
and in which the compa'al has a proprietary interest, the contract 
ms.y provide that all rights in the compound or product Elhall 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 b,y the Service to the sup­
plier. Such period. as to results deemed significant tor the re­
se.arch purpose, shall not el(ceed 12 months. 

2. When the screening e.m testing of compounds obtained fran the sup­
plier under such a contrect is carried out b,yan outside laboratory, 
the contract of the Service with the laboratory will contain provi­
sions to safeguard the rights of the supplier under its contract 
with the Service. 

( 
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D. In.tim!! bz Msnml llm1m'!!!- InwnU,on8._ by Fedenl nplo:eOIl , 
01' b.r fedel'lll HplClJOell j ointl:v "i th othor., IlIl'G IJUbject to dete1'll!!nA­
Ucm WIlIer applicable 1!I:a:ecuti w Order. aid Deparl:illlllnt replaticmll. 
Appropriate reterence to thill requirement will be __ 1a ..... 010:1.= 

\ with contract. with IllUppliGl'. of chaical cClllpOWlde tor \1M 1a 
.~.-- ....... --~.~.- ····--~"..uch-to·be-cODiucW-b.r·-theSerrice·.-alllS ..... cOlltractator-"H6I1'Cb----~ .... . 
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am deftlopMnt 1!a which Federal ellpl."..e. ma:v in ~ wi partici-
pate. 

I. 'es!semm' pateptll or rlghtt. HotlliDe in thill policy lltatement 8hall 
be deelll8lS to 1111110 the authorit,' of the SurpOD GeDlral to DllSOtiate 
tor a licellN or other riabt. urder ex1.tilll pateM. or 1nvolvizli the 
UN of patenW or unpatealed coqloUllLili or prOce.H., .. be ·..,..Jiea 
Mcell..". tor the eftect! w proeecution or the cancer chemotheftP7 
propa. 
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