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Should basic-Government patent policy be substantially -altered
by administrative action taken to accommodate a small group of re-
search -coiitractors?: This questions is” raised-by~the action:of " the .
Surgeon::Général in- -t;i;tiiagl-y sabandoning anestablished policy:of
patent dedication o the public in favor of a poliey advocated by the
drug companiés cooperating in the cancer ¢herhotherapy research pro-
gram. - Under-the rigw" policy the*drug’ companies retain title to
patents developed under this Government-finapced program, subject
to complex and untried‘piovisions.for compulsory hicensing, : + =
< The Tollowing réport; was prepared by Clarence M: Dinkins of the
subtorymittee staff, under the supervision:of Rebert L Wright, chief
eourise] of the Sibeommittee on’ Patents; Trademarks; and Copyriglits;
as part of the subcommittes’s study ‘of the U.S. patent’ system; eon:
ducted, pursuant to.Senate:Resolution 53 of the 86th Congress, lst
session.’ It.ds:the.seventh of:a“séries. dealing with patent practices
of the various:agencies..Fheirspurpose a:.angl"_eope-“ arg-more fully
described in the forewords of the reports on patent.practices of the
Tennessee Valley Authority and the National "Secience Foundation
and in the annual report of the subcommittee issued on March 9,
1959, '

This report deals with the practices of the Department of Health,
Education, and Welfare, an agency which spends more money on re-
search and development than any of the other Government agencies
except the National Aeronautical and Space Administration, the
Atomic Energy Commission, and the Defense Department. Most of
these research expenditures are in the field of public health and they
are clearly Intended to benefit the public at large. For this reason,
HEW has traditionally pursued a policy of freely publishing its re-
search results so ag to make them widely available. It has preferred
this policy to the alternative of taking out patents in the name of the
Government.

However, in exceptional instances, HEW has permitted its research
contractors to retain title to inventions developed with the expendi-
ture of its funds. The most recent instance has been in connection with
g series of cancer chemotherapy research contracts with leading drug
companies. For the purpose of these contracts a special policy was
adopted by which the drug companies could retain title to Inventions
made under the contracts, but the Surgeon General could compel
royalty-free licensing when and if the public need for such patented
products with respect to supply, quality, or price was not met, How-
ever, the participating drug concerns apparently insisted upon a fur-
ther modification of this é)olicy which established elaborate “pro-
cedural safegnards designed to protect the contractor from arbitrary
action.” Under these procedural provisions the Surgeon General may
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v FOREWORD

not act to com ol the issuance of a license unt.ll a formal notice has
been issued an ahearm had.
Since this program is still too new to have brought any of these

- provisions into actual use it is difficult to predict what the conse-

quences will be. However, it is clear that these new provisions impose
a sharp restriction upon the rights which the Surgeon General has
traditionally exerclseg with regpect to inventions arising out of pub-
licly financed research. The provisions also contemplate a form of

compulsory licensing which is. wholly. untried in thisconntry.: ..,

- X1 the remedy:of compilsory. licensing. is : to; ‘e .nsed. ag, .‘mesms
of insuring that the public interest.in; inventions produced with public
funds is. best- served, it. would seem ;that: the.standards under. which
such licensing may-oceur should be established, by the Cengress rather
than by contracting: officials:. (‘;ompu]so:t‘j,r hcansmg instead.of, Govs

ernment ownership .or: dedication. of patents as. - means, .of makin,

patients generally : available for. pubho use s an innovation. which

raises questions of public policy’going :far. beyond the needs- of the
Public. Health Service.. . Whether. compulsory llcensmg is desirable,
and if it is, what hmltatwns ‘should. be imposed. upon:it-appear to be
matters which Congress should :determine.on the. Eams of the factual
mformatmn that is now: bemg collected in these. preliminary. stuéhesq
----- »JosmrmC. O’ MamONEY, + 100
Ohcm*man, Subcammzttee on: Patent& Trademarks, and Uopy

= pights, Uommttee on: t?w Judwwry, U8 8enate:

meMBER 30;1959.
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PRELIMINARY REPORT AS 10 THE PATENT PRACTICES OF THE
DEPARTMENT OF HEALTH EDUCAT[ON AND WELFARE

T. LEG-AL AUT:E[ORI‘I‘Y A8 90 PA'I‘EN’.‘I.‘S

The major research and development programs of the Depa,rtment
of Health; Education, and Welfare are conducted by the Public Health
Service and administered by the Surgeon General under, the super-
vision -and direction of the Secretary of Health, Education, and Wel-
fare. The statutory a,uthorlty of the Surgeon General 1ncludes the
following: _ , ‘ o .

42 U8.0, 2.41—Research andmvestzgwtwns genemlly o

The Surgeon General shall conduct in the Servme., and
encourage, cooperate with; and render’ assistance to: other ap-
propriate public authorlmes, scientific institutions, and scien-
tists in the conduct of, and promote the coordination of, re-
search, mvestlgatlons, experiments, demonstrations, and
studies relating to the causes, diagnosis, and 1mpa1rments of
man, including water purification, sewage treatment, and’

- 1. pollution of lakes and streams. - In: carTying out the foregomg. n
s 'the Surgeon:General is authorized to:. - g
v (a) Colleet and make available: through publmatlons and. -
: :other appropriate means, information as to, and the practmal Sy
_ application of, such research and other activities; = oo
b) Make. available research facilities of the. Service to ap- .
propriate public authorities, and: to health ‘officials and seien- . ..
tists engaged in special study. .

(e) Establish-and. maintain TeSearch fellowsh1ps in the
Service with such stipends and’ a,llowances, including travel-
ing and subsisténce expenses, as. he may deem, necessary to’
procure the assistance of the most brilliant and. romising re-
search fellows from, the. United States and abroag .

(d) Make grants-in-aid- to universities, hospltals, Ia,bora,—:.
tories, and other publlc or. private institutions, and to indi-
viduals for such research projects as are recommended by the
National Advisory Health Council, 0Ty, with respect to' cancer;
recomrnended by the National Adwsory Cancer Council, or,
with réspect, to menial health, recommended by-the N. atmnal,
Adv1sory Mental Health. Councll or, with respect to heart
diseases,. .recommended by .. the. Natlonal Agdvisory Heart
Council, or, with respect to. dents] diseases ard conditions,
recommended’ by the National Advisory Dental Research
Council; and 1nc]ude in the grants for any such project

i3 grants of. pemcllhn a,nd, other antibiotie; compounds for use.
.1 such project; ot .




2 .~ PATENT PRACTICES /

(e) Secure from time to time and for such periods as he
deems advisable, the assistance and advice of experts, schol-
ars, and consultants from the United States or abroad ;

arry: utthe’ gurposes of section'241 of this title with
respect to cancer the Surgeon (General, through the National
Cancer Institute and in cooperatlon Wlth the N a,tmnal Cancer
Advisory Couteil,shalls - ph aemend
. (a) Fosterage of reseamh Condu t ass1st a,nd foster re-
searc tes, investigations, experinerits anc}. studies: relatingto
© - the’ cause preventmn, and methods dlagn051s a,nd trea,t—--‘ S
o ﬁment of’ ca,:ncer : ' :
. (b) 6’00’rdamtwn of resemﬂches Promote the coordmatmn‘
of researches  condicted by ‘the Instltute and similar re

searches conducted by other agencies, orga,mzatmns, and-in=o: ot
d1v1duals, e EE : '

42 U.8.C. ?383—Admzmstmmon of pawe'rs by Swgean Gen-
eml “radium;’ techaidodl instruction -amd: tmmmg, accept-
<anice of ngts ; memamls g rants-i-tid s

MO carrying out the provisions of séchion’ 282 of this
title all appropriate provisions of section 241 of this artiels
shalll*lie* applmable to ‘the, auth ity of the'gSurgeon Gen—ﬂ
era. ‘

Under: Pubhc La,w 85—580 approved August. T 1958 there wa.s ap-
proprlat/e,d to the National Tnstitutes .of. Health: for genera.l research
and services the st of $28,974,000 and to.the National Canger Insti-
tute for.grants-in‘aid for resea,rch and tra.mmg projects rela,tmg to
cancer the sum of $75,268;000. o :

In conmection wWith the approprmtmn for-the atlonal Ca,ncer In-
stitute:the:language of the'statuteis asfollowsirs 77t

To enable the Surgeon Genera,_l Hponthe” recommenda—'
tions' of the Nation: E-Adwsory,—‘éaalcer Couneil, to miake
grants-in-aid’ for reséarch’and training pro;ects relatmg to.
cancer; to cooperate with. State health agencies, and other-
pubhc ‘and ‘private nonproﬁt 1nst1tut10ns, and in the preven-
tion, control, and eradication of cancet by providing consul~
tative services; demonstrations, and grants-in-aid ; -and to con-
tract on ‘a’cost or other basis for supplies and services by
negotlatlon, without regard t¢ section 8709 of the Rewvised
Statutes, in connection with the chemotherapy prograin, m~
cluding. indemnification of conttactor to the extent and sub-
ject to_the limitations provided: in title' 10, United States
Code, . Section '2354,2 ‘except that a proval and certification
required thereby shall be by the Surgeon General; and to
otherwise carry out the'] pr0v1smns of tltle IV, part A of the‘
Act; $75,268,000.0 _ o

1 Provides, with ‘gomer exceptions, that Government dontracts’ may be made 17 after
advertising for proposals. :
d Provides for indemnification of contrectors for damages to persons or' property arising
fro:ll} adisn?c;t; %%rgormauee of contracts,
L%




‘PATENT. PRACTIOES 3

.- In addition to the statutory authority relating to the cancer research
programs, there..are other: comparable: provisions, for resegrch pro-
grams. to be conducted by .the. National. Heart Institute and:other

agencies of the Public Health Service. . ... .« . .. %
.. Although- patents-are not, specifically mentioned in these statutes,
Atyis clear from the broad grant authority and the contractual powers
‘given to the Surgeon General that many situations are likely to arise
involving patent matters. This language has been. constrned. by .
HEW as giving to the Surgeon General authority to condition grants
and. to execute necessary. contractual provisions so as to protect the
interést, of the Government and thé public'in all'patents and inven-
tions which spring frotm these gtants and contracts:™ * 7 - 7% ©

YL Preseni’ Pragrron” -

Ty i AL CADMINISTRATION -

7. Pgrgonngl_sp:_., HEeE s Yoo sl RIGAR S DR IR N T
The problems involved in the administration of patent matters by
HEW areé numerous and-difficult due to the wide variety of the means
used to'carry on its research. HIEW engages'in résearch through its
constituent agenecies, by grarits to individuals, universities, and other
institutions, and by contracts with public and private organizations.
In addition, ifs Tesearch prograis'have been substantially increased

in reéentyears. - R SN WA :
Regulations for handling patent matters have been”issued and
revised from time to:time, and the office of the General Counsel of
HEW bas been: availdble for consultation, - The heads of the various
constituent agencies in. which the invention was made, or which sup-
orted:-theswork leading to the.invention, and the Department Patents
oard, are primarily responsible for patent determinations (45 C.F.R.
sects. 6.5, 7.3, 7.4, 8.2 and 8.4 which appear in the appendix, pp. 22-27).
The Department’s ‘patent.officer dees not.engage in policy determina-
tions and his.work, which at present is only:part-time, is largely con-
fined to determining which matters should be referred to the Depart-
ment Patents Board. .. In November 1957 it wassaid: . . .. .
* In the operating units of -the Depdrtment some staff time
is given to matters arising in:connection with: paterit policy
and the determination of rights in inventions. This does
. not, however, involve the preparation of patent.applications. -
.or-the-adminjsfration of such patents as are obtained, and no |
full-time position wholly devoted to patent matters exists at.
this time within the Department * 'Fréport'frdm HEW to
. Senator-O"Mahoney-attached ‘to letter of Nov.- 15,195 ); - 7
©  Sinee-November 15,1957, with the steady increase.in research and
development-work conducted under the -auspices--of - HEW, -sothe
:chanpes have been mide in an effort to take vare of the incresimgly
amportant. patent, problems which have arisen. The membership. of
‘the Department Patents-Board has' recently.been. inereased. from five
to seven: Chapter-6-20-entitled’ “Department-Patents-Board ‘and

', (wLittor. to Hoh, Joseph C, 0'Malionéy. cliaitman, Sibcammittes on Paténts, Tradaniaris,
and’ Copyrights,” Commitiee on:t udiclary, U.S., Senate, from. M. Marion B. Folsom,
Becretary of Health, Education, and _Wel'fare‘dated'Nov. 15, 1957, T e e e

48436—60-—2




4 PATENT PRACTICHS -

Patents Officeis;” as Fovised on Apml 15,1959, ‘giving the names and
official” pOSltlons of ‘this’ members’ of the” Department Patents- Boatd,
to sther with ‘their ditties and the ‘dutiés of the Department patents

cer, appears in the appendix at- paaes 31-88, !
: In commentmg upon these admifiistrative matters, Mr. Edward J
'Rourke, ‘acting patents officer of TIEW, in ‘4 létter dated May 28, 1959,
to the’ Subcominittée on’ Pa,tents, Trademarks, and Copynghts, had
4the follow g to'sa ' i

*

- ';,Whlle it. contmues true that no full—tlme p031t10n- o
devot;ed to patents has yet been filed within. the- Depa,rtment _—
& major portion of the time is devoted to patents by one per-
son in the Office of the Surgeon General of the Public Health
Service and by another in the Division;of Research Grants,
National Institutes of Health. From tlme to time many other
persons in the Department are involved in considering par-
ticular situations, and the Office of the General  Counsel
i ~through its. several divisions advises.operating officials regard- -
.ing patent-matters and the application or. iniplementation of - -
patent regula,tlons, mcludme- those applicable to. contracts. . ..
- An.other words, the patent; a,spects of research are considered..
- ~iag they arise at all levels.involved in the conduct or support . ..:
..-0f research. . This will largely continue to be true under pres- | -
ent, plans to 1mprove the sta,ﬂing arra,ntrements for.patent . .-
: matters R st Geaneln e L

grition of thé, mcreasmg role that patents a,dml
istratiofiis assummg irrthe resenrchprograms of the Departs
ment, the‘Secretary lias approved the establishment-of a ful-
time Eosmon of Department/ pafuents officer in’ the Office of
the-Séeretary: It is expected that this position. W111 be a]lo-
catéd ‘and: filled sy Foon'as funds are available. oo ¢

' Thé Public: Healtly Sérvice:-the opelating agenoy Wlthm‘ '
the Department having by fa,rrthe ‘greatest share of patent
actions to hdndle-hag recently dllocated and expeets soonité -
Al afull-time position: the major duties of 'which, will be to

-ha.ndle patent. matters-of the. Publ ‘Health Servlce LI

iiber of Giove nment—owned pat-
T its p"edecessor agency from July 1,
d ‘es _ .

1 ’ e 1

3 52 i L 6

LAk } M PRY: )

11954 T 1

2 B E ¢ 0

0 o ; 0

: i #10 L ]
1949, -l 1958 2

5 Letter to Mr, Clarence M, Dinkins, assistant counsel, Senate Subeommittee on Patents,
Trademarks and 'Copyrights, from: My, Edward T Rourke, actingi patents oﬂicer, Depart-
ment of Health, E&ucahon, andJ Welfare, (Iated May 28 ; )
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-Patent applications have. never been. handled by HEW. : Until Octo-
Her1953 the filing-and proseeutmn of patent applications was handled
for it by the Department of Justice. In this connection it was said:

- #Adsthat: time: the-Department .of  Justice discontinued:its -
Serv1ce to other agencies of the Government-in 'the filing and
‘prosecution. of | patent: applleetlons, except - upon-a fxed-fee
asis. Since that time special arrangements-have had. to be
made by this Pepartment whenever it hes bee,n declded to seek
patent protection upon an mventlon SEIEH

The special arrangements referred to above were of two kmds The
first involved the use of patent attorneys-in the Department of the
Army. Thiswas done as'a matter of accommodation where the inven-
tion was of interest to a particular militatyy branch. The other arrange-
ment was by’ contract, with' a. private pa.tent; firm in cases where the
nature’ of ‘the invention or specm,l c1rcumsta.nces'made thls course
advisable, . ;

In regard to the percentage dlstrlbutlon of pa,tent matters as be-
tween the various constituent ageficies of HEW, the' following esti-
mates were ‘msdde, based: upon representa,tlve sa.mples covemng the
period. 1950 through 1958 °

Public: Health. Service:, - ) '1.’ ercent
National Instltutes of Hemrh _._ b6
Burean of State Serviees_. .. y 17
Bureau of: Medlcal Serwces " 10

’.l‘otal PHS....- R 83
Food, and Drug A.d.mmlstratlon i 10
Social Security Adlmmstrehnn : T
Office of Bdueation. Ll AR, 0
Office:of Voeational Rehabﬂﬁﬂﬁfm : - i 0
St. Ehzabeths Hospitaldom oo 0

For the 4; ‘years prior to: May 1959 e11 of these mventmn reports
ha.ve ‘come from the Pubhc I—Iealth SEI'VICB i

B. POLICY S TO RE'I‘ENTION OF - TITLE

As a ma,tter of general polley HEW favors ded1eat1on t0. the pubhc
through: publication of research:activities rather than patenting. It
beliéves the former practice assures greater avallablllty to the public
of the invented produet and avoids the administrative burden and ex-
pense involved in securing a patent. The special circumstances which
HEW. believes justify it:in. seeking to obtain patents are (1) 'cases
where patenting is: necessary to, protect against patent, rlghts being
acquired by others and restricted in such manner asto impair or. defeat
HIEW?s objectives and (2) cases. where the nature.of.the invention ne-
cessitates the maintenance of 11een,s1mg control to further a.health pur-
pose, as In-a case involving a narcotic drug. A list. of inventions made
by employees and grentees ‘of the National Institutes. of. Health and
dedlceted 0 the public for the permd of 1953-58 appearsin the appen-
- dix at page 33. A list of the inventions on which patent a,pphea,tlons
were ﬁled on behalf of HEW appea,r's in the eppenchx et pege 36

S8ee note 4 on p. 3.




' 36_ . PATENTY PRACTICES

By regulatlons issued ‘on’ December 4;:1957; HEW?s-general’ pohcy
‘a8’ to- inventions: developed through 1ts resourcee’* end ae‘twi los 13
stated as‘follows:- ok

18:6.1—Gleneral Polivy." Inventlons developed through the
resources and-activitiesof the Department are.a ‘potential
source. of great value to the pubhc hea.lth and Welfa,re Ttis

the policy of the Department. - ‘ o F gug
~(a): "To safeguard the pubhe mterest in: 1nvent10ns devel—
oped by Department employees, contractors and: gra,ntees with
© .72 theaid of public funds and facilities; ... oE
" (b) To encourage and Tecoghiz dlvu_iual smd coopera,-
twe achievément in research. and. i vestigations “and - o
... {e) To establish a: ‘procedure, - consistent, Wwith pertment_' o
. statutes, Executive Orders and general Government regula-
tions; for the determination of rights and obhgatmns reletmg 0
to the patenting of inventions.- . SR
§6. 2——Publzcatwn or: patenting . of . inpentions.

t

genera,l policy of the- Department, that t the results of Depart
dely, promptly and freely

anent research should be ma y,
‘available to other research workets afid to.the public. This’
oo AVailability can generally be adequetely preServed by ‘the
. dedication of a éovernment owned invention to ‘the public *'+
_through pliblication, Determiitions to file a domestic pat-
-ent, application on inventions in which. the- Depa,rtment hasg
- an interest will be made only if the circumstances indicate
~that this is-desirable in the public-interest, and-if it is' prae-
“ticablé to do go. Department” determ;netlons not’ to: apply.
. for a domestic patent on employee inventions are. sub] ect to
~review and- a,pprova,l by the Chairman -of the: (Government.

' Patents Board: - Except where-deemed necessary “for pro-

v fecting the patent: claim,: the fact that a- patent:application
has been or may be filed will not require any departure from. . .
normal policy regerdmg the dlssemlnetlon of the results of
Department research.. .

. §6. %Govemmnt—owmd patents, Zwensmg*, dedication to
ke public. Al licensés under patents and-pending patent .
., appl ications for the administration of which the Department '
'+ Uig responsible shall be issued by the Seeretary Licenses will

" he roya,lty free, Tevocable and nonexclusive. - Fxcept in un-

" isiial” cages’ when determined ‘apon: recommendation ‘of ‘the =«
' hea,d of the éonstitwent organization that whconditional li-

. censing would be contrary 5 the public: interest, licenses will
" be igetied ‘to all applicants and will containno:limitdtions .
' Yor standards telating to the:quality of the: products to-be L
“ manufactured, sold, or distributed thereunder. :To reduce =
“ “thetieed for 1nd1v1dua,1 licensé applications, ‘patents held for -
" unconditional llcensmg sha,ll be dedloated to the pubhc asl- S
. mny be feasible. - = ‘

By ‘employees S ; : L
HEW makes employee patent determma,tlons in aeoordan

the provisions of Executive Order 10096. s b

T These regulationg appear in full ir the appendix at p. 19,
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The procedure for: dealmg Wlth employee 1nvent10ns JS stated by
HEWto:be as follows:. i

With Fespect to- Department employees, the procedure be~

gins with the report-by the ‘employee-invehtor to-the agency

of the ‘Department ‘which' employs hiim.’ - Unless the inyer-

tion appears to’the offider receiving the report (with' the con-
currence of the Department” ‘patents “officer)  not- to':be ‘
" patentable, the report is forwarded with: appropriate recom-. "' -
.1 -mendations.to the head:of the constituent employing agency ' >
. . who amakes in: writing: the Aollowing determinations: (L)
.. whether the 1nvent1en ‘may: be. patentable;: (2) whether cir-: ;. -
.1 cumstances of invention:make the: Gevernment entitled to-all .. .-
“-+.rights therein; and, (3) whether publloatlon infien of patent=: .- .
+oing is: adequate to.seryerthe public interest, This determina- , -
tion constityutes: the, determination of the Department unless: -1

it is referred to the Department, Patents Board because of

.. guestions of consistency with law or ‘Department: regulatlons .
Crop polley regarding patents. Notlee of the determination ig’ :

oo pivén the- employee [(uhless he has ] ev1ously agréed to the'
. -determination thaf is made), and‘if he is aggrleved ‘he Hag'a™
1t right to- appeal:to the Grovernment Patents Board pursuant AR
. to Executive Order100962 . SR

9 By conﬂmctaﬂs ond, grcmtees. ;

HEW believes that essentlally the same baelc pohcy should be apa
plied to its employees as is applied to inventions arising out of re-
search supported by grants or ‘contracts. Thus HEW oonSIders the
pubhc intérest is in general best.Served if inventive advances arising
from its grants or contracts are made freely available to the Govern-
ment, to science, .to industry, and to the genéral’ “public, There are
certam d1ﬂ:’erences however,\between arants and Ontraets 1n the im-
plementing methode and: procedures, ' A

. By contractors—The patent regulatlone apphoable generally to
contracts. for Tesearch provide that the head of the IIEW' organiza-
tion responsible for the contract shall determine the disposition of all
inventions “first conceived oi actually reduced to practice in the course
of the performance of the contract.” The reasons for this pohcy were
stated'mn the following language: . o

- The Department of I—Iealth Educatlon, and Welfare asa.
" 'matter. of overall pohoy takes the position that the results =
R research which- are developed with the aid of pubho funds

_.in the field of its programs should be utilized In a manner

""" which will best serve'the public interest. It considers that the

" public interest will.in general be best served,if advances re- -
T sulting therefrom are made freely-available to the Govern- = ™
' ment, to science, to industry, and to'the general public, * * ¥

o Contraots for research, whether ‘or not with nonproﬁt"
" organizations, will be requlred to conform to the same de< . .-

“partmental policy, under standard clauses adopted to provide.
" “thatany invention first conceived 'or actually reduced to prac. - -
_ tice in the course of the performance of the contract shall be -~

' prom‘ptly and “fully reported to the head of. the oonstltuent

' 5See note 5 on p_. 4. The regulatmns on this subJect a.ppear in the,;appendaxf;at_ p.:, 22.:
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‘organization responsible for :the contract, for determination =
by him asto the manner of disposition of all'rightsin andto -
such invention, including the right to require assignment of

all rights to the United States or dedication to the public. In
the exercise of this power. the orgahization head will be
guided in: general by the policies specified in departmental

regulations with respect;to grants.” ..

This -basic “policy :is' implemented by ‘the Departiment’s standard
contract patent clause No, 20-which appears in the appendix; page 45.
If, however, the contract is'with a nonprofit institution; the contract
may providefor leaving the' ownership and disposition of the rights in
inventions to ‘the contractor if-it is determined  that the nonprofit
institution’s policies and procedures’ are:acceptable on the same basis
ag would:be -ti)lose' of a grantee as discussed dbove, pages 10to 14 (See
HEW Regulations; sec. 8.6(b) in'theappendix, p. 27.) = -

. CONEracts - .

Iy

On :September .9, 1957, HE'W. adopted a_special policy ‘applicable
only to. cancer chemotherapy contracts with industrial profitmaking
companies,.and -under this policy—intended, to. obtain. extensive in-
dustrial cooperation in.the synthesis and: screening of .possible anti-
cancer agents—the cooperating firms are permitted. to patent and
exploit inventions as long as the products of such inventions are avail--
able to meet the public need with respect to'supply, quality, and price.

Subsequent to the‘adoption of'this policy— "

7w fliose nvelved i négotiating drug devélopment con-
.. tracts on behalf of the Government reported to the Depart- - .
" ment Patents Board that industry was not participating to -
. an extent néeded to meet the deinands of the program, appar- . .
* * ently.due to Indystry concern that the “march-in” rights re-

" served to the Surgeon Genéral might be exercised arbitrazily. . ...

. .and without due regard to the real piiblic need, "It was on. . *

. this basis that procediral; modifications of the September ' |
;1957 policy: were approved by the Sécretary of Health, Edu- . ..
... cation, and Welfare, July 1958. By, this- modification, the .. :
... .march-in rights'were to be.exercised only in accord with spe-: ..
cified procedural safeguards designed to protect the eon- .

tractor from arbitrary action.®
e onom P E e rpeit il

The march-in rights referred to.a ere :those rights reserved
to the Surgeon General under-the special policy adopted in 1957 and
applicable only to. cancer chemotherapy. research contracts, with in-
dustry.. , They, provided that under ‘certain circumstances;the Sur-

geon General may issue royalty-free licenses: when he deems it neces-

sary to assure an adequate supply.of the product. for bedlth purposes
at a reasonable price and of a high quality.®, . = . . ..

In its latest statement of policy applicable to its cancér chemo-
therapy industrial research contracts, HFEEW has added several pro-
visions: which restrict procedurally the exercise of the right reserved
to the Surgeon General to dedicate the invention or issue licenses on

o “HEW Patent Policy Applicable to Research C
complete text ee the appendix p:.42. - -~ - - "1
# See note 5 om p. 4, o : o
1 See paragraph 1 é&l):(a._)g of policy statement _s_.t_Iu)pte_;q as _of_ Sept. 9,:_ 1%5_7._ whicl_: Appedrs

in the appendix; pi

_vact::s‘,"’-:ﬁét_éd‘ Séf);‘.} 9, 1‘957 For



a Toyalty-free basis when deemed. to be in the public interest. Under:
these provisions.the Surgeon General must give the contractor at least,
90 days’ advance notics.that he intends to exercise his rights and if the
contractor decides to contest.this action he.has the right to a hearing.
and to be representéd by counsel. The findings of the Surgeon Gen-
eral must be 1n writing and are final and binding upon the contractor.**

A copy of a research and-development contract between the Upjohn
Co. an£ HEW was submitted as being typical of cancer chemotherapy
regearch. contracts made subsequent to }3'11_137; 31, 19582 ".Instead: of
the so-called standard clause 20, preserying to the Surgeon General
the right to determine the disposition of Inventions arising in the
course of the contract work, it contains substitute provisions giving

the contractor theright to take title to such inventions.... * .
U Upjola Go. (Contract No. SA-43-ph—1938) .02

" "The basic contract Was made on January 1, 1958, for theperiod from.
January 1 through December 31, 1958, and provided for ‘the devel-
opment of techniques for analysis'of antitumor beers and extracts’:
at an estimated cost, of $145,000. " The-original agreément gave the
contractor the right'to file & patent application:in -his'own name pend-:
ing the Surgeon General’s determination as to ultimate disposition:
of the paternt only when this was deemed necessary-to prevent patent-
ing ‘of the invention by others: ‘By’a supplement dated December: 1
1958, the' period- of “time’ for: this’ résearchi project: was “extended:
through December 31, 1959, and an additional $505,000'was obligated;
bringing the total amount of this contract to $650,000. In addition,
this supplement deleted in its entirety the “standard” patent rights
provision; and.substituted a new_ provision which permitted the con-
tractor to patent such inventions in his own name for the purpose of
commercial exploitation. e
~The-principal departures- from the. procedures provided by stand-.
ard clause 20 are-as follows t- -l e
If the contiactor decides:toipatent-an-invention:in this country and
abroad, he may~ obtain title~ for himself; but -this- title would.-
ba, subjéct to a royaltyifree,” nonexclusive license for -govern-.
mentil purposes.  However;-in. the cage. of . a "domestic.. patent,:
the Surgeon General may, if-he-déems-such action necessary. to protect.
the “availability' of the Invention: for health. purposes-in.a:foreign
country, take over all rights in'foreign’ countries to the invention n-
volved, .. The Surgeon,.._é‘rgnéiﬁéj,’l" also may take over any invention-
and’ dedicatée it to the public or-issue nonassignable, nonexclusive Ti-.
cenges when and if he ﬁl.)nd ‘the contractor has not met the public need-
and that the public dedication -or additional licensing by the Surgeon.
General is necessary in the public interest. However, the rights of-
the Surgeon General may oily be ‘exercised-aftéer he has been: advised
by, a body of consultants and has given the contractor notice in-
writing of the grounds or which he expects to take over control of
the invention. The contractor is then '%iv'eh a time specified by the-
Surgéon Gereral in-which: to-correct the:deficiencies relied-upen by the
Sirgeon Genersls - Upon the: expiration of that time, if the contractor.

12 For complete text of the patent poliey announced Aug. 5, 1958, see the appendix.
For the restrictive revisions referred to see paragraph B4 a, b, ¢, thereof, SR
.3This i3 a cost reimbursement. contract which is funded for a specified amount, hut
paymenis-are made .to the contractor only;om the bagis of ‘actual experiditures-plus an

agréed upen provisional ate.to coves oyerhead.”
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the Surgeon Greneral he i 15 th 17 g1 11 notlce tha,t ab

‘he: end of '_90 days from? _such T0tice t]

ny-1n-hig* :
. the' Surgeon Genera,l W111 then make His
‘a9 heam‘ng is'held, findings ' will subseqiiently be miade by
eon General ‘Th elther evernt, the Subgeon General’s con-

il and he’ may procesd’ to dedlcate_or hcense at the‘r

-

_‘hm tat}on's

he procedural limitations ‘noted above
judieial ‘intervention if 'the ‘contractor
claims that the Surgeon'General acted without ceraplying. fully with
thege. procedural reqmrements. Singe mo, .disputes, hayve yet-arisen
under-this‘provisien, the extant:to; Whmh it may. lead to Iltlgatlon can-
fot-now be; estlmateél., ‘The provision is, in any event, & sharp T ‘
tion of the:rights- which: the Surgeon General has tradltlonally exer-,
cised with respect: to- pa,tents a,rlsmg out of. publlcly financed hea.lt,h
reséarchlt =i S :

‘The- followmg list- sets. out all of the industrial research
I-IEW which wers in effect as.of F ‘bruary 1, 1959, in connection w1th
its‘caneer chemotherapy progra.m, classified by the form offpatent
ola,use 'sed in: -gachi s

S t. 2 1958,
ar. 15 3958

Chas Phizer &
Soherlng Corp

K, R Squi_bb & Sons
P,arke.—Dmns & Co
Merck & C

'I‘he Upjohn Oo '

B By antees..—To 1mplement the basm pohcy as to gra,ntees about
85 percefit of the research giants of the Public Health Service are gov-. .
erned by prov151ons which reserve to the Surgeon General t] rlght '

14 Bor:textof sibstituted provisions of clause 20, seé 'pendlx, D

J#flf;t-:‘d:er to: Hon:- Joseph .Ci, OYMahoney, . chalrma.n Subeommittee ‘o’ Patents 'I'rade-
marks and Copyrights of the Committee oni the, Jud],cia,ry from. Mr,’ Arthur 8. B‘lemming,
Secretary, Depariment of Health, Educatioff, and Welfare, dated Feb. 18, 1859,
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détermine on-an individual case basis® the'dls'pomtlon ‘of rights to'in-
ventiong developed - under the' grant.?* - Department regulations’set
forth four alterniative methods available to t e head of the constltuent
ageney for dlSPOSlthIl of theinventions®:

“Thus in the majority of research g*ra,nt SItua,tmns, upon recei t of
an invention report it 18 reviewed by persons éxpert m the same field,
who submit opinions as to the novelty, utility, and’ sejentific impor-
tance of the invention, whether in their opinion* pubhcetmn would
suffice to protect the pubhe interest; and whether'an invention should
be patented. These opinions, togei;her with other facts rela,tmg tothe
development of the invention; form the basis of the' determination by
the Surgeon- General for the pa,rtlcular case. In the majority of the
cases teported to-date, the Service has determined that full appllcatlon
of the facts would serve to ‘establish’ pricrity ‘of the invention and
would serve “within: the year as'dedication of the invention to the
public. Certain -cases in which special arrangements’ or conditions
have been desirablein the public interest are notedlater in this report.
Each case, however, is considered separa,tely, and the Surgeon General
follows the course of action deetned: by him- to be i the publle 1nterest

Alternative grantee a,greements

HEW regulations permit an alternative to.the above, general pohcy
and procedure. Instead of the rights of disposition: bemg retained
by the head of the constituent agency, this alternative permits him to
enter mto an agreement with a grantee institution under which inven-
tions arising from research grants may be disposed of by the grantee
in"aceordance with its own established policies. if they are first ap-
proved hy the head of the constituent agency as in accord with De-
partment regulations.’*  With respect to the Public Health Service,
about 15 percent of the’ grants are covered by such agreements which,
as of May £8,,1959, had’ Been entered into with 19 unweratl' Or | other
nonprofit 1nst1tut10ns - '

The acceptability to the Pubhc Health Serwce of a gTantee S patent
pohcles a,ncfl) procecures is determined by comparing the grantee insti-
tution’s formalized émhcy with the pohcles and procedures determined
ace é)table to the Service.”* -In making these agreements by which
the Service consents to the admlmstra.tmn by the grantee institution of
inventions. and discoveries arising from PHS support in accordance
with its-own pollcles a,nd procedures, the Semce oﬁ'ers the followmg
alternatlves -

A. Dedication to the pubhe of résults’ of ‘research either by pubhca-
tion ‘or patenting with subsequent dedication of the patents B

B. Patenting with royalty-free licenging. ' '

C. Patenting with licensing on a royalty bas1s, promded the royalty
is reagonable and coupled with a royalty-fres license to the G'rovernment
with power to sublicense forall governmental purposes.’ "7

D. Assignment of ownership rights to a patent management agent
WhO Wlll adhere to the sta,ndards est (blie 131 or’ the grantee S

' _1" See PHS Appl'mat:on for Research Grant i
+17 See Regs:isec. 8,2 In' the-appendix, n, 2600
18 See gec. 8. 1(h) in the appendix, p. 26, . , L
~ 1% IPor list of :granfecs see the appendix, p: 34: iy HESS
% These policies appear under the heading. "Invention and tent Poll ceptable
theé 'Publi¢ Health Servies,” in the appendix, p 38, AR T

48436—60——3
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.Before a. recommendationis made to the; Surgeon,General .as:to
Whether an institution’s policies are aceepta,ble the followmg 1nforma-
tion is required from the grantee institution .,

1. A statement of the invention.and patent pehe;es of the Instltutlon,
with full information, as to organization.for: handhng, reporting pro-
cedures, policy.as to seeking.pafents, licensing and. royalty prect1ees,
use of profits {if any), and reward to mvento‘:%f any)..,

..+ 2. The publication. of .research results. as affected. by the mventlon
and patent policies.of. the institution.. . : -

. 8..The number .of patents the. 1nst1tut10n has obtamed in the past
10 years, and -the number of licenses:issued.on;each patent... If ex-
clusive licenses have been. issued, the numbex,. terms of duratlon and
ful] information as to.the basis on which, such licenses were issued and
the safegtards utilized to protect the public interest: :

. Papers irelating. to the PUmversmy of: Washmgton ‘were s'ubmltted
by HEW:as being: typical of those received from other grantee institu-

tions, . Negotiations between the Public: Health Service and-the Uni-
versity of- -Wagshington began in 1953 and the final-agreement between
the Surgeon Geperal and-the. Amiversity iwas' executed on: O¢tober'18,
1954. K copy of this agreement 18

Oéropa 18, 1954

eplying to. of Aprll 10, 1953
I am pleased to'advise that it has been determined, putsuant to pro-
visions of section 2(b) of De’pa,rtment Order 110-1, “Inventions Re-
sulting from Research Grants,” ‘that the ownership and disposition of
all- domestlc rights in 1nvent10115 arising under Public Health Service
grants and awards made to the, university shall be left for adnumstra—
tion by the imiversity. - IR

.. It has been noted in-the review.of the. materlals subm by you
that the policy provides for a contract with Research Corp. which
acts as patent ma,na,gement agent for the Un1vers1ty of Washmgton
on those inventions assigried to:them for prosecution. In makin
detérmination, therefore, 1 have particularly noted that the po 1c1es
of both the University of- ‘Washington and. Research - Corp provide
for licensing on a royalty: basis, and. for. conformance with normal
trade practices insofar as royaltles are concerned. I have also. taken
cognizance of the fact that the Uniyersity of Washington is ‘opposed
to exclusive llcenses, and that in the’ 11censmg arrangements entered
into by the University of Washington and. Research Corp adequate
safeguards are inserted to protect the, _public interest. .

"This determination is subject to the followmg understandmgs a,nd
conditions, and upon acceptance will apply to inventions under current

ants. and awards dnd to those made while.it remains in effect:

(1) The university ; will make its determinations in accordance with
the invention and patent policies as they appear in patent policy of
the University of Washington, adopted by.the board of regents of the
university January 10, 1950, as supplemented by () your letters of
April 10, 1958, a,ng J ulV 26, 1954 addréssed to the National Institutes
- of Health Division of Reseirch G‘rra,nts and () your patent manage—
. Toent agreement with Research Corp. N
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(2). The university. will report to the Public Health Seryice on each
invention, which appears. to be: patentable and. which arises under
research assisted by grants.or,awards to the university by, the Public
Health Service. :Such report shall be furnished immediately on the
filing of a patentapplication:on any such invention,and theuniversity
will furnish to the IJ):"ublid Health Service an.annual:report showing
the disposition of all such inventions.... i ..y ol gl

(3) The university: will reserve.to the-United States in. any.such
patent a—gpli,ca,tion and in any patent.issned thereunder a nonexclisive,
rrevgeable, and rovalty-free. license to. make and use, and to sell as

rovided by, law, embodiments of the invention, with power:to sub-
icense,;forall governmental purposes..... . 5.7 i o §

{4). The university will reserve:an option to the Government to file
foreign patent:applications on any sueh Invention, and will conyey to
the Government upon demand the rights necessary to enable the
Government to prosecuté such dpplications and obtain ;%a,tent_s\ in,
foreign countries, such option to'rin for 6 months from the dafe of
the filing of a patont application in the United States. .’If the Gov-|
erninent eithir fails () to exercise this option within the period
specified; ‘or (&) determines within this period not to exercise its

P i

rights to an option; the niversity may dispose of all foreigm rights in'’
the invention, subject to the reservation of the United %ntatesofa
nonexclusiye, irrevocable, royalty-free license to make, use and sell as
provided by law, embodimerits of the Invention, with powe : ’
license, for all governmental purposes. SR
Please have two copies of this agreement:signed-by an official an-%
thorized: to. commit: the university. in the space indicated below.and
return one. copy- to. the. Division of Regearch Grants, National Insti-..
tutes of Health, Bethesda, Md., retaining the: other for your files.:i; .

S Sincerﬁlyyoul'S, Sy oE

Lrowazp A, ScEERL
it Swrgeon:General.
NIVERSITY OF %‘[AﬁHINQTON'
3 NELSON WAHLSTRO

fo e o O FORBIGN, NILING
1. Employees’ patents .~ T T

HEW’s policy as to foreign patenting is stated as follows,

This Department: does not seek foreign ‘patents. - Even in.
those cases where it is practicable to acquire foréign rights'in::
an:invention and public policy in relation to general health:
objectives: would point.to the:desirability:of seeking patent-:
or other protection abroad; the Department hasneither statu:r-
toiaauthomty{ nor facilities for ’?thié.atyr%f:éf- activity. - o

n the case: of the'invention rof the antimalarial-drug-:
“Primaquine,” which was recommeénded for foreign' patent
protection, the-Department-of: iCommerce arranged. Eir its:
patenting abroad in.a number of countries under an arrange-
ment by which & private drug: ‘company. handled the actual-:
applications.. The Department: of Commerce acted at:that
time under Executive (%rder 9865 as implemented by admin-. ... ..

. istrative orders of the Chairman of the Government Patents- -
" Board. 'There isniow 6 céntralized facility for the handling

{ =
patit o
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¢ of foreign’ patent: apphcatmns ‘Tle routiie ietermmatmn i
and recomiiendations régarding foreign patenting-wlhich we " -
‘how make ‘are generally unproductive’ beeguse; neither- thisg =~
- Department nor any’ other" agency. '1 n & pos1t10n to take
“ - followup dction o -invehtions'  #rigii fi"-rom the resea,rch' A
" programs of the’ Depa,rtment‘ ST ST o
. There have been two instances of’mventmns made a.broad
7y an employee or fellow of thePublic Health'Servies work-
ing-in: co%a,boratlon with employees of the British Govern- -
ent. ‘In the first of these an'as angetnent ‘was entered ‘into-
Hiby Whlch rights 6 the inventiont in''the United States were
‘ a,ss ed to the United States and the foreign rightsto the
dical: Regearch- Couticil of ‘Great Britain, patent applica- -
'ns bemg thereafter ﬁled in"the two countrie, #* F2L7 oo

“The “sstond case involved g request' from the Medical’ Resea,rch-"
Council of Great Britain to the Surgeon General for consideration
of a. pa.tent agreerient, between the Public Health Service and the .
Council. This request has now been stud:ted and discussions have
been held with the State’ Departm ] 'It 18 expected that an agree-

ment may be- rea.chad sometlme th1 ear on terms a;ccept&ble to both |

; : : ‘the, extent o Whmh__ gam loyee,-f
inventors ma,y ha.ve sought or ohta,med forelgn patent rights for
themselves. s

2.:Contrastors’ and. grantees’ patents :

"HEW regulations provide for prompt ertten-notlce by contractors ;
‘and: grantees of all inventions and patent: apphcatlons' iaide by them?
in theeourse of theircontrast work??1 . /i ‘

Upon the basis of information’ from 1ts cont.r Gtors, afd grantees
relatmg to inventions and patent applications received to date, HEW
has -no>informstion: indicating that any of these contractors and
graritess have: ‘made applications for patents in foreign countries. In
connection withithess 1nvent10n ‘réports, the following statement was
made by HEW :

* * * Since as to bith’ contracts ‘and grants the normal -- -
“standard” provision requires a report of. invention to the =
Government and ‘requires the invention to be siibject ' to dis-
position‘and-¢ontrol by the Government; e have information
n-theform-of invention reports;as to: crra,ntees and certainly
expéct - to-have; from thé~ compara.tlvely ‘smeller -and  newer.:
research ‘contract program ‘as and: when inventions are de-

* veloped : under::sueh: contracts:” Invention: ‘reports . from:.
grantees are regularly received: and iri; ahmost all casges' it has:
been: determined to: dedicate the invention to pubhc use-by
full:: publidation *: *:* . Under . the: standard” . provisiens,
there: ore, the grantee or:zcontiactor-has:no’basis consistent::
with his: agreement with the: Department; on which:to seele's -
patent for’himself: . Even inthetwo exceptional areas wher 1
tltle to an invention: iy e ret; "-ned by t:he grante orContr:

7 Gee mbte:d o0,

23 (See par.: 8. 1 entit-led Conditi . d in, ol grangs? B¢
“Gontracts For research” eontained HEW's rezulaho'n in ﬂppendit at o 260 -Seetalsoe
clauge 20 of HEW’s general provisions entitled “Patent Rights” in the appendix at p. 45.)
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s tor. (by. special agreement. with the grantee or nonprofit. con- . -
eréa,py resea.reh contra.cts) full

’ : tra,ctor and in:cancer chemoth

_ HEW has no 1nformat10n showmg the use of pa,tents te W] ch em-
ployees have.retained. title,. - Emplayees, oi‘ HEW have retained title
to patents.in very-few.cases, and. only, in . those . where, Government
‘materials, time. or. .information. has not. contributed to an. 1nvent10n,

oL .where.the _ernment has‘ _Suﬁiclent mterest in the. mventmn. '

cire
ventions of this type
2. Contractors.and grantees. ;;

To-date there-are two. instances in Whlch the Surgeon Genera.l had
been requested: to.approve;-and did dpprove, a: dispesition of grantes
inventions which involved.am: assignment: or exclusive:license. . The
inventors were Dr. Harry S. Penn, of the University of Oahforma,
and Dr. Russell H, Morgan, of Johns Hopkins. University. . In both
of these ¢ases there was s strong showing of néed of substantial addi-
tmnalimvestment m ordeI: to ‘contmue resea,rch a,nd development to

ThlS invention Wa,s descrlbed dsian “synthetlo antagen for-.useJ in
detectmn of.cancer.”:The:invention resulted from: resea.roh which had
béen-supported: by- contrlbutmns from several sources: ' Prior to the
granting .of an exclusive license, the:Government ha.d contributed
approximately $87,000 from 1949 {01963, During this:period sup-

%0 1t from non-Fedéral sources. thad been approximately:$143, 000
" The grantee institution claimed:that it was unable to:continue the nec:
essary research work:except by aceepting ah offer from a private drug
firm, which was willing to contributeapproximately :$55,000: for
‘dontinued :research:for. several years together with: the assistarice.of
gualified technicians. : +This ‘offer: of the drug company’ was condis
tioned upon its receiving a: 5-year exclusive: license: with. & limit- ‘of 5
percent. of: net: sales-on. ‘any; royalty: charge.: This:arrangement was
approved by the Surgeon (General in March 1953, and>in. Aprll 1958
a:license: to. the Gaverriment: was recéived-under’ the nding - tent
application. In January 1959-the. university: nofslﬁec%)e ‘HEW::that:is
was abandoning .all of its rights to the invention on .conditions that
the inventor fulfill ’ bllgatlons 1o the, Govermnent .

Dr. Russell. H. Morgem, Johns Hopkms University. ' ;
This invention involved'low: noise: a.mphﬁcatmn and’ was firét re-
ported: to the: Public: Health-Service in' March 1955;7 The ‘Peséarch
work:leading to the invention: was supportéd overa: perlod of ‘séveral
years by contributions of’ approxiniately: one-thlrd ‘by’the university
and two-thirds by the Public-Health Seivice: The work was directed
primirily toward amplification: of Kevay fliioroscopic’ sereeris! In

"% Bce note 5 on p 4
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November 1955; because 6F the need Tor further hig ly technical devel-
- opmett t6°be “iidertaken” by 4 private’firm and after receiving’ abun-
dant assurances that vigorous efforts would be devoted to developmg
the invention, the first priority being c%'nren to the field of medicine in
public health; ‘the* Surgetn’ Geriéral determined that this firm could
hold the patents until April 1965. Upon the expiration of this period
of exclusivity, the owner of the patent is required to. grant licenses on
'8 Honexclusive bagis with' myaltles Linited’ t0:6' percent afid the Gov-
3 irrevocable royalty-
'fz‘ee license, with power to sublice s for governmenta.l IE:urposse,s.
“HEW hag no dity showing ‘the use which igranteed haye made of
patents which they ‘obtained. " No'patent’ ‘"hagyet beeh 1ssued to which
o’ contractor has title,  Th-connection -with 1nvent10n ot of
- grants, HEW stated : " '

* % * the inventions developed undér: grants haveé for the

«* most-part-also: been: dedicated by publication ‘or, if covered

by.agreement: with universities; theextent of aotual use: Would i
be peculla,rly ‘the knowledgeof the university . IR

a.definite policy.of discouraging the acquisition.and/or
ownersh1p of patents by the Government except (1) in the case of
inventions of Elgh potential significance to public hea,lth safety, or
welfare when it is deemed, advisable to obtain maximum protect.lon
against potential rival claims by estabhshmg pmorlty of invention
and diligence in reducifig to:practice, snd-(2)~Tor: reasons of health
ahd safety wherit is:determined to:beadvisable to have legal authorlty
to imipose restrictive:conditions on:the use-of the patents.:
ad'The present policy of HIEEW strongly: leans toward dedlcatlon to the
pubhc, mot only in-the case of patented: inventions, but’ alsosin the
case of patentable inventionstwhich iwere: dedicatéd without making
patent applications: . The only patentable invention reported to HEW
pursudnt; it e research :contract; is now-in process of Eeung dedicated
tothepublic. - Aslong as thisdédication: pohc -‘ls,contmued there 'mll
be very little need for granting licenses:. < w’ i
i Actabulation showing; as:of May 1959, all: pa,tents owned by HEW
utider: which: licenses were granted, glvmg - patent: number, dates: of
issue, subject: matter of invention; name and.address: of licenses;-date
of license;-and:-the: na,me a,nd ta,tus of the 1nventor a.ppears the
ap endlxa.tpa,iga SIS o
'wo -examples: of dedlca.ted .mve.ntmns swhic HEW‘ beheves may
ha,ve'h d’ extensive: commerclal ‘use: are ithe followmg P

““An’example of ati 1mportant inventio On«W ich & patent. .
was obtained was'that of a “Method of Convertmg Tomati-
dine into A:16-Allopregnenclons” by & téam: of research

+ sworkers at.the National Institutes of Fealth.. 'As soon as ré-':*

port was made of thesuccess obtained in ‘thlS résearch effort

numerous, inquiries, were: received concerning the availability:
of the invenition:for.commercial. use.; Acecordingly, after the-:
patent issued, determination was madeto-dedicate the patent :
to the. pubhc. Formal dedication was reorded in the Patent

% Bee note 5 on p. 4. ) o e oo aell
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Office; and those who had iquired-about-licen:
tified: of- this< action which ¢liminatéd ‘4ny need f
suanee of individual licenses,: © #1 ~ 008 it TR R
- An example of ar-inpatented invention'made by & Depart: .
nient employee aiid having: substantisl commercial 'utility
was the 1iveiition in 1953 of the new inseéticide “DDVP?
by a team of research workers'at the Teclinical Developrmehit
Laboratories of the Public Health Service Communicable
Digeage Centér. “This invéntion 'wag gighificaht both in the
field of agriculture and of public health, and ag soon as re- ..
ports concerning it appeared inguiries were received from a ~
number of commercial organizations. The Departmeiit de~" "
termination was in favor of technical publication, rather”
than patenting, and press releases were issued for the in-
formation of the public as to its potentialities and its avail-
ability for nse. * * %2

No reports have been obtained from any HEW licensee showing the
extent of commercial use. . C

Three examples of licensed patents were submitted as having prob-
able commercial uses, These were: ' :

2,178,010—Nuclear substituted derivatives of the morphine
series. “Metropon” licenses to eight drug and chemical
ecompanies. .

2.9284.981—Formaldehyde sulphoxylate derivatives. Li-
censes to four drug and chemical companies.

2,604,474—“Primaquine.” Licenses to five drug and chem-
ical companies. (This highly useful invention was devel-
oped under a Public Health Service research grant to Colum- .
bia University.) 2 ' o

LIS e
SIN&-Were-no:

h

III1. Aeexwcy VIEWPQINT

A, JUDGMENT AS TO EETECTIVENESS OF PRESENT ¥FOLICY

HEW feels that its present practice regarding patent matters is
working reasonably well. In this connection it was stated: -

This Department has reached no conclusions as to-whether
greater flexibility of authority in the administration of Gov-
ernment-owned patents than now exists would facilitate or
impede the realization of its research objectives. If, how-
ever, in the administration of more flexible authority the
Department should be required to take into consideration
objects extraneous to the research objective, the effect would
be detrimental. In any event the building up of a system

. plaging emphasis on patenting and the administration of
patents would entail the setting up of extensive administra-
tive machinery and personnel.

2 See note 4 on p. 3.
26 See note 4 on P, 3.
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.. As-has. been. Jndlcated the d,evelopment of pohcy in-this
De arﬁment as been i the ther: direction.- . While:the,un-

-derlymg purpose here has been to make. fully, freely, and

y. available the fruits of :research -conducted. or fi-
nanclally ided by.the Depa,rtment with restrictions.limited
to: those iInvolving safety factors, it has fortunately comclded
with more ec nical.s admmlstra,tmn LA
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Part G—Patents and Inventmns
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6-10-00 Sco &

12/4/57) |

A3y :
ﬂmm;hmto_p_—t@.‘_; :

.‘1
L

R DOG N
c:m;poam»—lofg-A

6-10-10 Reguﬂatmﬁs (from Fedeml Regwter of 9/14/55 and

[Frc-m Fedeml Regwter, 'I‘Ltle 45 Subtﬂ;le A]

PART G—INVENTIONS AND PATEN‘TS (GE’NE&AL)

Deﬁmtmns
General 'Policy. - : )
Publication or patenhng of mventlons

_Governmeni-owned patents; IICansmg dedlcatmn to the pubhc.

Central records ; conﬁdentlahty. :

Procédures: relatmg to’ employea-and grantee inventions,

Issuauce of patent‘s on non- fee basis certlﬁcatmn of pubhc
mterest. g &

PAR'I‘ T—EMPLOYEE INV‘ENTIONS ;' o

; Who are employees ;
i .Duty-of employees to I'epc-rt mventmns
Determinatich as to patentability.

Determination as to domestic nghts
Option to' acquire foreign rights. -
Determination as to patenting,
Department review and determination.
Notiee to employee of determmatlon
Employee s right of appeal o

PART S—INVENTIONS RESULTING FROM RESEARCH GRANTB, FELLOWSHD.’ A.WARDB,

-‘ HEW TN—21 (7/31/58) Supersedes page 1 Ghapter 6-10 ('I‘N——15)

4‘4:6—430—-"4 e

- AND CONTRACTB FOR REBEARGH o
Policy.” " e

. Conditions'to be mcluded in resedarch grants
-Determination as fo domestic nghts

. Licenses to the Government.. :

" Optioh to ‘sequire fore1gn nghts

- Fellowships. : .

Contracts for reéearch ’ S
.Oancer chemotherapy 1ndustmal research contracts ,' ;
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6-10-20 Patent Pohcy Applicable to Cancer Chemotherapy Indus-
trial Research Contracts
6-10-00 Secope
A, This Chapter contains:
1 Department. regulations-relating: to inventions (a) ma.de by
epartment employees, or (b)" resultmg from research grants,
:Eel owship awards, or research contracts under programs admin-
istered by the Department; and
2. Department patent pohcy, approved 7/31/58 by the Secre-
tary, establishing the limitations referred to In section 8.7 of the
Department: regulationst for . the: négotiation: of “cancer chemo-
therapy industrial research contracts.
B. The substarcs-of the' Departhient: regulations relating to_em-
¥loy% inventions is incorporated-in a statement for the general in-
ormation of supervisors and -employees: which was issued 10/19/56
in HEW General Administration Manual Guide No. 1.
6-10-10 Regulatiofis:(from Federal Register of 9/14;/55 and

19/4/57
: - TITLE 4 45—PUBLIC WELFARE

SUBTITLI} A%DEPAI_;TMENT OF. HDAL’I‘H EDUCATION AND “'ELFARE
e GDN‘ERAL ADMINISTRATION

\/"i;

The followmg parts are Department rules and pohcms relating
to inventions which are made by Department, employees having a
relation to their offiéial’ dutles or ‘with' soma contribution from the
srela;tédifa,ctivitles as-

sisted by grants or otherwis
Department.

_ PART e—iiwm\.u
Sec. o
6.0 Definitions.
General policy.
Publication or patenting of inventions
Government-owned patents; Heensing; dedmatmn to the pubhc
...Central records; cpnﬁdentlahty 1 P -
Procedures’ relatmg to-employes; and frrantee mventlons
Issuance of patents on non-fee bams cert1ﬁcat10n of public . interest.

AvuTrorrtY: §§ 6.0:f0:66issued: under: Reorg. fPlaanow;l of 1953, 18 F.R.

2053; 3 CFR 1953 Supp. E:0;/10096; 15 F.R: 39153 CFR, 1950 Subp.
§6.0 Definitions. As used ifi Parts 8,7, and 8.of this subtitle:

(a) “Department” means the De ”a.rtme‘t of Health,’ Education,

PP DD
& T &0 by

(b) “Se"et ry
Welfare. "
{e), “Head of constituent organization” includes the Surgeon Gen-
eral ‘of the Public Health Service, the Commissioner of KEducation,
Commissioner of Social Security, Commissioner of Food and Drugs,

f’k"r'neans ih'j_‘:;'Secret&ry of Health.,_Educatlon, and
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‘the Director of Vocational Rehablhtatlon ind: the Supermtendent of
Sa:mt Tlizabeths Hogpitala: s i SR .

8 6.1 General policy.- Invontlons developed through the reSOurces
and activities 'of‘the: Department ars:a: potentidl resource  of ‘great
value ‘to- the’ pubhc health and welfare It Is the pohcy of the
Department : 7 i RS g 5

(a) To safeguard the publlc 1nterest in mventlons developed by
‘Department employees; contractors and O'rantees Wlth the a1d of publm
funds and facilities;-:

-(5)~To encourage and rocogmze 1nd1v1dua1 and cooperatlve aehleve~
ment inresearch and investigations; and

(c¢) To establish a procedure, consistent: with pertment statutes,
Executives orders and ‘general: Governmernt regulations; for the de-
termination of rights and obligations relating-to: tho patenting- of
inventions,

§ 6.2 Publication. on- patenting.of invengions. It is the General
policy of the Department:that the results.of Department research
should be made widely, promptly and freely.available to other research
workers and to the public.  This ava,llablhty can: generally. be ade-
quately ﬁreserved by the dedication-of a Government-owned inven-
tion to the public through publication. Determinations to file a do-
mestic patent athcatwn on inventions in which the Department has
an interest will be made only if the clrcumstances indicate: that this
is desirable in the publc interest, and if 1t is: praotlcable to do'so.* De-
partment determinations not. to. apply. for a domestic-patent on em-
ployee inventions are subject to review and approval by the Chairman
of the Government Patents Board. . Except where -deemed necessary
for protecting the patent claim, the fact that a patent. application
has been or may be filed will not require any departure from normal
policy regardmg the dlssemlnatmn of the. results of Department
research. -

6.3 Gooemment owned patents, Zwensmg, dedzcatzon ta the
public. - All licenses under ‘patents: and: pending pateént applications
for the administration of which the. Department is responsible shall
be issued by the Secretary. : Licenses will be royalty-free, revocable
and nonexclusive. Except in unusual cases when determined upon
recommendation of the head of the constitutent:organization that
unconditional licensing would be -contrary to the pubhc interest,
licenses will. be. issued to all applicants and. will contain no limitas
tions or standards relating to the quality of the products to be mani-
factured, sold; or distributed thereunder. To reduce the need for
1nd1v1dual license applications, patents held -for: unconditional 11-
censing shall be dedicated: to the public:as may be-feasible.: .~ ;.

8 6.4 Central records; confidentiolity. - 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
requlred from employees.or others for the purpose of obtaining deter-
minations. of ownership,.and documents:and: information: obtained
for the purpose of presecuting patent apphcatmns shall be confiden-
tial and shall be. disclosed only as requlred for oﬁclal purposes or
w1th the consent of the mventor T PRI .
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- 8 B Pmcedwes relating: 4o em;aloyee and, -grantee inventions.
The Department Patents Officer, with the .approval 'of ‘the Depant—
:ament Patents Board,i:and -the headsof constitutent. -organizations
within.their respectlve areas of- responS.lblllty, are authorized to issue
suchi procedures and: bulletins and take such-other actions as may ;be
necessary or desu*able to supplement the prov1smns oi Part T am:
‘8 of this subtitle. .
78.6.6 - lssucmce of patents on non- fee ?Jaszs 2 cert?,ﬁcatwn of public
mterest For the purpose of an application for-a- patent to:issue
under the non-fee. provisions of the Patent: Code.- (35 US.C. .‘266),
certification that an invention is used cor is likely to be used; in:the
1E)ubhc :interest -may’be executed . in - behalf of the Sdcretary’ by the
ead ‘of the. oonstltuent, orga,mzatlon havmg admlstratlve Jurisdic
tion over the 1nventor - P ea

HAAYR2 Ay

BT ETRE

.-':ZPAJ-—RT 7;i§ﬁrmi‘:1"'{vmvrms-v R

8

Duty of employee to repor : f‘rentlons
:: Determination’ad to patentabmty i
-+ Determination ag-to. domesti¢ rights. ;
Option, to, acquire foreign rights.. ;.
'Detemnatmn ay'to patentmg
Department réview- and deétermination
.7 . Notiee'te- employee of determmatlon

* Employee’s right jof: appeal i

AUTHORITY §§ 7.0:t0°7. 8 issued under Reorg Plar. No 1 ofs
3 GFR, 19634 Supp :.0::10096, 15 LR, 391; 3 GFR, 1950.Supp.;: sl

8000 Whoate wnployees As nisad-in this part; the term “Govern—
ment ‘employee” means any officer: or: employee, celvilian: or mlhtary,
except stich’ part-time employeds or ‘part-time:consultants as may be
excluded therefrom:by a determination nmade in writing by ‘the head
of the employee’s office or constituent organization, pursuant toan
e‘xemgtlon ‘approved by the' Chairman of the Government Pa,tents
‘Board, that to-include him or them’ would be impracticable or inequi:
table, giving the reasons therefor. " A person shall not. be considersd
to'be® a part-time: employes ‘or part-time consultant for this purpose
amless the:ternmis of his employment contemplate thit he shall “‘work
for'less’ than the minimim number of hours:per day, or less ‘than“a
Aiininunrnumber:of days per week, or less than the minimurh number
of ‘weeks per- year, reg'ula,rly r‘equlred of full t1me employees -of'hls
class Pt ERe P ' :
o8 T fDut of semployee to 'repovr*t m'ven-twmg Any Depa,rtment
employee 18 quulred to report promptly to. the constituent organizas
tion in which he is employed any-invention made by him' (whethm
or not’ jointly ‘with- others) - which: bears any- relation to-his official
duties or which was made in whole orin pa,rt during Workmg hourg;
or with any" contribution of Government fa,cﬂltles egulpment mate:
Tial, funds’or information; or of time oriservices’ offother Government
employees on:efficial:dut gports of inventions: (except: for cages
‘agrtoiwhichiibis dedided by the appropriate office cioconstitaent o

'cq -.-l.E:_n"_?t_‘:g-P-‘W [T

ganization; with"the:corcutyence ‘of the Departient Patents ‘Officer;
‘that it ‘does not-appear they are or may bepatentable} shallbe for-
warded through appropriate channels to"the “héad ‘of the office ‘or
constituent organization having administrative jurisdiction over the
1nventor at the time the invention was made. Thereafter they shall
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be' forwarded with the:related ‘administrative recommendatmns and
determmatlons to the Department Patent Officer. . : s

‘8 7.2 - Determination as to patentability. . ~TFpon: recelvmg a rep@rt
ofan employee invention, the head of the appropriate office or congtitu-
ént erganization shall make in writing the decision on behalf of the
Department; as to whether the results of the research, development;

" or other a.ct1v1ty constltute an 1nvent10n or: 1nvent10ns whlch may be'
patentable R

§73. Detefmmatwn s to: domestzc mghts The determlnatlon 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 em-
ployes while under the administrative. jurisdiction of the Department,
shall be made in writing by the head of the appropriate office or con=
stituent organization, in accordance with the provisions of Executive
Order 10096 and: Government-wide regulations issued. thereunder by
the Chairman of the Governiment Patents Board, as follows ::

“(a) The Guvernment as represented by the Seeretary shall obta,m
the entire domestie: right, title and. interest in. and:to all: inventiohs
made by any:Government employee (1) during working hours; or:(2)
with a’contribution by: the Goveriiment of: facilities, equipment, ma<
terials, funds, or information; or:of:time or services. of: other Governs
ment-employees on official duty, ot (8):which bear a-direct: relatlon
to or-are madein consequence of the'official duties of the inventor.-

-(b) In'any case Where the contribution of the Government; as meas-
ured by any -oneor‘more of the criteria set. forth in: paragraph ()
of this section, to the invention is insufficient equitably tojustify a re-
quirement of assignment’ to the: Government -of the entire.domestic
right; title, and interest in and to such invention, orin any case wheére
the: Government has insufficient ‘interest in-an invention to obtain the
entire domestic right, title, and interest therein: (although the Gov=
ernment:could obtain same under: paragraph (a) of this section, the
Department, subjéct to the approval of the Chairman, shall leave: ‘title
to such invention:in the émployee; sub] ect, however, 1o the: reservation
to the Government of a nonexclusive, 1rrevoca,b1e royalty-free license
i the invention: ‘with poier: to. grant licenses for-all governmental
purposes, such- Téservation,: in-the. terms thereof] to: appear; where
practicable, in: any: patent, domestzc or forelgn, Whleh ma,y 1ssue Ol
such invention.. ' L

(¢) In epplymg the prov1s1011s of pqmgraphs (a) and (b) 'of +this
section to the facts and: circumstances relating to.the making.of any
particular invention, it shal be presumed: that an invention'made by
an employee who is employed or.assigned (1) to invent or improve or

- perfect any -art, machine; manufacture, or composition of matter;: (2):
to conduct or perform research,’ development: work,: or:hoth;: (3) to
supervise, direct, coordinate, or review Government ﬁnanced Or ¢On~
ducted resedrch, development work,.or both, or: (4) ‘to act:in: a Haison
capacity among governmental or: n0ngovernmenta1 agencies or-indi-
viduals engaged 1 such: work, falls within the provisions of para-
graph. (a) of this section, and it shall be presumed that any-invention
made by any other employee falls within the provisions of paragraph
(b) of this sectioni. Either presumption may be rebutted by ithe facts
or circumstances attendant upon the conditions under which:ahy par-
ticular. mventlon is mad and nothw1thstand1ntr the foregomg, all
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not preclude a determination that the invention-falls-within the provi-
- sions of paragraph (d) of this section: .t i alr vl Dk
{dy. In any case wherein the'Government-neither (1)  obtains the
entire domestic right, title and-intérestin and to-an invention pursuant
to the provisions of paragraph () -of this section, nor (2) reserves a
nonexclusivé; irrevocable, royalty-free licensé in the invention, with
power to grant licenses for all governmental purposes, pursuant to the
provisions of paragraph (b) of this section, the Government shall leave
the entire rig Et‘,:'titIef and ‘interest in-and to the invention in-the Gov-
ernmentemployee; subject to'law. i+ v o T e e
- § 7.4 Option to acquire foretgn rights.” In.any casé where it is de-
termined: that all: domestic rights should be'assigned. to the Govern-
ment,;it shall further be determined; pursuat-to Executive Order 9865
and Government-wide regulationsdssued thereunder, that the Govern-
ment shall reserve:an option-to require the assignmentof such rights in
all or in any specified foreign:countires.. In case where the inventor is
not required to assign the patent rights in.any foreign-country or coun-
tries to-the Government; or-the Government fails to exercise its option
within such period of time as may:be provided by regulations issued by
the  Chairman of the Government Patents Board, any application for
a’patent which may be filed in such country or countries by the in-
ventor or his assignee shall nevertheless be subject to a nonexclusive;
irrevocable, royalty-free licensé- to ‘the Government: for: all - govern-~
mental: purposes, including: the power to issue:sublicenses for use in
behalf of:the Governiment andy/or in furthérance of the foreign policies
of the Government, 5t i e TIEREE T

 § T8 Determinition as to patenting. When thehead of the appro-
priate office, or.constituent organization, determines in accordance with
the provisions of:§§ 7:3 and%.‘é:thai;fthe Government has rights'in a
paténtablednvention trs oriieg L T T T e

““(a) Heshallialso determine whether the Departmient should seek to
obtaina-domegtic patent thereon, ‘or ‘whether: 1t:8hall -be published or
otl:iérj-actiontillken,in--i_:he public-interest, ‘giving his reasons therefor
grid i et s e b reenys T e neen s e Saea e ree S0 iy 0
{(bYy He shall further recommend:in-writing whether ‘the invention
should receive foreign: patent protection or:be published abroad-and,
if affirmative; should specify the foreign-jurisdictions in: which action
is recommended, giving reasons therefor, and should indicate; if pos-
gible, its immediate or future industrial, commercial, or other vatue,
including particularly its value to public health,~ = @i o8 o vy

B R P .

8§76 Department review dnd determindtion.: The determination by
the head: of an office or constituent: organization of the ownership of
domesticior forsign rightsinaninvention by's Departmerntiemployee -
shiall ' constitute: the -deciston 'of the:Départment. unless, upon: review,
the- Department ‘Patents. Officer -questionsthe ‘consisténcy: ‘of -the
determination with applicable law or regulationsor with-Department:
policy. » Any:question; unresolved rafter:consultation -with  the origi-
nating unit; will-be submitted by: the Department:Patents: Officer: to
the ‘Department: Patents: Board which shall:either affirt:or- reverse
the determination:or:-return the:samé to the head of‘the constituent
organizationor office-for :further action. If the Board: proposes to
determine; or-to approve ‘4 determination, :thiat the ~invention shall
be-required to be-assigned to the Government, it may: in its discretion:
afford the employee an opportunity of a hearing.
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- § 70 Notioe to employeé of determination: The-appropriate office
or constituent organization shall notify each employee-mventor in
writing, of the Department’s determination and of his right of appeal, -
ifany. I In thé- cdise of: deferminations made: by the-Department
Patents Board, thé ‘notification shall ‘be made by the Department
Patents Officer.: Notice: need not begiven if the-employee-stated in
writing that he would agree to the determination of-ownership which
- § 7.8 Employee’s vight of appedl. An employee who is agorieved
by 9 determination of the Department may-appeal to the Chatrman of
the Government Patents Board, pursuant to seetion 4(d) of Executive
Order 10096 and regulations. issued thereunder, by filing a’' written
appeal with the Chairman, in quadruplicate, and a -copy of the appeal
with-the Department Patents Officer, within 30 days (or sueh longer
period as the Chairman may, for good cause, fix'in any: case)  after
recelving written notice of such:determinatiop. &= v T vl s

PART 8—-INVENTIONS RESULTING FROM RESEARCE GRANTS, FELLOWSHIP AWARDS,
éec S LT e .AND; GQNTI_{AGTB FOR RESEARCH % =0 “io:h o wits Lol
80 Poligy, = T ot S o
8.1 Conditions to be included in reséarch grants, '
8.2 Determination of domestie rights,: © . 2o
8.3 Licenses to the Gevernment, . .. . .
84 Option to dequire foreign rights,”
85 Fellowships. ~—~ ~ - =
8.6 Contracts for research. o S
8.7 Cancer chemotherapy indusirial research contracts, v .o oo o700 o -
" ADTHORITY ! §§ 8.0 to 87 issued iinder Reorg: Plan No, 1 of 1953 (18 FR. 2058
3-CER, 1953 Supp., B.0. 9865; 12 F.R. 3907; 2 CFR; 1947 Supp., 1.0. 18906, 15
FR.890; 8 CFR, 1950 Supp. - © =« e
8§80 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 responsibility under the Public
Health Service Act to promote and coordinate research in the field
of ‘health and to make available information:concerning such research
and its practical application.’ Thesscientific and technological ad-
vances ‘attributable, in yarying. degrees-to this expenditure:of public
funds: frequentlyinclude patentable inventions. st Do oo 0o
(b} The Department, as a matter of policy, takes the position that
the: results of research supported by grants of publicmoneys 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 tothe general puble:
(c) On the other hand, in some cases'it may be advisable to-permit
@ utilization’iof the patent process: in order to'fostér am adequate
commercial-development'to make a4 ‘new:invention’ widely available;
Moreover;: it :is"recognized: that' inventions - frequently - arise -in the
course: of ‘research “activities which also receive’ substantial: support
from other sources, as well as from the Federal grant. Tt would not
be consistent-with the cooperative nature of 'such:activities to-attribute
a: particular ‘invention primarily te support recéived from: any one
source: : In-all these cases:thé Department has & responsibility to see
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that. the, public- useof the; Aruits. of the research will not be unduly
restrlcted or denied... ..

(d) . The followmcr condltlons ha,ve been a,dopted to govern the,
treatment ‘of 1nve.nt10ns made. in these various typss of situations.
They are d%lgned to afford suitable protection to the pubhc interest
while. giving appropriate - recognitlon to the . legltlma,te mterests of
others who have contributed to the invention. ~ -

8 8.1 Conditions to be included in research g’r‘aﬂ,ts Sub]ect to ;
legislative. directives.ior, Executive orders: providing. otherWISe, all ’
grants-in aid of: research shall provide asa condition that any inven-
tion arising out of the activities assisted by the grant shall be prompi-
ly.and fully reported, and sha,ll prov1de, as the head of the cons’mtuent
unlt may determine; éither.:.

-(&)7 That the ownersh1p and manner of dlsposmon of all rlghts in
a,nd to such invention shall-be subjett.to.determination by the head
of the constituent unit responsible forithe grant,or... . .-

(b) That the ownership and disposition of all domestlc mo-hts
shall be left for determination by the grantee institution in accordance
with the grantee’s-established policies. -and procedures, with such modi-
fications as may be agreed;: ‘upon-and.specified:in the grant, prmnded
the head of the constituent unit finds that these are such as to.assurg
that the invention will be made available without.unreasonable; Testric-
tions or exeessive royalties, and provided: the (tévernment :shall res
ceive a royalty-free license, with o right to-issue sublicénses as pro-
vided in § 8.3, under any patent applied for or obtamed upi_ the
invention. sz s 5

(¢} Wherever practicable; aziy: a,rrangement Wlth the g'rantee pur-'
suant -to paragraph: (b} of: this section :shall provide;in -accordance
with: Executive Order 9865 that there. be.ressrved to the Government
an option, for a period to be prescnbed to ﬁle foremn pate.nt a,ppll-
catlons upon the invention: ~ .oy

-8 8.2 -Determination ds. to domestw mghts Rlo'hts 1 any iriveri:
tlon ot subject to disposition. by the. grantee pursuant to paragraph
{by :of §8.1 are:for: detemmatlon by the hea,d of the const1tuent
ortra,nlzatmn as follows::: ;

(a) Jf-he finds:that: there is adequate agsurance tha.t the 1nvent10n
W11] either’ be: effectively dedicated'to the. public, or that any:patent
which may. be:obtained thereunder® willi-be; generdlly available for
royalty-free and nonexclusive: hoensmg, tﬁe eﬂ'ectuatlon o:E these Te-
sults mayibe lefi tothe grantee, " -

by If-he finds that the mventlon W1Il thereby be more adequately
‘md quickly’ developed for widest. use and-that there are satisfactory
safeguards: against: unreasoiiable. royalties ‘and.repressive practices,
the invention may be assigned to.a-competent organization for develop-
ment-and :administration for the- term of the patent or: Such lesser
per:tod asmay.be;deemed necedsary.:

(¢} If he finds-that the interest- of another contmbutmg Govem-
ment agency is paramount to-the-interest of the- Departmeént of Health,
Education; and Welfare, orwhen otherwise légally required or in- the
- public interest, the- invention may be 1eft for dlSpOSlthl’l by that agency
in acéordance with: its 6w poliey.:

:(d). In.all-other: cases;: hie shall requlre that all’ domestlc rlghts 1n_
the invention shall be assigned to the United Stdtes urless he deter:
mines that.the invention is;of such :doubtful importance or the: Gov=
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emment’s equiby inthe invention is $0 minor that protective measures,
except as provided in § 8.3, are not necessary in the public interest :
§ 8.3 Licenses to the Govemment Any arrangement or determina~
tion as to the disposition of rightsin‘inventions pursuant to § 8.1, § 8.2,
§ 8.5 or § 8.6 shall-require that théré bereserved under any. atent ap-
plication or patent thereon, domestic or foreign, a nonexclusive,. ir-
revocable, royalty-free 11cense to the G'rovermnent Wlth power to sub-
. Heense for all governmenta,l purposes.. i
. 8§84 Option to acquire foreign rights. In any case where it is
determined that all domestic rights should be assigned to the Govern-
ment, there shall be reserved to the Government, pursuant to Execu-
tive Order 9865 and Government-wide regulations issued thereunder
an option to require the dssignment of all rights in‘the invention in all
or in any speclﬁed forelgn countries. In any case where the inventor
is not required to ‘assign the patent Tights in any’foreign’ country or
countries to the Government, or the Government fails to exercise its
option within such pericd of time as may be provided by regulations
issued by the Chairman of the Government Patents Board, any applit
cation for a patent which may be fild in such dountry or countries
by the invertor or his assignee shall nevertheléss be subject to a'non-
exclusive, irrevocable, royalty-free licenseto the Government for all
_ governmental purposes, moludmg the power to subhcense for all gov-
ernmental purposes.’
"§8.5° Fellowships. In the discretion of the head of the respon81b1e
constituent organization, the award of a fellowsiup to a person not a
Government employee may provide for the reporting of any inven-
tion made during the term thereof,. and for.its’ disposttion in accord:
dnce with the prov1slons of paravraph (a) of §8.1, or for its dlSpOSl—
tion by ‘the institution at which the research was performed in
accordance with its established policies, if applicable to such an iven-
tlon, which meet the requlrements of paragraph (b) of such section.
§ 8.6 " Contracts for research.” (a) Contracts’ for ‘research,, with
other than nonprofit institutions, shall provide that any: 1nvent10n first
conceived or actually reduced to practice in the course of the perform-
ance of the contract shall be promptly and fully. reported to the head
of the constituent organization responsible for the contract, for deter-
mination by him as to the manner of disposition of all- rlghts in and
to such invention, mcludlng the right, to require assignment of all
Tights to the United States or dedlca.tlon to the public.” In the exer-
cise of this power the organization head will be guided by the policy
specified in § 8.2 with respect to grants.
(b) Contracts for research with nonproﬁt 111st1tut10ns shall contain
provisions as in paraoraph (a,) of thi§ section except that, if it is
- determined that the institution’s policies and procedures are acceptable
as meeting the requlrements of § 81(b) with respect to grants, the
contract may provide; with’ such special stipulations in the contract
as may be deered necessary in the public interest, for leaving the
ownership and disposition of all domesti¢ rights for determination
by the contractmcr mstltutlon m accordmce w1th such polloles and
prooedures
§ 8.7 Cancer cﬁemothempy ‘industrial resmmh contmcts " Not-
Wlthstandlng the provisions of § 8.6, the Surgeon General in the nego-
tiation of contracts with other than nonprofit organiaztions for the
cancer chemotherapy research program shall be subject only to such
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hm1tat10ns“a,nd E'a,lte atlves 8%

C’ hemo thempy £ MMm«:zZ Besecw'oh 0 ontmc

"1, The cancer chemotherapy program of the Pubhc' Hea.lth Semce
is an intensified .effort; with: special appropriations made.available
under a Congressional d1rect1ve, to explore exhanstively- and rapidly
the potentialities of chemical compounds. in, the control. ‘of caner,
Because of the peculiar exigencies of this. program and in ordet that
the resources of pharmaceutical and chemical firms may, be brought
to bear with a minimum. of delay, certain exceptions to general De-
partment policy will be pernubted in the negotmtmn of mdustrlal con:-
tracts for this program. . -
%1 Industrml resea,rch contmcts for thls progra,m ma,y co
e1t er: :
4 the Standa,rd patent cla,uses, reservmg 1o the. Surgeon Genera,l
... .the Tight to,determine the disposition of mventions arising from
.. the. performa.:nce of the contract or,.in lieu of such right, -
_b. standard alternative clauses leavmg the right to patent and
"explcnt such inventions with the contractor, subject. to certa.m
; ;-:_hmlta,tlons deemed necessary 1o protect the pubhcs mterest in
_theresults of thécontracted. research .
3 Department pohcy concernmg “the’ negotlatlon and operatlon of
the alternativeclauses: . . -
e, Qontrdct’ mgotmtzom “The. a,lternatlves 1ndlca,ted W111 be
.- -made availablé in the negotla,tlons W1th all contractmg compames
_..',Wlthout djscrlmmatlon L
o b Public interest: The. opera,tmn of these alternatlve clauses
* will be closely Teviewed to assure that the following basic objec-
‘tives are maintained in the public interest:
e (1) The availability of information concernmg the results
. of research and the right, without undue delay, to make dis-
- closures to the extent essentlal to serve the research need ;.
2y ‘The ayailability for developmént and: use of health
_ purposes, on.reagonable terms, of inventions arising from the
- research- ‘contract, whether actual development and produc-
'tloél is to be made by the contractor hlmself or by others,
an
. (8) Sustained - concentra,‘mon on ‘the a.ntl ~cancer ob]ectlve
of all resources mobilized for the puirposes of the contract.
-+ ¢ Contradtors interests! The Surgeon General or his represen-
- tatives shall maintain close’ consultatlons with the contractor
. concerning questions- affecting the public need for the products
- of inventions which are subject to the limitations prescribed in
.- the alternative clauses’ for ‘the protectlon of the public interest
_with' respect to their supply, price, and quality.. The objective
of these consultatuns shall be to promote a mutual awareness. of
. -&uch mutters in order to" assure to the contractor (under his’ rlght
" to exploit the. mventmn) an’ o portumty on his own initiative to
.~ take such actions regarding them as: he beheves Would be in his
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B, C’ontmcts for freseamh—}fzghts Zeft to ‘eontractoi.:: When the
contract is for réseareh (including ¢ontracts for product: ‘development
necessary for purposes of research) to be performed by the company
{with or without provision for subcontraeting), the contract, as an
alternative to the standard patent clauses; may: prowde for: leawng 0.
the contractor the right to, patent and exploit any invention conceived
or first actually reduced to practice itvthe course of the performance of
the contract subject, however; to- the followmg 11m1tat10ns whlch are
deemed necessary to protéact the publicinterest

1. Reporting. Agpeetnent that the contracter Wlll report promptly'
to the' Surgeon Geéneral any - ‘siigh -invention ‘and wills also report
promptly the filing' 'of ‘any: ‘domestic of foreign patent ‘application
thereon or his election not'to file such: a.pphca,tmn “Invention Report
shall be required after the conception or first aetudl reduction to prac-
tice of each-inventionthat reasonably appears to'be patentable and,
in any event, as soon as any evidence of utﬂlty h"tS een developed
(whether in ahedlth or other field of tise).

9. Disclosure. - Reservation to the Surfreon Genera,l of the right to
make disclosure of the invention, whenever he ‘deeins it in"the publie
interest, after’ takmg into’ consideration . reasonable opportumty to
the contractor to protect such rights as he may have in the invention.
The contract may specify that such’ digclosure shall not in any case,
without the consent of the contractor, bé made in"less than six’ months
from the time the Surveon General determmes 'the 1nvent10n Was or
should have been' r&ported :

- 8. Ficensé to the @ovemment : -Reservatmn bo the Government of
an 1rrevocab]e, onexcluswe, royalty-free licensé to practice or cause
to be practiced, by or for the Government throughout the world, ‘each
subject invention: (whether: patented or unpa,tented) “in- the menu-
facture, use or disposition according to’ laW of any artlcle or materml
orin the tise of any method or procéé.s" ‘ :

o \Fazlm’e to meet health needs. R REREN
H1 “al T recogriition’of the Government’s mvestment and the’ pub—
lic interest in the Tesults of” contracted regearch,” a,greement ‘that
_whenever, subsequent té the contractor’s filing of ‘patént apph—

" cation for any invention concéived or first actually ‘reduced to

© "’ practiée in the course of the perforimarice of a contract; the Sui-

' geon General, after obtajning and considering the: advice of such
R adv1sory bodles or gonsultaits as hie deems appropriate’and com-
"=E""%oetent ‘has” groiind o believe that stich” invention; whether re-

lated to-a: product, procéss, or otherwise, is as'such stage of de-

velopment that if it were more generaly available it would meét

« g ’health Tieed ard that the ‘public interest ! requires the invention
" fo'bé available for health purposes to ‘others thin the: contractor

+'and his licensees, he'shall so notify the contractor; giving resisons
- therefore, and:request him, within a time _specified, to' ta & ap
proprlate steps ‘to meet? the “publig’ sieed; which’ may’ include the

- vissuance of licenses te  additional: manufacturers ‘of"the* con-.
= »tractor’s own selection. (Such requests shall ‘be: supplementary

‘to'such informal consultations between the ‘Surgeon Generyl or

“his representative and the contractor as:Have taken- place Te

cordance Wlth the r0v151ons of sectlon A 3¢ above )
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oty b Tf; upon expiration.of the time; specified, or:such: extension
.., -thereof as approved by the Surgeon General, the Surgeon: General
.--finds that the contractor:has failed to take appropriate sfeps.ade-

- quate-to meet-the public need, he shall notify the, contractor, with
.- -- reasons. therefor;.that at the end of 90 .days from such notice he
Lo will.exercise- the rights specified below. - If within 20 days of
- receipt-of such notice the contractor fails to file 2 written request
for.a hearing-as provided below, the Surgeon General shall upon
expiration of the above 90-day period have the right:.. ... -
wtnoeen 1) to dedicate to the public all rights in the invention 2 or;
oo i {2) to dssue (under oriin anticipation. of the issuance of
...any .such. patent) nonexclusive, royalty-free licenses (for
-7 cpractice:of the .invention for.any health purpose) on a non-
.+ discriminatory basis to. all qualified applicants to. use, manu-

i, facture and.gell embodiments of the invention, for any health
e PUTPOSRE 1 300y iy e s g e i
c. If, within 20 days of.receipt of notice, the contractor files

-+ +.such request, for a hearing, the: Surgeon General, or a representa-
it tive,or representatives designated by him for this purpose, shall
- .afford.the contractor a reasonable opportunity to be heard, to be
. epresented by counsel, to present.any, pertinent information and
... .argument, and to rebut.any other information to be considered
.+ in reaching a decision,  The findings by the Surgeon General or
. - such representative(s). shall be.in writing, shall be based solely
on the material presented at the hearing, and.shall be final and

- - binding on .the contractor,. . If the Surgeon General’s decision
.- - baged, on these findings be.that.the contractor hag notmet the pub-
.. Jlig need and that publie.dedication or additional licensing by the
.- Surgeon. :General :is. necessary: in: the public. interest,.- he may . so.
7 ... dedicate.or license, effective at the end of the above-provided 90«
day period or at the conclusion of the hearing, whichever ig later.

5. Contractor's determination noi to..patent—Failure. to . pursue
application.. Agreement that.in the event the contractor elects, within
8 period. (not.to exceed.six months.atter the invention. was:or should
have, been. reported) .specified. in the contract, not to file a.-patent ap-
plication .on- the.invention, or,.having elected t¢ file thereafter falls
to file.and diligently prosecute.a-patent application, the Surgeon (Gen-
eral, when he ,ﬁggms.it.nec;e_ssary_m order to protect the availability of
the invention: for health pyrposes, shall haye the right to-require the
assignment. to the Government of all domestic rights therein except
for the.reservation.of:a nonexclusive royalty-fres.license to'the con-

t,ra,gto]:-:"‘;,'{:_,., B T F T RUTHE YL DU DL FUE IPR E It B
...6. Foretgn, Rights. -Similarly; agreement that. if the contractor
fails to fils, or elects not to file, foreigh patent applications which the
Surgeon-Gereral determines’ are necessary.to-protect, the availability
of the:invention: for health purposes in othercountries, the Surgeon
General may require the assignment-of the foreign rights, - :
.. T.. Renegotiation -onnew leads: . :(Such a provision not mandatory).
The:contract may provide that if, inthe course of the performance of
the contract, the.contractor-identifies-any new lead which it wishes to
develop-at its-own expense, without, utilizition .of: facilities financed
2 Juch dedicaﬁoﬂxto‘ be éﬁé;zt‘lvé -:ié.uin's-{: the cﬁntrﬁétﬁz; iﬁd -a.r.ly‘ i)ér.soﬁs Qlﬁi.m,i : from
him upon filing by the Surgeon General with the Commissigner of Patents of notiee of sam
3 FEither one or both of these alternatives shall: be:specified: in'the -contract. 7 i1 7
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by the Governmeént, the Surgeon: General may, when he deems:it con-
sistent:with-advaricement of. ﬁm resegreh purposes of the Goovernment;,
renegotiate the application of the patent provisions of the contract.to
such new lead. Any modification of the terms of the confractishall be
upon such consideration (which.may be used to.reduce the obligation
of the Government under the contract) as the Surgeon General niay
deem equitable under the:circumstances; after-taking into considera-
tion the extent of the investient of: the Government:in relation to
the probable tost.of further development: - sooer Jove ol
-. C. Contracting with suppliers for.screening and, testingonly. -
1.:'When a'comipany -furnishés, for controlled screening and testing
only, compounds or- products. not ctherwise-available to the Service
and in which the company has.a proprietary.interest, the cohtract
may provide 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 screening
process and the-réport. of the: results by: the Service: to:the supplier,
'}-éuch period; as:to results deemed significant for the research purpose,
shall not exceed:12 mionths.: . i e cpiasiade s e
2. When the screening and testing of compeunids-obtained from the
supplier under such a contract is carried. out by an outside laboratory,
the contract of the Service with the Jaboratory will contain provisions
tSo' safeguard the rights:of ‘the supplier under:its-contract with the
ervice. SR
. Invention by Federal Employees.- Inventions made by Federal
employees, or by Federal eniployees jointly with others, are subject to
determination uinder applicable Executive-Orders and Department
regulations. Appropriate reference to this requirement will be made
in connection with contiacts with ‘suppliers of chemical compounds -
for use’inresearch to be conducted by the Service, and contricts for
research and development in‘which Federal employces may in any way
Partigipate. : ' K B TR R S S R T ":.-. '-;_Z.: el ‘ e
B, ‘Background patents or'rights.: Nothirig'in this policy statement
ghall be deemed to limit the authority of the Surgeon Genéral to ne-
gotiate for a licenise or othér rights under existing patents-or involv-
ing the use of patented or unpatented ¢ompounds or processes; as he
riay deent necessary foi* the efféctive prosecution’ of the cancer chemo-
therapy program, - 1t o L TR A

B Tl \:N LR S I
| MANUAL-_GENERAL ADMINISTRATION .

‘axt 6—Patents and. Invel

.., CEAPTER 6-20

10" Orgatization ' EA
20 Assignment of Responsibilities ™~ 7
30 Membership of Department Patent Board and

Department Patents Officer

6-20-10 Organization

_A. The Department Patents Board shall consist of a chairman and
six other members of the Department appointed by the Secretary.
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B."The Departient. Patents-Officer shall be- a,ppemted by the Sec-
reta,ry and shall serve ag a member of the Board if:so'desighated’ by
the’Seeretary. A Deputy Depa,rtment Pabents Oﬂicer may hkerse
be appomted-_

115 Advise a.nd consult with: the Secretary and with: approprmte
Department personnel, including the Department: Patents Officer
. and the Department’s representatives on'the Government Patehts
11" Board, on:questions: 6f patent policy affecting the Department.
iRy Upon request;iconsult with and makerecommendations to the
Seeretary, the: Department Patents Officer, or the head of an op-
erating-agency; regarding:the. ‘application of patent policies:or
procedures -within :the- Department,: or: Wlth respect to speelﬁc
Inventions: it A : 5
i3y Imite dlscretlon, after a,ﬂ'ordmg opportunlty for an. mformal
~+::hearing, hear and-determine.on behalf-of the: Department, appea,ls
~ from determinations relatmg to the ownershlp or patentmg of
il .employee 1nvent10ns aEe g ; :

st l Act as. executlve ofcicer and secreta,ry =for the Department
Patents Board.

of 20 Ach either.as the representative of the lepartment or as: 1ts
._.alternate representative on, the. Government Patents Board, .as
designated by the Secretary ; act as laison officer for the Depart-
ment with the. Chalrman of that Board. and make such reports.to
~i...him as may be appropriate; except where otherwise provided by
.o the. Secreta;ry, represent,’ the. Department on any. boar?is and. com-
—— mlttees and. in other matters relating to inventions and patents.

“8. Act as liaison officer for the Department with the Depart-

... ment of Justice on. matters relatmg to patent pohcles and pro~
cedures. ..
4. Receive all - etermmatmns made by the heads of operatmg
;- AZeNCY. UNits., rela,tmg to inventions.made by Department, em-
_._A_}:-)loyees, referring, if, necessary, any such determinations to the
Department Patents Board for its review and decision. -,

5. Receive for transmittal, with his’ recommendation’ where
3ppropr1ate, matters relatmg to. patents requiring consideration
or action by the Department Pitents Board or thn%ecretary

6. Consult;and advise;;as feasible; with the various operating
agency orga,mzatmns and oﬂicers of the Department in the for-
mulation and carrying out'of policiés’and procedures relating to

inventions and patents. .

7. Be responsible for the maintenance of records concerning
Government—owned ‘patents:for the administration of :which the
Department is responsible and for the ha,ndlmg of apphcatlons
for licenses thereunder. . ... .. : _
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6-20-80 - Membership: Department Patenits Board tmd the: Degmrt-
ment Patents Oﬁdef“
A, The membership’ of ‘the"Deépartment Patents Board shall con-

gistof:
- Miss’ Ma,ry Switzer, Ohazrmm, Drrector, Oftice of° Vocatlona,l
Rehabilitation _
Mr. Homer D, Babhidge, Assistant Commlssmner and Dlrector of
. theDivision of Higher Education, Office of Education’
Mr. Edward B: Persons,. Deputy Director, Division of Personnel
~ Management;Office of Administration
Dr, John D Porterﬁeld Deputy Surgeon General, Public Health
. Service. .

I Seggel fizecutive Oﬂicer, Natlonal Instltutes of

Mr Dale-S. Tl ompson, Director, D1v1s1on of General Ser\nces,
"Office of Administration
. Dr. Frank I, Wiley, Chief, Divisi jon: of Pharmaceutlcal Chen-
. Vistry, Food and Dru, Administration™ |
'B. Department ‘Patents Officer ; ((1 acant).
~ Deputy PatentsOfficer : Mr, Edward J.. Rourke, Assistant Genéral
ounsel Publlc Health Division, Office of the General Counsel

NA'I‘ION’AL INSTITUTES oF HEALTH

Inventwns dedwated “to the pubho ﬂww pubtwatwn for the penod 1.953-58
O EMPLOYRE INVENTIONS i

Inventor - B ETitIe ofinventten | Jom'nal referenca

)

Crisp, Lam'enee R. and Stxer!i “Automatic Pipettd. Washing CrlSD,L R and, Stieri[ Au!:omatic

~Harry," % Maching.™ Pipette Washing Mac hine, Bib.
Ll Lo Tech, Fepts., U,S. Dept, Commerce,
PB 111745,

White, WM. C.L._.._._._..0 o £ Bensitive Glass™

'Wh[te, W0 Sottie” Expérimeits on
73 -|;+ the Use of Glass as s Radiation
Dosimeter, Nu,ci{eon;gs, (Oct.) 1953
T HOSUIIELET, +E0T
Steinberg, Dan!el ................ "Sp]fj:Lyophﬁ[zationFlask”.. St,einberg D.: Sp‘.l[t Lyo hilization

..Flask, . Bib.- Teeh, Rpts., U8 Dept,

R X Commerce, PR 116987, i

‘Tube Sepa.rar: e .| Nadel, M.: Tube- Separatory Tuo-

._Rocker Jdor Rapid JExtrac- | neland Rocker for Rapid Extraction,
tion Chemist Analyst, (Mar.) 1954,

“Stopcock With MNeedle-Valve | Perrine, T, T.: Stopeock With Needle-

Ooutrol Valve Control Anal, C'hem Vol 28,

TR | p: 286 (Feb.) 1958.

Cris 'Laureuce R. ‘and “Proce%s of. Preparation of .Crisp, 1. R, and Dehroske J. M F

o, D roske, Jobkn M. F, ... |- -Tooth’, Seetions Ior Mic . eparation ¢f Tooth Sec-

Gl : '-_scopy . 1crosmpy, Bib. Tech,
: P .8, Dept. Oommerce, PB

! ‘ 1.
B “Tuple Automal:m All-Glass Hi_ghhouse ol and Menck
Water i Tnple. Automatic Al-Glass ﬁrater
2L R0, 1o %3%&?@ {?}wtri oo 2
S 0. 10, pp, c
Gunke:l Ralph‘D ............... “Self-Reeording Tangent | Gunkel, R. D.: Self:Recording Tan-
Bcreen for Visual Fields.” %e;ttScreen for Visual Fleld, Amer. J'

ﬁa,de]. E_il M.

'P:e,rii;::e, Tlijeoﬁofe "1‘_.

Highhouse, Frédérlic
Menckan, Ca.lvm. )
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Iwwenfzbns dedmted to the. public through- pubhcatmon for the peri
; 1.953-58——Contmued; Loy .

] bach ZE[ Dessmatox Cover Re-
inover &nd Sleeve “Wrench, Science,

o Oct 215 1966y o ;
Bowhan, i Specttapotostu:
,Vol 122, No 3157

: ,oromej;er, Scfmce
(July) 1955

dquid Continu-
5] -ons Extractor, AnaI C'hem., Vol, 28,
U DL 2020 (Deée.) 1886, -
Severiughaus, JW 'I‘elecur, Current
o Res. B dnes. ,-and Analgl (Aprg
: -11957;,1? s st (Aug

her isto:;'l‘hermometer
B:idge, earity’and’Sensitivity for
.ange iof Temperature, Rev. of

iszr.; Vol, 28, Ne.. 5, 326-328

Noble, F W Somc VaJve Oatileter
-+ Tip. Manometer Fed; Proe., Vol. 18,
\ BD, 136-157,1956; Iﬂst ofRadto Fngrs.
* Transaction. on - Med, - Elecironica,

PGMR-8 (July) 1957,

“Liquid-Liquid, Oontlnuous Fieree, C. E.r Lig
Extractor Poovtayne:

‘of , Bei

;-J; “Bridge Circuit, for Temper
< dture: Mea.sttremeut Wlth,

1957 e
Joram, PRIUD. _ oeeeoeeeeee “Vacuum Formed Disposable | Joram, P.: Vacuum Formed Disposas
Paraffin R m bedding ble Paratfin Embedding Trays, U.S.
rays.” Gzt Res. BRpts., PB 131307,
Jenking, Tack Q “.T.nvertor Rmk"

c— J‘enkms, T. C. Invertor Rack, to be
- . published in U.8, Goot Res. Rpis.,
. Dept, Commerce.

Muore, John W-,,,._-__-,__-_,_____,.. “‘A. Method for Reduction of (Final arrangements nof, completed )
ST Oapacitative Carrents.”
Moore, J'oim W e “Automatic_Zero Volt Loss Moore, W Automaﬁlc Zero Vol
Current Meters,” - - "Loss Current Maters, Rer. nf Seien,
1.958 e e R Imtr. {to be published). .

Qoilove, Emes,_ I H‘,{Automatie_'_‘q'hehﬂﬁ Ditrs cut]ove, Automafic Ohloride
tor."” Titra.tor,

P of .Lab d: Clin, Med.,

ar.} 1
FIet:cher, Hewitt G, Tr. aud A Simphﬁed Preparation of F]etnher, }I G. :and Diehl HW.: A
:Diehl,. HarryW - : 2-Deoxy—.D -Ribose." ‘Simplifted” Propatition : of 2.Degxy-
 D-Ribose, Arch. of Ricchem.: and
Biophy., (Dee.) 1965,

GRANTEE INVENTIONS |

Puriﬁcation and Isolatlon of lese!haum J S. and Berndeld, P.:
- Proteins by Electrophor ort of the Sixth Annusl Meetmg
“on & - Medium Consisting of the-Beard of Scientific Advisers.of
i Modlﬂed :Starch Paste” the Tufts Cellege Cancer Research
: & Cancer Control Unit, Tuffe—
E K ancer--Research: & Canger + Conirol
< Unidt, 6th Annuel Rapt,, (Oct.) 1953,
of ltsky, W.: An Appara.tus for HEstab-
Fliids by Contisiious Pds- !1shi.11g' the- Come-Up’ Time Procéss
sage “Through: & -Stiintess’| ' for the Heating and Pasteurization of
Stee]l Tubé Which {s Heated - [+~ Fluids, . +Tech. Rpts., . U.8. Dept.
by ‘Eleotrical Resistance,” Commeree, ‘(Aug.} 1953,
ledtromagnetic Flowmeter® Greeu H.D., Denison, ‘A. D., .and
e S S ]i)encer, M. P+ Domonstration: of
etromagnetic - Flowmeter for TUn.
opened Blood Vessels, Fed. Proc.,
Yol 13 N’o. 1. 643, 19 4 .

Litsk,v Wa.rren, ; ‘ni.ver‘s[‘ty. af* ”Rapid Pa.steurizatlon
Massachusetts e o

McShan, Ww. H,, University.of-| A Simplified Procedure for McShan W. H.: A Simplified Proce-

‘Wisconsin, the Preparation of Pltultary dure for the Preparatmn of Pituitery
Follicle Stimalating Hor- Follicle Stimulating Hormone, Proc,
mone,"” %ﬁgac. of Exper. Bio, &Med., (Apr.)
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Inventions dedicaied to the public thﬂmyh publication for the pemoa‘,

1953-58—Continued

S gRaTEE ERVENTIONS: Continued « =+ * - wouh o

- Tnventor

Tit!o of mveutlon

- Journal reference - ... - ...

o 1985—comtinued
Nason,’ Alvm, ‘Tohns Hopkiﬂs
Univers ¥-

Fanta, Paul E, and. Sieln,
Rohert A., Tllinois Tnstitete of
Teehno logy.

1966

Stetamm Mano, St, Elizabeths

Hospltal Mass Vi thaes

Price, Gharles C., and Ulbnght,
“Tile : Umvez'mty of
Pennsylvsma

Robins, Roland K., Now Mex-
ico H’]ghlands. -

Burgess, aLandry E.,
Medlcal OOIlege

Acheson, Georga A., Kahn,
Julius B,, and Vick, Robert L..
Umverstfy of Cinclimati,

Bitswell, A M,
Florida, '

Momson, Mart.m St.otz, El.mer3

H., and Hamiltor, ‘Howard
‘B.,. University of. Rackester,
U8 Army (Himilton,).

Bereu, Berard A, and Diettert
Gerald A, Wa.shmgton ‘Uni—-

versity.

Gecke]er, Georgo D,, and Burke :

Norman Hahnemann
Medical College and Hospital
“of- Phﬂadelptua i

1958
Carroll, Donald W, Roilins
College,

. Martell, Arthur E., Clark Uni-
versn'.y

uMeharry‘

#Tipid ‘Cofietor for the En- |
" zymatie Reduetmn of Oyto- | .

chrome C."

!*8ynthesis W1th Sodlum N]-.

tromalonaldehyde S

“Identiﬁca.tmn of OIot Re-
“traction Promoting sttor
m Platelets -

o New Oompound “4amino-

‘5-hydroxymethyl-2-methyl-
thlopyrimldme.”’ o

. “Sy'ﬂthems of 4-Amino- ‘and
“4-Substituted Aminopyra--

zolp * (3-4-d) * Pyrimidines

"and Severall- Alkyl Derive-

[ tives.”

“An Ant,mnem1 and Growth
Prindiple-Isolated: from the

Grasshopper "

Developing - Egg of the-_-

“Dikydro-oushain * and - -

hydrodigitoxin _have the
~.Characteristic effects of car-
“disc’ glveosides with .a

margm

et

of [ “Rapid “Method for: beter—‘

mining . Optimal ., ‘Alum’
Dosages in~ Water -Treat
“meng,’ - -

“Procedure for Isolating the
Enzyme, - Lactoperoxidase
_ by Ion Exchange Ohroma—
tography JHo

“stposab]e 0xygenator” L

€

uency vibrations, ™+

45-N-Alyky-§-form yl-Fydan.
toins and Derivatives.”

“Synthesis of New Pyridine
Aldehydes o8 Models of
Vitamin Bs.”?

H R and ho]fe

Nason, A.:- Lipid- Cofactor for the:
Enzymaiic Reduction of Cytoohrome
-'C, Science, (July) 1955 i

_Fanta, P. E.: Synthesis with Sodium

Nitromalonaldehyde, Fh: D. Thesis, !
inois: -Thstitute “of Techno]ogy,
.'hme) 19 55 . )

Magahm S I a.nd Steramm,M Olot_
. Retraction Promoting Factor” (Re-:
tractin) in Platelets- and -Tissues,
- "Science, Vol. 129, pp, 796, 796, 1956,

Pnce, Q. O, and bng t T, L., V.
-New Compound d-arqing- 5-hydrox™-"

“ymethyl-25 methy]th:opymmmine, .

- Chiem., and Indust., (Sept.) 1956,
Skipper,  H. E,, Ro

hins, R, and
Thomsen, J, R.: Inhibition- of Byl

- perimental Neoplasms by 4-Aminops
. yrazolo  (3-4-@)  Pyrimidine;

. Proc..
“Soc; Ezrper) Bm & Med., ol. 89
D, 594—596 195

ss; L. E., G T, 8.8, dRolfe,
! T.. YEffet of' Orysta.llme Witamin
‘Bis and of a Crystalline Grasshoppet*

)

Pigment (GHP) on - Experimental

Anemm in Mlee, Fed; Proc., Vol 15,:
(Mar) 1956'
Oompa.ratwe
_Study of Growth—Promotmg Aetivel
‘ityof 8 Pteriding in Relationship to
Thymidine: &' Vitamin' Bii,’ ‘Fed:’
‘No. 1, (Mar.)’ 1665;
' , LoEo Al Preliminary’ Quan—,
stative - Study of -Pterine Pigment
the Developing ‘Egg of the Grass-
hopper;  Areh.: Bio:, Vol 20, - No. 2,_
< ph; 347355, (Feb) 1949; ) H
Acheson; G. A ; Kahn, I.ZB and VIG]I
LR L. Dehyd.ro-ouabam and T
ydrodigitoxin' have: the' charadter::

» “*igtic effects of eardisc glycosides with
greatly increased - safety T

o 'greatly 'increased - safety - margin, °
. J. 5é’harm &Ez'per Themp (Nov)

Buswe]l A M Methedmr Automatw
Gontroi of Ooaguiant Dosage; . ‘Am.
“iiater- Works A.ssn Vol 50 No; 4,
(Apr.) 185 ik

Mnrrlson M Stotz, B.H., a.ndHamJi— .
ton ds Tor .3

' Ton - Exchange Uhmn’]l)atography, J.
‘Bio. Chem., (Oet.} 1967. .

(Fma.l pubhcation amngem ut not

‘ complete,d)

1erophone for Iow Ire--_- v

"Henze, H. R., and Carroll, DT "W;"
5-N-Alyky-5-formyl- Hydantoms and

Derivatives, J. Am, Chem. Soc.,
Vol. 76, p. 4580, 1954,
Martell, A B Syntbesm of New Pyri-

dine Aldehydes as Models of Vita-

" min By, Tetrahedro'n, (June) 1968,
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Lva,at oj’ inventions on which . patent ,apphowtwm
T behalf of HEW

PATENT: PRACTICES?

JAere;

*Imventor(s)

“~Type of imyention

Dirs. Jesse P.
tzon)

Drs LloydW
: Ser No. 182,084, . Filed. .Aug 20,1050, Abandoned Jan, 14,

Dr. Milt.on:r Allen (emﬁploge
EerB No. 201,502 e Dec 18 1950 ReJected Qct. 10,

B 52,
Dr Jonat;han L Hartwe]i (emp]oyee invention} _________
-8eri No, 203 249. . Filed Dee 28, 1950. Rejected A.ug 7, 1962,

=y invention

8. Pat, ND 2 539, 338-

¥ ( )
Her. No, 223,812, Filed Apr 30, 1951, ajected Dec 1, 1952
Dr Slmon H. Weﬂder (grantee), Ifniversity or Oklahoma-

7.8 Pat. No, 2,657,164, - Issned June 18, 1
Dr' onathan Y. Hartwell (employes) . _
.. Ser-Ne., 228,811, - Filed:Apr. 30, 195 ”

Greensbem and Vincent E. Priee (employee inven- :

AW and Walter E Hestun (employee mvention) -

‘*Method.of Resolving Racemic Amino-
Aaidsr T

) “leed Hipper” ©

“Preparaticn of Substituted Bis-
Ammophenyl Ethylene Grlycols " :

“UBdlatin Derivatlves L i
(“Preparation of Aminoinda.se "
“Quarternary Ammanium Com-
Poln:
"‘Method of Iso!atmg Quercit in irom
.. Peaniug Huils,” '
.“Ohemica.l Compou.nd.s " :

"‘Preparation of Substituted Blsamiuo-

¥. Milfon J: Allen (employee)s ... imiimani
U §::Pat. No, 2,563,806, Tsauod . Aug: 14 1951
Sriniviss Ra]agopakan (PHS research feilow), Harverd Tni- |

; N
D BernardB Da\ns fempl

. -phenyl Ethylene Giycols.”
“E;le}?cgwe Oxldation of Seroid A!co
. hols ; .

V20)....

8. Pat. No, 2,571,115, Issued Oct 16
R. Elderﬂeid and: Elaa_n erb]e (gmntees), Oolumbie.
njversity, New Y otk City. -

U.8. Bat.:No., 2,604,474, Issued Iujy 2, 1952,

'J'; ‘eeora (emp! oyee i y

o U8, Pa 1368 -Issued Sept 23, 1952,

Drs Teon: Levmtow and Jesse P Greensbeln {(employees)
U,8. Pat. No. 2,616,328, - Issued Nov. 4, 1652,

Drs. Donald L. Show and Oyril 8, Btaub (smployees)
T.8. Pat, No.,2,649,727.: ssued Aug. 25, 1963,

Dr Herbert Kahler. (employee) _______
- HShP%ti] N]m :('551(236 Issu;l,d er
r.. Hug] aplin, Jr. (employes

1le d F b, 2

N’o. 400,90

Dr. lbert E, Sobel {er: the I!’ewish Hospital ol’ Brooll
o1 Ber. Mo, 487,715, Fi]ed eh A1,°1
Drs Wilton R, i“..arle, Virginia. Evans, Mr Edward L. Schﬂling
‘Mr. Jay.C. Bryant (etuployees;
" Serial No, 508,681, Filed M
Dr. Jossph Portnoy (employee) .
Pat. AppHeation Ne, 61(],046 Filed Sept 12, 1956.
Drs. Ralpk -Jones; Jr., Chazies. Q.. Priee,. Aehmtyaz,K .._Sen
(grantees), Univemlty of Pennsylvania.
i Jer. No. 656,452, . Kiled Apr. 26,1957, . Reiected Mal 19, 1953
aul Ta:lalay (en:lplo ee)
{177.8. Pat. No. 2,706,382, Issued Ju
Franz T, Maler (employea)
Pat. o, 2,802,301, Granted Aug, 18,1957,
Franz T. Meler and, Ervin Bellack (employeos}..
Pat. Application 683,216, . Filed Qct. 29, 1957,
Dr.. Max: Strumia. (g'rautee), Bryn Mawr ’Hospital
U.S. Pat, No. 2,845,929, Issued Aug, 5, 1058,
Drs. Wi]ton R. Earle and Frederick Highhouse (employees)
.S, Pat, No. 2,868,036, Issmed Oct. 28, 1068,

""'1?;]'1957

Drs. Everetts L. May and Nathan B. I:.ddy (employees)--- N

Ser. No. 771,185, ~ Fited Oct, 31, 1958,
Drs, EveretteL May and Nathan B, Eddy (employees)..
No, 771,168. Flled Oct, 81, 1988. Preliminary rejeckion
“Mar. 16, 1669,

W P’rimsquine."

“Germau-Sﬂver EIectro -Cardiograph
Contact Electrodes.”

"Method of Enzymatie Resolution of
Amino Acids,”

”Chemical Fame Hoed.”

“Electrical[y Contmlled Thermal Xx-
pansion Devics,”
*Preservatlon of Blood.”

“Fluid Suspension Oulture Method
for leed Tissue Cells.”

Process for preparing actlve f.ractlon of

virulent treponems p:
3”Qum011uea'1"ypa Mustards and Pmc-.
. egs for Producing Same.”” .

'.“erobmlogical Transiormation of
Bteroids,

. "‘Improveﬂ Colormeter "o .
. _\“Method of Usmg Fluorspar for Flio-

ridation.”

AtAn Apparatusfor the Collection and-
"Cooling of Blood,”

#Qulture Flasks for 'Usa With. Plane

... Burface Substrate Tissue Cultures.” .

“New Benzomorphans and . Prepa.m—
tion Thereof.””

“Improved Analgesie Drugs (Beuzo-
morph 3.7

T
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NO,? ,5k

- Public: Health Service mpphca,tum fm‘m for.research. grants. .

Deparfmenr of {Leave Blank)
(Leave Bldnk: [ R HEAI.TH EDUCATION, AND WELFARE
Received Dato R “PUBLIC HEALTH SERVICE ~ °

NATIONAL INSTI'FUTE O'F HE.M.'IH N

Cousntil Assigned Mn | Cnmplulad ‘Application tos "
: on of kasearch Grants’

e IR NCIIIDHUMI‘\III'IJ‘MF of Health; .- -
Action - K Bc hﬂ:da H Md. R

APPLICATION FOR n:ssnncu GRANT ' 0 Dal
Apph:cnon uherebymudeforugruni in 1he ‘D_fﬁ‘ ifqr_r_thqperi'ud‘:ﬁgm,

- (it eumit)

- Imnlh} B d,,] ! & B
for the purpose of conducrmg o resemch pro[ecl enmlad (hrmf lo 53 typcwrliar spaces
TITLE OF
PROJECT:
Chack One:

[] NEW PROJECT

[1 RENEWAL OF PHS GRANT NO. 0. REVISION OF PHS APPI.[CATION NO.

Principal Investigator ' Co-l’riyl;ipul Inva;llgu!g Ifuny; o

Mgwe | onfy e Pt ¢ i A e
T Hnn I Middla) {Low] {Rnty (SAlddTey

Title

Pept.

Schaol ‘- ! (

University or R HITY

Inalitution lnsmutlun

Streol Address ) sn-ur Mdm: -

City end State || ity ‘and Stdte

Mome, Ttitle and Address of Financial Oficer: ’ - C['mr:k- 1o Be Drawn ot Follows:”

AGREEMENT

='; Itis undersiocd and agreed hy:the applicant: J\'I f Thut funds grumed osa resu[i of this requesl are 16 be expendul fot .
urposes sel forth herejn; (2] that the groat may be revoked in whole or part at any time by.the Surgeon Genaral of the
Pub ic-Health Service, provided thot @ revocation shall siot inciude any’ amount obligated’ previcus to the’ effective date of *
the revocation if such obligations were made. solely for. the purposes set. farth in this; .epplication; {3} that oll_reports of origi-
- nal investigalions. supporied by any. .grarit made as o resvlt of this requesf shall ucknow!edge such suppor; (4) that, H any
+invernition arises orisidevaloped:in the course of the work aidéd: by aay igrant. received as’ o re2ult-of ‘this npplicatién, the
applicontinstitution will eithier 1a) refer, 1o the Surgeon, General for determination, or (b) determine In aecordance with, ity
own pokicies, as fermally stipulated in a seporate supplamentary agréement entered inta between the Surgean General and
the’ grantes ‘institution,"whether patent:pratéction” en’ such invention shall be sough} and how therighits in the inventiés,.
including rights.under ary-patentissued thereon,. shall bé disposed of and- {,.in qrdg{ o plo!acl the public..
|n1urus!

L /NAME OF INSTITUTION

ADDﬁESS

.y’ AND STATE |

INAME AMD TITLE OF DFPICb\T.
AUTHCRIZED TO SIGN FOR
INSTITUFICHN (Please Type)

. PF:SOI@ALSIGNA"UIE | b o

: i, ogreymun) " L ot

{ amotereHE tha "piiciel Tinete neme
e ha - {1og " ahors:.

PH5 378
< Rer, 957

vyt ol
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No. 6

NONPROFIT INSTITUTIONS Wire 'WHICH : PATENT AGrREEMENT Has
o BEEN ACHED

~California Instltute of Technology P_asadena, Cahf
Cornell University, Ithaca, NJY:
_Florida State University, Tallahassee; Fla:
. Harvard -University, 25 Shattuck Street, Boston, Mass.
Tows State College of Agriculture &. Mechamo Arts, Ames, Iowa
Massachusetis Tnstitute of Technology, Cambrldge Mass S
Michigan State College, East Lansing, Mich." '
Mt. Sinai Hospital; 5th Avenue-and 100th Street, New York N Y
Northwestern University, 619 Clark Street, Evanston, .-
Ohio State University, olumbus, Ohio.
Purdue University, Lafayette, Ind. -
Princeton University,: Prmceton N.J.
State College of- ‘Washington, Puilma,n ‘Wagh.
Tufts University, Médford, Mass." :
UISV]E_‘IfSlty of. Cahforma,, 240 Admmmtrataon Bu11d1ng, Berkeley,
ali
University of Illinois, Urbana- Champal 1.
University of Kansas (Lawrence only), ﬂwrence, Kans o
Univérsity of Mintiedota, Minneapolis, an
Umversmy of Washmgton, Seattle, Wash

“No. T
InveExTION AND Parent Porrcies ACCEPTABLE TO THE PGBLIC
Fear e SERVICE

The policy of the Department; of Health, Education, and Welfare'
on Inventions Resulting from Research Gmnts Fellowship Awards,
and other Research Arrangements, recognizes the- ‘cooperative nature
of research aided by Public Health Service grants-in-aid, For this
reason it offers altérnative conditions with respect to the handlmg of*
patontable inventions which may arise out of activities assisted by the:
grant. Rither the Surgeon General of the Public Health Service
may- reserve the xight to determine the ownership of .the invention.
and -1ts" dlSpOSlthIl or’ such ‘inventions ‘may be a ministered by the
grantee-institution in accordance with its own. patent policies and
procedures, provided the Surgeon (General accepts:these as assuring
that the invention either will be dedicated to the publlc or, if patented,.
will be made available without unreasona,ble restmctlons or excessive:
reyalties. -

Policies and procedures outlined below are t.ypes Whlch may give:
siich, agsurance.”  Institutions which ay not, as yef have formulated.
a policy with respect to inventions developed from research financed.
in-part-with public funds may find‘this outline of some. assmta.nce in.
the fermulation of their own procedures. S

T"Agreement reached subsequent to the Department’s letter of Nov. 15, 1957,
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A DI]DICATION TO T]E[E PUBLIG OF RESU'LTS 0]? RESEAI{GH EIE[HER ‘BY:

P ATENTS

- The Surgeon General will accept this policy in any case where it
is "demonstrated. that:the: grantee-institution has .a- responslble body
or official to see that the policy is effectuated. '

“As stated 'in the Department Regulatmns ongrantee.’ mventlons,
dediéation to the' public in general seems most appropriate for. in::
Ventions developedp swith the ‘assistanice of publie moneys. . Many in-:
stitutions, “particularly insefar as-inventions:relited to: health:.are.
concerned also adhere Lo th1s prmclple ‘ -

o ¥

B I’ATENTING WITH ROYALTY-I“REE LIGBNSING e

A genera.l pohcy of issuing royalty-free, uncondltlonal and nonex-
clusme licenses under pa,tents obtained is-equally: acceptable In-ad-
ministering such'a policy there may be times when in‘the judgment,of
the institution the interests of the public:im:a.particular: patent will
be best served by (1) conditional licensing, providing standards as to.
the quality of the product, or the qualifications of the manufacturer,
or (2 restricted llcensmg for a limited period. 10 assure the develop-
ment of the invention. to the: pomt ‘of utility and. satisfactory qualify.
Decision.as to.the neoesmt% for elther such’ arrangement would'be that:
of the %rantee—mstltumn ut; prior to dccepting the institution policy-
the Public Health Service would require general’ gssurance that under-
the institution policy, excluswe licenses would be the exception; niot the
rule and that they: wonld be for'a limited period only. - fn the Ciise of
institations. which do'i issue, exclusive hcenses, the Public Health Serv-
ice would further require full information. as to the basis' on:which:
such_licenses, are issued and th sa "O'ua,rds ‘utilized ‘to' protéct tha

ROYALTY BASIS

s pI’OVlded B Whlch prowdess for royaltles i some or:
even all cases Wil 416 be congidered aceeptable policy: -In such: case
the royalty tates must however be reasotiableand & royalty free license.
to the Governthent ‘Wwith: power: to Subhcense for all governmenta.l
purposes will be réquired in alkcases. ;" = = :

“"The "Public’ Health Servies' reahzes that there are condltlons at
certain institutions which in the’ estlmatlon of the-institution make:
royaltles desirable, if not mand&tory, in erder tor provide reimburse--
nient of the funds spent 6 secure patents; incentive. awards to: the;
inventor, gnd’ support of research. - When this policy-is adopted. it is.
the view of the Service that the roya,lty charged- should not in-any
case exceed the raty aclmowledged a8 hormal trade practice,-and that
}:OWGT rates are more appropriate for licenses issued by public institu:.
ions

"The Serviee believes that profits realized from these. royaltles should'
be applied to teaching and research functions except for propottionate
costs of administration of institution patent, busmess In view of
the purposes for Whlch Pubhc Hea,lth .‘_Servme grants, ln-ald funds are




40: ' - PATENT PRACTICES

appropriated; it would be preferable from, the Service’s point, of view
that any profits from royalties be used to Support additional resedarch.’
Any gohcy which makes the inventor the primary recipient of royalties
woul not be a,eeeptable S

ASSIGNMENT oF" OWNERSHIP RIGHTS TO A Q'UALIFIED ORGANIZATION

“"Fhaé' Service will not: ob]eet to pohcles Whleh prov1de for: the a,selgn—
mg of ‘patent: rlghts toa reguta;ble organization; when the agreement
betwéen ‘the ‘institution ‘and that organization gives assurance that.
adrhinistration ofthe patents Wlll be w1th1n the 11m1ts indicated above.

,.<,, ;'.
i

General requirements R L I E b o

Before accepting. the. }i olicies, of an institution, the Serwee Would
like assurance that they have been” formally adopted by“appropriate
institution officialsthat;an adiinistrative body has been established,
or:some respons-nble official:has been-designated, to:carry out the Jpro-
gramyandthat the institution’s hlstory of operatlon has been con51stent
Wlth 1ts promulgat ohcges* i

:f

-“to administer nventiong
] . ealth. Service grants*—m—ald havi established
prmclples to determme,the equltles ‘of the’ inventor, the institution,
andithe sponsor thereln._ A,number of institution policies' with' which
ther, Se‘rvme is familigr provide, that under certain’ conditions the in-
vention may.be left to the inventor. =The Service would cohsider the
following: eriteria as. sa 1sfa,ctory to determme thé équities of the in-
ventor .and. the- institution. (These are the criteria apphed hy the
Federal Government to. inventi ns made by its employees)

~(a)-The institution shall obtain entire right, title and interest in end
to all inventions made by any em 10yee 1) ‘du¥ing working hours;’
or (2) with a contribution by the institution of facilities; equlpment
materials, funds,.or. information, or of time or services of other insti-
tution employees on official duty, or (3} which béar &’ direct’ relatmn

to or:are made ih:consequencé-of:the official; duties of the inventor.

(b} In-any case where the contribution.of the. stitnt me
sured_\ byrahy; Onerormore. £ the criteria, set forth in.paragrap) ]
lastabovey tothe invention isiinsufficiont.equitably to ]t:stlfy aTequire:,
ment, of assm'nment to the institution .of, .the. entire. right, title and,

_interest o such: invention,:or in.any. case, where, the insti
insufficient interest;if an invention to,obtain entire right,
terest therein;; theinstitution may- Jeaye title to, such myention he
employes, subject; howerer, to. the reservation, to the Gove niment of a.
nonemclusive; wrrevocable, royalty-free. license. gn. the. mvenéwn awith:
powerito: gmmt ducenses for afl gawemmenml PUPDOSES,, swk ‘rESeTVd-
tion., in the-terms thereof, to: «appear; where, practicable, in, cmy patent
domesticon foreign, whichmay issué on suah NBEntion. .. ... .

Repo?‘ts N N it

A report ‘Wlll e T qu1red ’ patentable Triveritions ag descmbed
in the following discussion’'of 'special ‘applications ‘of: Department
Regulations. In addition ‘to the initial invention’ report an snhual’
report for informational purposes, of the’ disposition ‘of inventions'
in which it has an interest 18 requested It is not proposed to review
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the institution’s decision as to whether or not patenting is deswa,ble,
unless so prescribed by the institution.

E’wplanatwn of specwnl applwatzm of. VDapartment Regulatwns on
© - Inwventions Resulting from Research Grants Fellowshmp Awards,
and other Research Arrangements.

Disposition of inwentions.—It will be noted in Paragraph 8.1 of
Department Regulations that the policy provides that inventions aris-
ing ‘under Public Health Service grants-in-aid (and awards) are to
be handled (a).by the: Surgeon General on a case by case determina- -
tion, or (b) by the grantee institution in' accordance wvith its estab-
lished practices and policies, after those policies with:sich modifica-
tions as may be agreed upon-have bieen’ accepted by the Surgeon: Gen-
eral’ ag assuring that ‘the invention ‘will be made-available without
unresonable restrictions: or excessive-royalties:  Institutions desiring
to be: considered under.(b) should:advise the Division:of Reseaich:
Grants, ' -It:is understood that institutions which do n@t ‘tale such
action wish to contlnue on the basm of case\ b
the Surgeon General: v

s Responsibility.~—TIt is the prunary respon31b111ty of the 1nst1tut10n
and not, of the personnel engaged in work assisted‘by the grant toicomi-
ply with Public Health Service pa.tent provisions. {Thef Service does
not, reqmre the individual:to sign @'statement of'agresment on’ patent’
rights Tsince it belieyes the institution: should administer such matters:
Accordingly:a provision on patentability is contained in the grant-in-
aid: application blank, which is signed by an:official ofﬁthe grantée
institution, and: which- may or may ‘not be suppletnentsd by a-letter:
of agreement between the Division of Research Grants representing
the grrgeon Generaly.and ‘the” grantée institution:: Grantee institu-
tions are expected, therefore to take whatever action j;hey deem neces-
sary to enable thein'to comply withithe agréemelts they ith
the Public Health Sérvicerelating'to'pat e

i Reportability of researeh résnlts 48 “inventions
developéd with-the assistance of Public Health'
which are or may be patentable must be réported .
Research Grants régardless of whethsr the grantee'l st1tut101
agreement of the: Surgeon Géneral to’handle ' in’;
with its ‘own policies-or Whether an-individus] determinat:
be made by the Suro'eon General. The method by wh
irig is insured is &t the diseretion’ of the instif
-desire of ‘the Pubhc Health Service to- require.’or encou
gators to scrutinize research” results’for, minor pafsentab’le :
The, Service will ponisider that the institution has dlscharo'edilts‘}duty
in"this respéct if there ‘are réported those accomphshments whicli the'
investigator and'the institution think are both patentable and’ of suﬂi-”
¢ient’ 1mp0rtance to justify publication, or, gre of " ient impor-
tance to-justify investigation for patentablhty‘ y the inveritor’
institution if the. Pubhc Health Service were not concerned
not to' be assumed in’this connectionthat,
as sabstitutes for re orts of mventlons

1 Thls is not true fo,r the Tesedrch' fellowshlps and certain of the tra_ineelhips awarded
by the Service, where: there is a.direet relationship: between: the-Service and the fellow or
trainee. . In such progmms the 1ndividua.1 ds required to‘signsa statement on inventions.

R
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- D3 ; ncationy and: Welfare as a: matter Olf
overa,ll ‘policy takes ‘the position that the results ‘of résearch. which:
are developed with the aid:of public'funds in the. field of its programs
shionld be utilized;in. & manner which will best. serve the public interest.:
Xt -considers, that: the public interest will in general be-best served: if
advances resulting therefrom are:made freely: available to the Govern-
ment, to scienee,to: mdustry, ‘and fo ‘the general public.:: Regulations:
to gecure these objectivesliave:been:developed and aré controlhng with
respect to research:within the;Service and iinderits grant Programs.!
: Contracts for vesearch; whether or not: with- nonpmf%t organizations,:
Wlll be: required. to c@nform to the.same Departmental policy; under:
standard clauses adopted. to provide that any invention-first copceived:
or,actually reduced;to-practice: in: the course :of: the performance of
the contract-shall- b promptly: and: fully reported-to: the héad:of the
constituent -organization: responsible for the -contract; for determi-
nation by. him;as-to;the manner of: d1spos1t1on of .all: mghts in:and to
such invention, including: the. right'to require assignment of a1l rlghts '
to. the United  States .or dedicatlon. to-the public: +Inthe exercise of
this: power: ithe organization’ hiead: will be! gnidéd:in genersl by the
polleles speclﬁed..m departimental- I‘egul&tl@IlS:Wlth? respect to gra,nts.

ment policy W111 e permlt ‘
- tracts for this. progra, -
Industrial contracts: for this ' program may. contain e1ther (1) the
standard, patént clauge, reserving to. the Surgeon (eneral the right to
determine the disposition of inventions arising from the, performanoe
of the contract, -or:(2) standard alternative clauses. developed to give
effect; to the. follo ving criteria. . The alternatives indicated . will. be
made available in the negotlatlons with: all. contracting companies
without discrimination. ‘The operation of :these alternative clauges
will ‘be closely, reyiewed, to assure that the follo‘wmrr basm ob]ectlves
are maintained in ‘the, Eubhc interest::

(1) "The availability of 1nformat10n concermng t.he results of
“regedreh and the rlght., Wlthout undue delay, to make dlsclosures
to the extent essential to serve the Tesearch need ; _
(2),. The availability for development and, use. for. health.] pur-
ses, o - reasonable ‘terms,: of inventions arising from :the re-
drich conitract; whethér actual developinent and production is to
be made by the contractor himself or by others; and

......
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158 ): ISustained cconeentration onthe anticancst objectiyes of all-
\resourcesmoblhze forthe pulposes «of the ‘contra .

' (Wlth or with

tadn.. elther

ide, ; w1th re-
reduced to practice
ct, for ach of the

.appli ere
(2y chloswe —R ervation.
“right to make discl ; ' ] i
“the pub]lc hferest, after taking into comsideration a reasonable
oppertunity. to the contracter fjnot to exceed, 6 months from the
' time the Surgéon General determines the invention was or should
have been reported) to. protect'such ights as the, contra,ctor may
‘have in’ the invention; !
“(8) Gowemment ; o]
" an 1rrevocable, nonexcluswe royalt,
- ent which may issue thereon for all uses by ot for the Govern— _
e ument of thé United States throughout thigyrorld s>

(4} (o) Reservation of right to protect the puwa mterest—

o Agreement:that.if at: any-time, aftér a: mindmum: period-desig-
,natf*d_ 1n:the’ contract, but- ot 111 any case to.excesd:1 year from

: ithe: issuanee of a- patent thereon; or 8- years from the date of: the
- filing of. anphcatlon therefor, whichever' is: earlier; the Surgeon
CGrenieral shall ideem it mecessary:in‘‘order to assure an adequate
~supply. of :the-product. for;any héalth purposes: served: by the
-producty:at: a reasonable price and of high quality, thé Surgeon
General: shall-have:thé right:to:issue sublicenses” (under: or: in
_+ -anticipation’of the.issuance of-any such-patent):to.othér pharma-
. “ceutical ‘and/or chemical eompanies:to use manufacture, and-sell

'embodlments of the invention :for -any flea.lt.h sparposa;®s oot
(D) : Sublicensing: by contractor~—Agreement by the: contractor

to hold any such patent available for nonexclusive licenses:to
:.; other-pharmaceutical -and/or: chemiecal compameS'-on & roya,lty
basisnoetto exceed normal; trade pra.ctlces, =
(¢}, Boenegotiation provision:. on hemi: Toads —Prowsmn that 1f
5 in the course of -the: performance of the-contractythe contractor
“idéntifies any mew lead having ne apparent! ﬂgmfica.nce for hedlth
-purposes-which-if - wishés to: develop( at.its-own expense,:without
sutilization of facilities financed:hy the (GGovernment, and forpur-
poses other than health, the Surgeon General may;:when he
deems it consistent Wlth advancement of the primary research

Government of
]y free licensé undeér any pat-

2 This provision mandatory for all contracts X

2 Provision for a license to the Government is mandatorm for all contracts, However, it
1s permissible to provide that the license shall be for such use by or for the Government in
the diagnosis, cure, mitigation, treatment, or prevention of disease in man, including use
In research conducted for such ?urpose

2 Incluslon of this provision is mandatory for all contracts.

4 Inclugion of this 1Eu'o‘rrisicm is desirable but not mandatory. If included, the contract
may provide that suel sublicengea shall be (1) for all purposes or (2) for a_ll health-related
pUrposes, .
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17, = purpose;-renegotiite the appliedtion of: the contract to such new
ead. Any.modificition.of. the:terms of-the ‘contract:shall be
“upon such consideration (which may be used to reduce the obli-

_ gation of the Government under the contract) as the Surgeon
7 Getieral iy deeti equitable under the circurhstatices, after taking
¥ inito consideration ‘the extent of the investment of the Govern-
‘' ment'in relation’to the probable cost'of further development; ®

© (b)>Assighiient of doméstic rights ~Agreenient that in the
Jevent thie:contractor- elects, within a’ period (not to exceed 6
© ‘months gfter‘the invention’ was or Should“have been reported)
- specified in the contract, not to file or.continue the prosecution
of s ‘patanit application o1l the inverition, or faily to file and dili-
gently prosecute’s patenit application; the Surgeon General, when
.. .he deems it necessary in order to protect the availability -of the
* ' invention for health purposes, shall have the right to require the
e asségnmenpz ‘of all’ domestic ‘rights therein to thie /Government;

it the“conitractor fails to file, or sleots not to fl6, foreigh patent
- applications which the Surgeon General determines are necessary
~, to protect the availability of the invention for health purposes
© “'in‘other’countries, the Surgeon Géneral may require the assign-
ment of the foreignrights® | oo

S H 1T i 3

II. Contracts with.s

—- wyondgesting.only S s ety (n (5
- iWheénsascompanyifurnishés; foricontrolled iscreening and:testing
conly, unpatented:cormpounds or préducts in: which-the' company has a
:proprietarysinterest, thes contract-may:provide tthat ‘all rightsiin the
compotind ‘or, product: shall-remain. in'the company.  Ttmay addition-
+lly, provide for.confidentiality of the results fora limited period after
the completien:of the seréening process andithe report-of:the results
by the”Service to: thé: supplier:: Such period;-as to:resultstdeemed
s1gnificant Tor:thesreséarchpurpose; shall mots exceed: 12 months.
- iWheén -thélsereening and testing' of:compounds' obtained from the
‘Supplier under such:a contractis carried/out by an outside laboratory,
the contraet:ofithe Service with'thelaboratory will contain provisions
toisafeguard; the rights of:the: supplier under its-eontract-with the
Serviceoi! = il G hretia Dt viin Bl o
-+ Gontracts of thigitype are permissibleronly :‘when-the screening and
testing is of routine and-preseribéd character;-use of the compound
ander the’ contract-i$ Hmited to:such 'screening: and testing; and the
-comapound ‘i not otherwise dvailableto'the Service: Nothing in this
policy statementshall’ be: deemed to limit the authority-of the Sur-
‘geon :General to acquire, by;purchase, Ticense .or other-rights: under
existing patents as may' be Tiecessary for the éffective prosecution of
’thlsPrOgra i i IR [ TR RS

RN LR ¥

uppliers oj-' ahemwal compou@d for scmemng

—

& Inclusion of a renégotiatlon provision s not mandatory.
6 Thig provision ndatory for all contracts,

3 pomen
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TIT. Innsentions by Federal employees

Inventions made by Federal employees, or by Federal employees
jointly with othérs, are subject’ to ‘determination under applicable
- Executive orders.and Department regulations, Appropriate reference
to this reqiiirement will be made in‘connection with contracts with
suppliers of chemical compounds for use in research to be conducted
by the Service, and contracts for research and development in which
Federal em gloyees may ) 1n any way, partlclpate o _

Approve £
EDWARD Foss WitsoN,

o Aotmg Sewetary

Dated: SepbomberQ 1957

DEPARTMENT or HEAL’I’H, EDUCATION AND WELFARE

GENERAL PROVISION

December 1957 I
_OZause 20. Pat@nt mghz&s ‘ . )

" (1), Whenever any. mventlon, 1mprove-ment or dlscovery '(Whether
or not patentable) is made or conceived or for the first timle ‘actually
or constructively. reduced. to practice; by the Contractor o m-
ployees in the course of, in connection . with, ot under the’ terms of
this contract, the Contractor shall mlmedla,tely give the Contracting
Officer written notice thereof, .and.shall promptly thereafter furnish
the Contracting Officer with complete information thereon; and the
Surgeon General shall have the sole and exclusive power to determine
whether or not and where a patent application shall be filed, and to
determine the dispositionof all rights.iu such-invention, 1mpr0vement _
or disegvery, including title to and rlghts under any patent applica-
tion or patent that.fay issue thereon.  The’ ‘determination: of the. Sur-
geon General'c on all these miatters shiall be acdépted as final and the pro-
visions”of, the Clause' of this Contrast’ entitled “pigpuTes’ shall not .
‘a,pply, ‘and the Contractor' a,grees that it will; and warrants that all
of its employees who may be the inventors WllP ‘exeente 51l documents
and doall thlngs necessary or proper to the eﬂ'ectuat.lon of suoh deter—
mination. . g
- {(b) Except.as: ‘otheriise’ authorlzed n Wmtmg by the Contractmg
'Oﬁicer the Contractor shall obtain’ patent agreements to effectuate:the
‘provisions of this Clause froin all persons who perform’any ipart of
‘the ‘work under this Contraét, except stich’ clerlcal and manual labor
_personnel as will have no aceess'to technical data. R
" (¢) Except as otherwise authorlzed in Wmtmg by the Contraotmg
Officer, the Contractor will-insert ir each subeontract; having experi-
‘mental, developmental, or research work-as one of: its purposes; pro-
'vismns makmg thls Glause a] “hca,ble to the subcontractor ‘ar 'd lts erm-
P oyees : it .
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e Work .. ... .
Contractor : The Upjohn Co. JEED
Address: Kalamazoo, Mich, _____
Place of Performance : Kalamazoo, Mich.
Purpose: To extend period of; performance and provide additional
funds for expansion of Work
Amount:$505,000.. norn
OApproprlatlon 7990349 Allot 92801 PrO] 95 . Code 20106 Reqn.
202609
_ Authority : Public La,w 85 580 85th Condreqs

* * :z:** * *

...Clause 20, Patent Rights, of the General Pr0v151ons hereby 1§ de-
! ed in’ its entlrety' and the’ ‘attaohed Clause 20 1s 1nserted in: heu

: 'a;ll prov151011s of thls contra,ct

CLAUSE 20.- PATENT RIGHTS N

: v 0f ‘Subgeot Im:entwn” The term “Sub]ect Inven-
tlon” s used throu hout, this Clause, means any. mventlon, improve-
:ment;.or discovery.(whether. or not patentable) made or conceived or
first- actually or, constructlvely reduced to practice by the Contractor
~oT-it8; employees,.inthe course. of,in oonnection with,or under the’ pro-
visiong of this.contract,: ...«

B. Reports of Inwentions. The Contractorshall, make a wrltten In-
wention;Report to; the Contracting. Officer. promptly. after either: (a)
the-conception or: (b) first actual or constructive reduction to practice,
‘but in:any;event-as soorn as any.: evidence of utility;has been developed
-(whether. in a health or:other field of use) of each Sub] ect, Invention

tha,t reasonably appears:to.be patentable. .. ..

(1) Such Report shall'be furnished. d1rect1y to the Contractmcr
Oﬂicer, separate and. distinet.from and independent of any other
-+ requirement under this contract. for the submission of reports and
-sri “wWhether or not reference to such Subject Invention has beén made

in any progress or other report :Eurmshed to Government technlca.l
personnel.

(2) Such Report shall sufiiciently descrlbe and identify each

Subject Invention, appropriately illustrated by simple sketch or

- diagram, to permit the invention to be understood and evaluated.
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- -'If aspatent application’is filed promptly by the ,Contra(;toxj in the
%’atent Office, a copy of such application firnished p omptly
to the Contracting Officer shall fully satlsfy thereportingréquire”
+ment; it being understond, however) that the Con _actor"-shall fur-,
~nish' stich additional” mformatlon ag thie Sl_lrgeon‘(}en al, in’ h1§:_
¥ golg discretion, may require-for: ‘the ‘purpose of the d '-‘7
17 ologure’ prowded for in paragraph D'hereot,
08y The Report niay, intaddition; miclude ' stafement’ by the:
- Coritractor specifying whether or not-a/ Umted*Stateshpatent ap-
- "plication claiining such invention has been or-will be' filed” by or
' 'on belialf of the'Contiactor: ~Lf the Contractor specifies th sach

. an application will not be filed, (or having spécified that it will
" file, therdafter; notifies  the ‘Contractiig’ Oﬁcer to'the contrary),

the ‘Contractor shall promptly ‘nferin the: C’ontractmg Officer of
.. the date and identity of any known: pubhcatlon of sich-invention
- made by or known to the Contractor:or, where applicable -‘of any
' contemplated. publication to'be made by or kni '
- tractor and ghall, in addltlon, xecute such docu ents as ma, be
©7 mecessary or’ appro oriate :t‘ ‘ it ;
' paragriph E heréinbelow. = o
7 (4) "Within 6 months’ from the date the Invention report e
, qulred by this paragraph was in: fact’ ‘received or should haveé beér
S ‘recelved“{)y the Contractlng Officer (as'determined by the Surgeon
o /General) the Contractor shall notify the Coﬂtrlactmo' Officer ini’
“writing of his electlon to file 6r not to file’a United States pat t"
application. " :

C_‘_ Certifications.” " 7

(1) Ifthe Contrast contmues in effect; for: ‘more than 2 year,

- "the Contractor shall submit-to the Contractmg Officer perrodic

" certifications, not less often-than once every-19-month period,

© " commencing with the.date of tHe Contract, stating whether or-not

.. any Subject Inventiohs réasonably beheved to be patentable were

“conceived or first’ actually or: construct' duced to, practlcej

" during the preeeding 12 months.” The Oontractor shall,

n‘certlﬁcatlons _ e

' %a.) llst any’ such 1nvent10ns e

b) ‘give referemnces, mcludmg da.t ',t,

~ifany,previously subm1tbed and.

' {c) submit Teports and related 1nforma

“in B above if thishas not already been dome, "

' (2) Prior to final settlement of this Contract, the Contractor

shall farnish to the Contracting Officer a final” report listing all

. -such inventions including those listed in prior reports and fur-

* . .nishing the information Tespecting suc': m ntmns reqmred by
' 'Babove if not previously furnished. -

D, Disolosure. The Surgeon General ghall have the' rlght'to pubhsh
and make disclosure of any Subject Invention, whenever‘deemed by
him in the public interest, after either

. ((%) an appllcatlon for a United States or foreign patent is
led, or
(2) the expiration of 6 months from date the Invention Re ort
provided in paragraph B of this Clause, was in fact receive
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-.:i; should. haye-been received by the: Contracting -Officer., (as ‘deter-
., »mined:by:the Sungéon Greneral),.. - T
whichever s earlier, . .4 i "ot Lol s
- B. Assignment. of, Domestic. Rights, + The Surgeon.Genersal shall
havef-the-:,furthér;?‘ii t:to require; when-hedeems such action necessary
in-order to protect-the availability of the invention for health purposes,

that all domestic rights.in.ahy Subject. Invention, including all right,
title and interest.in, to,. and under.any patent application and patent
that may. issue, thereon - (except, however, for the reservation of a
non-exclusive, royalty-free license. to the Contractor) .be assigned
to.the Government, at any time. after.the earlier.of any. one of the
Tollowing oceurrences: .« . (.t 105 o te Bl o i s e
(i (1). The Contractor gives the Contracting Officer written notice
.. of-election.not to file, or.continue prosecution of, an application
. ; for a United States PAtentsor, . 1. o
B (2&'1‘11 Contractor, having elected to file and having notified
. . the Contracting Officer, in conformance with B(4).above, of such
..: election, fails to ,ﬁl_e":p-rom'lp;tly thereafter (as determined by the
«., .Surgeon, General).an application for a. United States patent; or
~ {8) Anapplication for a United States patent is filed but is not
... diligently prosecuted (as determined by the Surgeor:General).
In addition, the Contractor shall, upon request of the Surgeon Gen-
eral, promptly furnish him with all information relating to thé date
and identity of any known publication of such invention made by or
known to.the Contractor-or, where applicable, of any contemplated
publication to be made by or known to the Contractor. . = - -/ = .

F. Assignment of Foreign Rights. The Surgeon General shall
have the further right-to require, when he deems such action necessary
to protect. the availability -of the invention for health purposes in
another counfry, or. other. countries, that all foreign rights.in any
Subject Invention;.including, all right, title and interest in, to, and
under any patent application-and patent that may issue thereon in
such country, or:countries, be assigned.to the Government, at any
time, and from time to time, after the edrlier of any one of the follow-
Mg océurrences: 0 T T T 0t T

(1) The Contractor gives the Contracting Officer written notice
...of election not to file, or continue prosecution of, an application for

" a patent in such country or countries; or AR
«..(2) Upon the expiration.of 6 months after the right has accrued
"'in the Surgeon Geneéral, under:the provisions of paragraph E of
....this Clause, to require the assignment.of domestic rights, applica-
. tion has not’been filed by Contractor for patent on Subject Inven-

..-tion in such Toreign country or countries; or.

" 5.3). Upon the expiration of 9 months attet date a correspondin
Unité(i'sléaté‘s' application s filed, application has not been file

.+ 'by Contractor, for patent on Subject Invention in,such foreign
¢ country or.countries. - ...+ bt el

DT I
EE
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“ G Other Notices-and:Inspection of Patent Application: The Con-
tractor shall: I LR A Sy e s :"':;. ‘
0 (1) give prompt written notice to the :Gpn{:ractlng;s()ﬂ‘ic.er of
e %;l})- ate'and content of :any publication of Subject-Inven-
- - . tion‘made prior tothefiling of applicationfor:United States
. patent thereon, ; 7' Lo B s e v s
(b) date Subject Invention:or anyémbodiment thereof was
-+ first In public use or on sale inthe United States,: ! . _
-(c): date and content of assignment of :any right, title, or
interest in Subject Invention,including right, title,or interest
L Ingto, and under any patent application and patent that may
Assuethereon, o o o0 - - i sl e
- (d)--the: filing ‘of ‘any application:for: a:United:: States or.
- foreign patent on Subject Invention, = - .+ .o sl
- -{e) Contractor’s election not to.continue prosecution of any
United : States patent application on: Subject Inyention not
. ,Zles?1 ‘than 60.days: before expiration. of .the. respense period,
LT Uan P R A A A ) ORI slenire T o e Srrai
() dssuanceof an United States or foreigh patent on Sub-
st JeetInventionyandts oo e i g
-+ {(2) furnish promptly to:the Contracting: Officer: on regquest
" ' an irrevoeable: power: ot attorney to inspect_and-make:-copies of
2 pach United States patent application covering Subject:Invention,
. H. License to Government, . The Contractor shall grant,.or cause to
be. granted, and the Contractor does hereby: grant; unto. the: Govern-
ment an irrevocable, nonexclusive, royalty-free: license, or:licenses to
practice and cause to be:practiced, "E)y.'or for the United: States Govern-
ment throughout the world, each Subjeet Invention- (whether;patented
or unpatented) . in: the manufacture, use; or: dispesition according to
law, of any article or material; or in the use of anyimethod:or process.
:‘J'EFI.' L?:C@ming b -G()”Uemm:@nt‘.‘ it .‘j mab T ar Ty :
27 (1)+The %Qntractbrjshall—: grant, or: causeto be granted, and
-+ -theiContractor does hereby grant unto.the Governinent; the right,

+ subject'only to the Iimitations provided for inisubparagraph (3)
-+ Lof this paragraph;-exercisable af any. time. or from:time to time
# - subsequent. to:the Contracter’s filing: of & patent application on

any Subject Inventien;to dedicateto the: public all rights in the
. rinvention or:to issues{under or in‘anticipation of theiissuance of
any patent on the.Subject:Invention); non-assigriable,: non-exclu-
i give: dicenses:--(fon<the practice: 6f the:invention: for any health
ifpurpose) and . revocable:by:the Govermment only;royalty-free
sxtowithout regard: torprier:dicense. oriagreement: whichiimay have
- rrequired payment ofi royalties;:on.a:non-diseriminatory basis to
~u:: all'applicants determinedby!the:Surgeon General-in:his sole dis-
i cretionrito:bé gualified; to use, manufacturs:and sell;embodiments
‘ot the'invention; whether related to;a.product, prodess:or other-
wise, for-any:Health purpese; when: and:if: the! I-SJu rgeon:. General
finds that the:Contractor has net métithe public:need and that the
public dedication:or additional:licensing by:the Surgeon General
15 necessary in-the piiblic.interesti: i .1 e
s Phaald ot feell o s o o
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Fo(2) @ontractoriagrees that-any. licefse jor: other prwﬂegé of
. use issued to any other person under or in anticipation -ofithe
o igsuanceof any patent, whether with: or-without reyaity or on an

celiEsive ornent eonuswe basis for:the practice of: Subject, In-
rention; shallrbe made; ofly. after: farnishing hotice:to such li-
censee or permitee of the terms of this Clause amd =sha,li further
“i7 bemade subjéct toithe provisions heréof. |
{8) Theright ofthe ‘Surgeon: General: to i88ke: the hoenses pro-
@ vided for in: B(1) above: Shall be exercisablein:. conformance with
it the prooedures*herema,fterprowded and-enly aftér::

s L) PheSurgeon:Geneéral -has obtained and conmdered the
}adwce, to the extent, on such terms, and with' respect to such
- matters or: isstiesra¥ he'i fin:his sole discretion determines suit-

able, of such advisory- bodies o consultants:ias-he deems.
appropriate and-competentiin. the particular situation; and
{b) therealter, the Surgeon General -has notifiedithe 'Con-
ttractory in! whiting, thathe-has:ground to believe-that such
mventlon 1s at such stage of development that if it:were more
e gonerally available it would: meet o health meed ‘and that the
public mterest with respect to an:adequate: supply, 2 reason-
ableprice consmtent Wwith normal trade practices under com-
petitivelconditions, or maintenance of:quality; requires the
nvention: to: be-available to:otliers than' the Gontractor: and
his ‘licenséesiand,: aceordingly, .the- pubhc interest. -requites.
the exercise of the right-provided:for:in L(1}:above, stating
therrensons’ therfefor. . ‘Such notice: shall ¢ontain: i request:
’ that thes Contractor, Wlthm a time: specified:in' such  notice,
takeappropriate: steps,’ swhich.may include -the dssuazice of
icensesto-additional: manufacturers. of the:cotitractor’ 5 -owWL:
: selection, to méet the:public:need:- If; upon:the expiration
of the time specified, or such: extension’ thereot :as ay. the
“rapproved:bythe Surgeon Geleral; the Surgeon: General finds
hat-the: Contractor has: Hailed: to! take. approprigte: steps
adequate”to. méef.the public: need; e shall IlOtlg +the: Con-
traétor; in writing; with.reasons: therefor, that; at: f,he end of
90: da,ys from thé dateof mailing such notice he will exerozse
he rights provided forinI{1) above. e ;
il within - 20-days of:receipt of such: otice: the .ontractor
files with: the Surgeon :Genetal. 4 request, in writing, for a
hearing; the:Surgeon General; or a-representative or repre-
sentatives designated by:himy for the purpose,.shall: promptly
afford. the ‘Contractor. 2. reasonable. op%oﬁumty to be: heard
(at-a time and placetobe-selécted by the Surgeon General),
to‘be répresented: by counsel; to' présent any peitinent infor-
»mationsand argument; and- o rebut ‘any; other information
pertinent toithe issnes: A copy:of the-written findings by the
- Surgeon. Géneéral:-or such representativeshall be furnished to
" the: Contra,ctor, which. findings -shiall-be-based solely:.on the
* misterial ;presented:at »the-hearing, -and shall:be final: and
conclusive upon the Contractor.: TIf the :Strgeon:General’s
decision, based upon such ﬁndmcrs, be that the Contractor has
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i miot met the public need and that dedication ;gm_d/pr additional
%, licensing by the Surgeon General is necessary in the public
« interest, he may so’ dedicate or license efféctive at the end
¢ of the,above-mentioned 90-day period or.at’the ¢onclusion
= of thethearing, whichever is later, CoEE A § )
J. Inwentions by Federal: E'mployees. Notwithstanding any provi-
sion contained in this Contract, Subject Inventiong:mide by Federal
employees, or by Federal employees jointly with others, shall be sub-
mitted for.and subject to determinations, procedures, and disposition
under and.purshant to:the terms of applicable Executive Orders and
Department Regulations as in effect on"the date of executionjof this
Contract.™ -
K..Conglusiveness and Implementation of Determinations by Sur-
gean General. * Determinations of the'Surgeon Genéral on all matters
specified in this Clause ag beihg for'his determination ‘(oriin Executive
Ordersiand /or‘Department Hegulations réferred to-in paragraph J
hereof). shall be accepted as final and the provisions of the Clause of
this Contract entitled “Disputes” shall not:apply; and the Contractor
agrees that it will, and warrants that all its employees 'who may be
the“inventors will, execute all documents and: do. all things necessary
or proper to the effectiiation of such déterminations. ~: | BT '
L. Patent. Agreements Between Contractor and Persons Pérform-
ing Work Under this Contract. Except as gtherwise guthorized in
writing by the Contracting Officer, the Contractor shall gbtain patent
agreements to effectuate the provisions of the Clause from all persons
who perform any part-of the work under this Contract, except. such
glqriéal arid: manual labor personne] as will have no:aecess to.technicdl
abacr: Tl v LR e e L e e e e
M. Suboontract Provisions.” Except_ as" "wise, ai ]
writing:by the Contracting Officer the Contractor shall insert in‘each
subcontract having-experimental, developmental, or research work as
one of its purposes, provisions makingithis Clause applicablé to the
subcontractor and its employees. :° - 1 ¢ 1 P

N.. Effective Period of, and Réguired References.to; Provisions of
this Olause. All :provisions. of this Clause shall survive andextend
beyond the termination, expiration, and final payment under. this
Contract, any extensions or modifications thereof, and. such successive
contracts as may follow, and continue to be fully effectiveiand enforce-
able. The exercise of any right or power by the Surgeon General or
the Government pursuant to the provisions of this Clause shall in no
event and in no manner be deemed as an exclusive eléetion of rights or
constitute.a waiver of subsequent additional exercise thereof or of any
other right or power of the Surgeon General 'or-the Government pro-
vided in this Clause or elsewhere in this Contract. = Any right, title
or interest in or.to:Subject Invention, or in, to, or under any: patent
application or patent that may issue theréon, shall be-subject to the
provisions. of this Clause, whether credated by contract, assignment,
license, or otherwise, and each:such instrumeént shall so provide and
include reference to this Clause; and such provision and reference
shall further appeat, where practicable, in any domestic patent appli-
cation and-patent which may-issue on Subject Invention. - .. "
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2,002,252 [...__. do..... do. Mf Leréxﬁi Matiﬁfws, 5155 South Christiana | Mar. 17, 1955 Do,
: Vo, cago, .
2,604,474 | Tuly 22,1952 { Process for preparation and manufactare of 6- Burroughs Wellbome & Cq., Tuckshoe, N Y.} Oct. 3,1952 ) Dr. Robert ¢. Elderfield and Dr,

methoxy~-8-(4-amino-1-methylbutylamino- | : . Eleancor Werble (NIH grant to
quinoline)—*“Primaquine.” Columbia University).
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; 1

I 2,604, 474 Jan. 1,1053 Do.
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