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IMPACT OF NEW PROCEDURES RELATING TO PATENT POLICY ON
THE PUBLIC lIEAf.TIl SERVICE EXTRAMURAL PROGRAMS

The sharp increase during the past five years in governmental spending
in support of research and development, directed largely toward the
development of a space-age technology; has resulted in the expression
of concern, especially by members of the U. S. Congress, that unless
adequate safeguards are provided, some individuals or corporations may
turn some of the fruits of this effort to selfish financial profit.
The preventive measure most often proposed is a restatement of patent
policy and changes in patent procedures relating to Federally-supported
research and development.

It should be recognized at the outset that the majority of cummercially
exploitable products or discoveries are much more likely to be encountered
in developmental research than in fundamental scientific studies. In gen
eral, Federal research and development expenditure is through the contract
instrument for attaining developmental goals. A contract is essentially a
purchase order for delivery of a specified item, be it a necessary new com
ponent or system for a satellite or missile, a material of defined proper
tie~, or the application of specified criteria for selecting materials to
meet a defined goal. Contract-supported developmental research constitutes
a small fraction (less than four percent) of the current dollar value of
the extramural programs of the Public Health Service. .

One of the principal goals of these Public Health Service programs is the
support of fundamental research in the health sciences through the grant
mechanism, which in sharp contrast to the contract instrument, is an
assistance program for a scientist. Other Public Health Service extra
mural programs deal with training of research scientists at the pre- and
postdoctoral levels, support of established investigators, and partial
support of construction of new research facilities.

The aim of fundamental research is the discovery of new knowledge, without
COncern as to whether it can be applied to solution of practical problems.
It is generally agreed that we must maintain an adequate reservoir of new
knowledge, in order to provide, among other benefits, a well-spring of in
formation necessary to the solution of practical problems of importance to
society. In recent years, many expert scientific advisors have warned that
the accentuated demands of World War II for application of extant knowledge
dangerously lowered the reserve of unapplied fundamental information, and
have recommended that immediate restitutive steps be taken.

It is to be hoped, in the interest of maintaining the vigor of our national
scientific effort in both fundamental research and developmental (applied)



research, that those who finally set patent policies and procedurea relat
ing to government-sponsored research and development understand clearly tha
different circumstances under which these two activities are conducted.
Tempting though it may be to evolve a single blanket policy, the difference~

in the endeavors may be so great that this will be impossible to accomplish.
Irreparable harm can be done to fundamental research by application of a set
of policies that might be qu.ite workable, on the other hand, in the develop
mental research area~ Congressional review and directive may eventually be
necessary, both to assist the vari.ous governmental disbursi.ng agencies ill
arriving at satisfactory policies, and to protect the agencies against
criticism..

Beginning not later than 1955, it is clear from the regulations under ~hich

the Public Health Service operates that public benefits and righto are to be
recognized in the fruits of scientific research or development supported by
Public Health Service funds; this was later extended to include activities
assisted by Public Health Service awards, Prompt publication of new know
ledge is understandably encouraged as being in the best interests of the
pU·Dlicand of science. The situatie.n regardi.ng inventions arising in the
sponsored 'Work is less clear c No definition of the term Hinvention~r is
offered; presumably, the term "patentable discovery" could be substituted,
In order to be patentable currently in the U. S., a discovery must involve
a novel. material, process, or use. In addition, the discovery must have an
unexpected quality, not predictable from past knowledge. It is evident that
recognition of wheth(·r an invention has been made requires knowledge, not
only of the general scientific literature in the field of the invention, but
also of the spec.l:llized infonrt&t1ml contained tn the pa.tent literature ..
Finally,. the drawing up of a successful patent application almost inver! ..
ably requires the collection of a substantial amount of supporting data to
defend the claims of invention.

Tn" Surgeon General is authorized by current regulation. to determine dh
position of inventions growing out of Public Health Service financial
sponsorship, and to see that pubJ.ic use of such inventions is not unduly
restricted or denied. Alternately, this disposition may be determined by
the nonprofit grantee 2.nstitution if there is i.n effect a separate f0l"'!!l81
in.etitutioual patent agcE'.ementwith the Surgeon General. It is recognized
that patent protection of the invention may be advisable, in order to
foster an adequate conmrercial development to make a new invention wid~ly

available, The policy is also expressed that in the case of inventions
arising from work only partly supported by Federal funds, the public use
of the fruits of the research will not be unduly restricted or denied.

nIt has not yet been determined how small the Federal contribution need
I be before this equity is inoperative <.

A new procedure \<I8.S initiated by the Public Health Service ill February, 1962.
The obligation was restated for prGmpr reporting of all inventions arising

. from activities assisted by Public Health Service grants and awards, In addi
tion, the responsible individual in"i"lved in a research grant, training gr,mt,
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i'l:,iJ;:; or careel: or fellowsMp _rd. aDd the iMtitutional official reepoulbls':'fie for !Mtsnt utters are required to co-sign an &mUlll InvenUClfi IBtl!!t~, _
"";.c_,__~ ,_,-lilltiq--Uivelll.~i_c_iVed-. re<lW:el1"fO pr3CUce. or mad.e the llUiaj_t tlf

patent applicatiOill.. If norae of the" it_ wre involved bt the _~~4lIllI

progr_, it IlIIUIII: be 110 stated. ,CoritillUad support of the Pt'OI!- U _
tin$ent em f1U,D$ of the Stat_nt. '.!.'here 11; no clifficuU:y 111 -4111!1$ With,
tbili Il!Ithr two ditq<>U.... ijf WomatiOill., aa it is quite clear to eM s.-1lI"
t1lBSltor ed lUll inaUtut1.em Wcl:ller _It ill in proaruill 011 fU:I.q of ,pat<ll3llf;
appHeatiOllIl. 'fo "dele, no-r. whether invsntiCltlIl have li>en C9i!I!!,m4'
:i.n the rllllllarch or trainiD$ progr&llll 11I&1 be extr_ly diff:i.cult or iJIpoe.il.b1e
for the investigator. within the resourceill &vaUable to hilll. ObviOllllll",
both he and hia inatitution run the risk of perjury in this cODDeetioa. cad
it i8 gr08s1y illogical and unfair to require thet a positive 8t5t~ ..
_de in the face of such _certainties. For eXhpla: 1Ione of! the miatel'ial11r

supplied to the Study Section defines the tum "ilNElntion"'. ~ IIlIIl1th1w
the principal investigator nor the "official of the University resp0n8!ble
ff'" - "'---'+ ~tt(H"!J" knows "':o:&etly what h<a ill s1p1D$. t .

...-.~
.I.e """,,1(, ",,,,,lQl;\ve each principal investigator and the individual r • .,_Dllll
for patents not to sign the Annual Invention Stateunt ootU ._ deUnit1_
of "invention" is supplied by the U. 8. Public Bealth Service. It ill ~
geated that an invention should be defined as ... ~l idae, product.
cOUIpound or device or any 'new uae I which _1 Ravlll 1IIOi1.etillXY value 1f paI:<II3IIf;_
by the discoverer, or potential monetary value to others if published.w

Grants are _de on the pread" thet the grantee w111 III&b III eOlltd~iOill to
knowledge-,of! dislcovery, thus li.Q invention. Strictly inUrpnta4. if t:t»
principal investigator signs the Annual Invention Stat~t !ndieattRI tket
no cUecovery or inWllt10n hu ben ude. it at.¢fielll that the ~t:.U_
of t!tcJ Study SeCtiOl1l bCl Co\mcU which rec_;MM the gmt blive M&: ...
fulfiUed.

'!he _111 thfm.e of the it_ on the Fedartil lil4Igbter dated hpt-'-&" l~ 19H
is tile urly l'acopd.t:iOll of RIupUble iUyUAAI! or dilllcowri... • ~Q

t1ve "patlmtlllbla" is homover llIfAittoo in sllbll.~ il:ll_ 1m tM ~ni

IaSht.!:'. Mollt of the -iluity in the presellt AlmlIlIIl ~iOll ~4II!IIIa\1lt

would kI rlilllolved if "patelltable" WIN inHrted to~ tl3e Nl~ ~y
____no!_tG Dauie discoveries but patelltable i~iOD$.

An alternate plall of dealins with this Situation would i~lW3 ~.£oa

by the investigator of ill laDoratoxy notem and recor411 te a lII"'opell'11
qudifted body of experta for datendnlltion of whel:bElr a patilllltable 4U..

"'------_._---------------
*Reprints from the Federal lagister dated September 14, 1955, Dec~? 4.
1957, P'lllorn,uj' 27, 1958, _ of January 22, 1958, face ahut of~
research ,.:x~:"t IIlpplication, procedure .heet from l'1iS 3945 1-62....~1
I~ntiOD SUt_t. 1Blll 3945.
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c.overy iud been encm:mtered ~ and ~ decis,ion af what addtt iOi:i81 e:i::ep~ II

if iUlj, should b@ t&keu o There is no quarrel with the canc~pt of ra~

vie.~<! of 'the reault of cOnL"f£.£t:fhlE'.P~L'esearch of a dc;y!l2pmentf!!
chara.cter, W~1.ere patentable di§coverie~ are 1ikely to occur ~ aDd where
the contractual l'elationshi,p regularly provides for the pr",sentlittio>:l
of r~?Ort$ ana data to the contracting officer of the ~pon~oring ~gency

for thb p"l:'po;;e. To apply the s"""" opentional 'principle in the area
of rea""reh grants and awardm, where such discover'ies Il.:re relatively
quite L·~.re ~ tJoulcl -result in a large ~ unjust ifiable financ1.al burden t.o
thQ Uo:. S", tSJl,; payerO' The public :tnte~eet would nor.: b,~ best !»~j.d by
other consequences of ouch & policy_ Traditional ~cadam±e· f~d~ of
the investigator, so necessary in the pursulL of n~w knowledge through
fundamental re3earch, would be invaded or destroyed by the undue em~

phasis and preoccupation with pragmatic qualities of the work. Th~

burdensome collection of information required for reduction to practice
of an invention and defense of patent applications, which would not add
to the body of fundamental know1.e.dge., would further dist'ract the in.ves
tigator from his primary responsibility. Wide and p:rompt publicgtiou
of rese.?;rc'h findings \"mllld be delayed.) iru.peding scientific progn~g8"

TI\e follv~ing ~ecommendatioug a~e offered:

I
(1) The Ap~ual Invention Statement on Ptwlic Health Service Grants and
Awards should be modified promptly in the introductory phraseology 80

as tQ a~lude consideration of conception of invention, leaving intact
the quasti.or,$ regardJ.ng inventionm :reduced to practice or which ~.~

the subject of patent application,

(:I) ~ em:irill matter of P&t~fit ';H)liioJiu fo'l: ehe totlll rllmificlilHot! of
hdlll1tillUY~$1C'On§<lnd t't<$/lJiH'ch -'l1lcl il~velopll\'!lnt §hoold 1:<11 ",:&m1%llld &1: 'Mp
h"&l(~}. IfI ~\,eh 11 rllvlaw. th" ,ttttrinmi,,, differetlcn between COfttt'lltlt~

Ju~port~~ developmental r~$~~rch and grant- or award-supported funda~

ree~t~l res~arch must be r@cogni&sd. Hopefully, a fra~work of policie~

Bnd procedurss wight be evolved which will better serve th~ publie i~~

ter@st tl1&u those in current operation. Thi~ framework should !OSt6?
a "ilol"'$O>\le environment for discovery e"d dissemination of fund_l1tgl
new knowledge, and yet prOVide an effective open.tionlll plan fot" d&v'!ll~~

ing, md liMldng available to the public the pragmatic application!! &if tid",
knowledge!, using extant induBt:ri~l resources of our nation with iiupplsmiS.1\""·
t3tion, when necessary, by Federal subsidy. Realistic policiei ren8t ~@

evolved for licensing the cowmerct"l development of u:,eful inventi",;;£'
groving out of Federally-aponaor"d di1Ovelopment prograUlS, such that toM
pubHc ",ill not be denied their benefits. When both governmental a"d
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end nongovernmental funds are involved with the development, a fair
determination of equities of the various parties must be recognized.
The speciu,lizeod problema of the various disbursing agencies of the
U. S. Government in operation oz research and development programs
must be considered, in order th&t the final policies and .procedurem
offer r~asonable protection to the agencies against criticism, and
avoid the need for intra-agency interpretations and -regul&tious.

Res~ectfully submitted by the
undersigned members of the
Medicinal Chemiacry Study Section,

A. C. Bratton, Jr.
J. 3. Burckhalter
Alfred Burger
1'..ry1e R. Busch
E. E. Cl1.mpaigne
No~ R. Cromwell
Marshall 'Ii. Cronyn
W. G. Dauben .
George F. Hager
C. C. Pfeiffer
F. M. Strong
D. S. 7aroe11
R.l.eberd B. Turner

July 6, 1962
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