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IMPACT OF NEW PROCEDURES RELATING TO PATENT POLICY ON
THE PUBLIC HEALTH SERVICE EXTRAMURAI 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, 8, Congress, that unless
adequate safeguards are provided, some individuals or corporations may
turn some of the fruits of this effort to selfish financlal 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 commercially
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 1s 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-
tieg, or the application of specified criteria for selecting marerials 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 sclences 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 sclentists at the pre~ and
postdoctoral levels, support of established investigators, and partial
support of comstruction of new research facilities.

The aim of fundamental research is the discovery of new knowledge, without
concern a3 to whether it can be applied to solution of pracktical problems.
It is generally agreed that we must maintaln 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, 1In recent years, many expert scientific advisors have warmed 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 laterest of maintaining the vigor of our natiomal
scientific effort in both fundamental research and developmental (applied)




research, that those who finally set patent policies and preocedures relat-
ing to govermment -sponsored research and development understand clearly the
different circumstances under which these two activities asre conducted,
Tempting though it may be to evolve a single blanket policy, the differences
in the endeavors may be so great that this will be impossible to aecomplish,
Irreparable harm can be done to fundamental research by appiicetion of a get
of policies that might be quite workable, on the other hand, in the develop-
ment &l research area. Congressional review and directive mey eventuslly be
necesgary, both to assist the various govermmental dishbureing agencies iz
arriving at satisfactory policies, and to protect the agencies agalnst
criticisum,

Beginning not later than 1935, it is clear from the regulations under which
the Public Bealth Service operates that public benefits and rights are to be
recognized in the fruits of scientific research or developmeant gupported by
Public Heazlth Service funds; this was later extended to include activiiies
asgisted by Fublic Health Service awards. FPrompt publication of new know~
ledgze 1s understandably encouraged as being in the best interests of the
public ‘and of science, The situation regarding inventions arising in the
sponsored work is less clear., Ho definition of the term “ilnvention” iz
offered; presumably, the term “patentable discovery® could be substituted,
In order to be patentgble currently in the U, 8., a discovery must inveolve
2 novel material, process, or uge, In addition, the discovery must have an
unexpected quality, not predictable from past knowledge. It {8 evident that
recognition of wherher an invention has been made reguires kmowledpe, not
only of the gemeral scientific litervature in the field of the invention, but
also of the epecialized information contained in the patent literature.
Finally, the drawing up of a successful patent application almost invari-
ably requires the collection of 8 substantial amount of supporting dets to
defend the claims of invention,

The Surgeen General is authorized by current regulations to determine dig-
position of inventions growing out of Public Health Service financial
sponsorship, and to see that public use of such inventions is8 not unduly
restricted or denied, Alternately, thils disposition may be determined by
the nouprofir grantee institution if there is in effect & sepavste formal
institutionsl patent agreement with the Surgeon General, It iz recognized
that patent protection of the invention may be advisable, Im order ts
foatexr an adequate commercial development to make a new invention widely
avallable, The policy is also expressed that in the case of imventions
ayising from woerk only partly supported by Federal funds, the public use
of the fruits of the research will not be unduly restricted or denied.

j It has not yet been determined how small the Federal contribution need

gbe bafore this equity is inoperative.

A new procedure was initiated by the Public Health Service in February, 1962,
The obligation was restated for prompt reporting of all inventions arising

_ from activities assisted by Public Health Service grants and awezds, I addi-
tion, the responaible individual involved in a research grant, tralning grant,




[
.

or carveer or fellowahip &ward and the institutional official r&spansibi@
for patent mattexs are required to co-sign an Qggggigggggggggg)ﬁgggg;"

. listing {=mventiome comcaived, reduced to practice, or made the subjest of
patent sapplicetion. If noue of these items were ilovolved im the eug@@m@eﬁ
program, it muet be so stated, Continued support of the progras is aom-~ :
tinswnt on filing of the Stetement, There iz no difficulty in dealing with .

e LALLGT two CECBEDTIvs of Information, s¢ it is quite clear to the foves-

tigmtor and his institution whother wesk is {n progrese on filing of. yataaz

applications. To dacide, however, whether inveantione have besen gom i

in the research or txaining progreém may be extremely difficult or impo ai&i@

for the imvestigastor, withim the resources available to him, Obwicusly,

both he and his {nsticution run the 7isk of perjury im this commectiocam, &md

it ia grossly illogical and unfeilr to require that a positive statemesns be

mede in the face of such uncertainties. For exsmple: Home of the materisl®
gupplied to the Study Section defines the term “imvention™. Thus meither
the principal investigator nor the "official of the University reapmei&lﬂ
frow —orant merters” knows exactly what he iz signing.

B

LT woule wentove esch prineipal investigator and the individusl responaible
) _ for patents not to sign the Aunual Invention Statement until some definitfem
Bt of “invention™ is supplied by the U, 8, Publie Hsglth Sexvice, It is sug-
gested that en iaventiom should be daefined a8 " & wnovel idea, product,
compound or device or any ‘new use'’ which may have monetary value i{f patented
by the discoverer, or potential monetary value to othevs if published.™

Ty

Grants are made on the premise that the grantee will =make & comtribution &
knowledge~--4 dimcovery, thus @n invention, Stricetly interpreted, 4f the
principal investigator signs the Aanual Inventicn Statement indicatiesg thst
ne discovery or invention has been wmade, it signifiss thet the eupectationsy
of the Study Sectfom amd Counmcil which recommended ths gremt have mat besa
fulfilled,

R P P

Ty The main theme of the iteme on the Federal Reglster dated Bsptember 1, 393@
‘“ ie the early recognition of pateptsble 1o 8 of discoveries. ZThe af
tive "patanteble™ is however omitt@d in sm%aaquaﬁz iteme iz Ghe Fedamal
5 Eeglster, DMost of thas ambiguity in the present smnmal Ipventiocn Sietement
E would bs resclved if "patenteble” wave inserted to make the tulimgs apply

: An alternate plan of dealing with this situation would iavolve subm
3 by the investigstor of gl]l laboratory notes and recovds te & B 54
5 qualified body of experts for determinetion of whether a patemtabls é&sa

2

*Reprinte from the Pedaral Register dated September 14, 1235, Decosber §, -
1957, Februsary 27, 1958, memo of January 22, 1938, face shaet of UEPE
research vy=a? epplication, procedure sheet from PHR 39458 1-62, and

foeention Steteseupt, PHE 3943,

w3e




eovery had been encountered, and s decision of what addiciounsl 2leps,
1€ amy, should be tsken. There is 2o cuarrel with the concapt of za-
view of the result of gomcrect-supported research of a developmsniel
chavacter, woere patentable discoveries ave likely to occur, sund where
the contractual relatiomship regulerly provides for the pressntsiion

of veports and deta £o he congractivg officer of the sponsoring szeney
for this purpose. To apply the same operational principle in the ares
of reseaych grants and swards, wheve such discoveries ave relatively
guite pere, would result in 2 lavge, unjustifisble finamcial burden to
the U, 8. tax payver. The public intersst would not be best servad by
cther cousequences of such & policy. Traditionel acadewds fwvesdow of
the {nvestigator, 8¢ aecessary iu the pursult of mew knowledge through
fundemental research, would be invsded or destroyed by the undue zm-
rhasis and precccupation with pragmatic qualitlies of the work, The
burdengoeme collection of information required for reduction to practice
of gn fnvention and defense of patemt epplications, which would not add
to the body of fundamental knowladge, would further distract the ioves-
tigator from hie primary responsibility., Wide apnd preompt publicatiom
of research findingz would be delaved, iwmpeding scientiric progress,

The following recommendztions ave offered:

{1} The Anmual Invention Statement on Public Health Service Grants end
Awards should be modified promptly im the introductory phraseclogy so
a3 te exclude consideration of conception of {iavention, leaving imtaect
the gusations vegerding inventions rveduced to practice or which were
the subject of patent applicatlon,

{2} The sntire wmatter of patent »alicies for the total remification of
Fedsrally-svonsured resenych snd dsvelopment should be examimed a2t high
levaila), Zon sveh 6 review, the intpinsic differences betwesn contyaste
supported developmental ressareh and grent- or awarvd-supported funde-
mentsl research must be recognized. Hopefully, a framswork of policiee
and procedures wight be evolved which will better serve the publie ige
teyest than those im current operation, This fremework should foster

a wholesone environment for discovery aad dissemination of fundamental
new koowledsge, and vet provide an effective operstionsl plan for develop-
ing snd weking evailable to the public the pragmatic aspplications of this
knowledge, using extant industrisl resources of our nstion with sugplemas-
tation, when necesgary, by Federal subsidy., Realistic policiss must be
evolved for licensing the commercial developwazut of useful inventioue
growing out of Faderglly-gponsored davelopment programe, such that the
rublie will not be denied their benefits, When both goveromental amd
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end nongovernmental funds are involved wich the development, a fair
determination of equ of the varicus parties must be recognized.
The specislized problems of the various disbursing agencies of the
Ue 5, Govermment in coperation of ressarch and development programs
mist be considered, in order thst the fimal policles and procedures
cifer rzasonable protection to the agencies agalnmst criticism, and
avoid the need for intra-agency interpretations and regulatioms,

Respectfully submitted by the
undersigned members of the
Medicinal Chemistry Study Section,
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