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. OTHER NON-PROFIT ORGANIZATIONS TO DHEW AS PART OF A GRANT OR

..1;' DHEWfPatent Poliey and.Technology Transfer.,

-manufacture of commercial embodiments,‘and it is industry which must

.'jof_the researcn conducted in university latoratories to industrial
'deﬁelopers is a'decision on the part of the developer that the_intelle
:nropertylrights in the inmovation being offeren for development are.
.sufficient'to protect its risk investment. Of course, not all transfie

'—a:of potentlally marketable innovations from Such 1aborator1es require

efan exchange of 1nte11ectual property rlghts in the lnnovatlon; but ity
"?unﬁredlctable in whleh transfers the entrepreneur w1ll.demand an “

, gxs1exchange to guarantee its collaboratlve aid. Notwithstandlng,'where

" COMMENTS O THE TMPACT OF PURLIC DISCLOSURE ON THE PROPRIETARY
' “INIERESTS OR PATENT RIGHTS IN INFORMATION CONTAINED IN RESEARCH
- PROTOCOLS , HYPOTHESES, OR DESICNS' SUBMITTED BY UNIVERSITIES OR

CONTRACT PROPOSAL OR APPLICATION._'

fThe:most obvious problem affecting ultimate utilization'of an inr%va—
nx'tion'depicted in a researeh protocol, hypotheses, or design eventually
lenhaneed or corroborated in performance of DHEW funded research at the

university or other nom-profit organization laboratory initiating such

protocol, hypotheses, or_design is the fact that these erganizations

(hereinafter referred to as universities) do not engage in the direct
bring such. innovation to the marketplace.

A fundamental premlse of DHEW patent policy and practlce lS the

understandlng that 1nherent to the transfer of the innovative results
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:--VSubstantial risk investment is involved, such as'reqnired for pre-maxﬁet

:U*eiearance ofxnbtential therapeutic agents, and'before-lnng some medicnl
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deviee53 there Is an identified 1iEelihood that transferfwiil not o¢
if the entrepreneur is not. afforded some property protectlon in the
finnovatlon offered for development. ThlS polnt was. made with some
:force to DHEW in the 1968 GAO Report No. B~ 164031(2) on "Problem Are
Affectlng Usefulness of Results of Government Sponsored Research 1n
.e Med1c1na1 Chemlstry,ﬁ eopy attached as Item A
Slnce 1968 the DHEW patent program has consc1ously made efforts
close the identified gap between the fundamental 1nnovators the Depc
ment Supports and the private 1ndustrlal developers who may be neces

- to the dellvery of end items to the marketplace;' The main thrust_of

Department patent policy as applied to universities has been directdg

toward:
:lt_nEstabllshment of a. patent management focal point in the.
| t.1nnovat1ng organlzatlon trarned to elicit 1nvent10n reports
and establish rights in intellectual property on a timely

* basis for-possible 1ieensing of indnstrial developers, and

2. Assurance that the innvoating group_has the right to convey
.mhatever intelleetual property'rignts are nmecessary' to
f.accompllsh a transfer.

‘.DHEW has earefully c1rcumser1bed the condltlons of llcen31ng within

which unlver31ty patent management groups must function. These cond?[ions
1

'have become we]l known to industrial developers and have been gradua

'accepted in licensing arrangements by a widening circle of such
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NIH generated drug leads by industry reporLed by GAO durlng the 1962-

L 1968 perlod covered by thelr report.

-7generated;‘enhanced or corroborated in performancedof_HEW funded

‘zations for the purpese-of'soliciting.further_industrial.development

. support. The Department hae been advised that during the 1969-1974

have generated commitments in the area of 100 million dollars of privat
risk capital. Two licenses have resulted in the marketing of a correst
-ponding'number of drugs, while a number of other licenses cover

potential therapeutic agents in various stages of pre-market clearance;

-3~

developers{ This'comperes to the virtual bbycett of development of

Since_1969.through the Fall of 1974 the Departmeht estimates that
the intellectual property kights to 329 innovations either initially-
research wereﬁin the hands of universities' pateht management'organi—
period these organizations had negotiated 44 non-exclusive and 78

exclusiveilicenses under patent applieations_fiied on the 329 innova-

tions. The Deparfment understands that the 122 lieenses negotiated

In the above context it is apparent that the existence of a

etraﬁstI of a”uﬁiversity:innovation to industry and the marketplace,
‘and failure to protect such ripht may fatally afféct-a transfer of a

‘major health inpovation.

licensable patent right may be a primary factor in the successful

any unconditioned disclosure by its owner of information on an inpovati]

Li%g

fion.

II. Publication Within the Patent Laws and its Effect on Patent Protec

Publication within the patent laws has been broadly defined as

n
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of interest. Thus, a thesis avallable on the shelves of a university

1ibtary but not necessarily reviewed by any researcher has been deem

a publication within the patent laws of the innovation disclosed thebein.

“Both the United States and foreign patent laws are drafted

--agalnst the interest of those parties maklng or - permlttlng publlcatlmn

'of thelr invention prlor to the f111ng of a patent appllcatlon. Accord=~

1ng1y, in the Unlted Stetes publlcatlon of an inventionm prlor to the

filing of a patent appllcatlon initiates a oneuyear statutory perlod

in which one must file a United States patent appllcatlon on the invention

-dlsclosed if valld patent protectlon is to be establlshed Further,

the laws of most forelgn countries preclude on the day- of dlsclOSure
obtalnlng valld protectlon on an invention disclosed 1f a patent
application_had not_been—filed prior to the disclosure date"
”;‘All”univetsity petent management orgeﬁiZatiOne cen'be.exPected

to.understand these basic ptinciples oftpateﬁt law and, therefore, w:
unless otherwise.constrained, preclude publication (including:uncon—
ditienal access to), information which.might-disclose an innovation
of.iﬁterest'prior to the-éppropriate'time to_file a pateﬁt applicati

Any publication of an invention made prior tq'generatiﬁg clinical or

other corroborating data necessary to support a patent claim would, of

course, be deemed premature since the filing of a patent application

without such data, if at all possible,7would'need to be made on the

: uheconemic, speculative basis of possible future positive fiﬁdingeg-

i1,




'111,5 The Freedom of Informetion Act (FOTA)'and COurt.interpretations

.'interpretatlons of that Act have serlously.lmpacted on unlversity cor
'Liover premature access to 1nformat10n in HEW hands whlch may -disclose
jelnnovatlons whlch are in the process of belng corroborated or enhance
:.fin performance of HEW funded.grants or contracts. Thls Wlll be

' - ‘discussed further below. However, to date but under continued attack

. FOIA,

"upon-request. There are'e number of'exemptions to.required.disclosur
fOf'tnese exemptions, tne question posed in Title III of the.Health
‘Reseerch and Health Services Amendments of 1976 narrows’our need to

'tcomment prlmarlly to exemptlon 4 which was 1ntended to deny access to

B “trade secrets and commercial and financial 1nformat10n whlch is

"pprlvlleged or confldentlal "

.Eaiéonservatlon Assoc1at10n v. Morton, 498 Fed. 765 (1974), D.C. Clrcnlt
7Tf500urt, states that the fourth exemptlon applles if it could be shown
-':Uf thaL dlsclosure was elther llkely, flrst, to 1mpair the Govcrnment 8
'Ufliaoility to obtarn necessary rnformetion or second to cause substant

'ﬁf:harm to a competltive posltlon of a person providing the informatlon

X _.'-25'".

"The promulgation'of the Freedom of Information Act and_theﬁcoux

the courts have supported HEW's contention that unfunded research prch'
. posals and applications and their supporting documentation are genera

unavallable to third party requesters under the fifth exemption of the

" The FOIA generaliy requires disclosure of all Gorernment record

The 1ead1ng case on the fourth exemptlon, Natlonal Parks and
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'HL?(The Court toughened these tests in Petkas v. Staats, 501 F 2nd 887

hfﬁ(1974) when it held that a Government assurance and a Corporatlon s
3‘7:Tfrespect1ve subm1551on of 1n£ormat10n condltloned on confldentlallty'
“h:rwere not determ1nat1ve, and remanded the case fer dlsp031tlon in
=aceordance w1th the test of the Hatlonal Parks case. Thus, a promlS
.u?lOf ConfldEHtlalltY by the Government in and of itself may not preven

'”dlsclosure.

.'nroperty anddits withholding under the fourth-exemptlon under. a FOIA

'suit.is very unpredictable, at best.

'on Government officials who disclose proprletary informatien in the
'1possesslon of . the Government. At best, then, it is a.deterrent to
llunauthorlzed dlsclosure, but it only takes ‘effect after the dlSClOSL
land.the damage to the owWner. 18 U S.C. 1905 has been v1rtua11y
'ffignored by the c0urts in FOIA sults because of a general exemptlon
.':contalned in the. statute, unless otherw1se provlded by 1aw. _ Court

'Li%éenerally have 1nterpreted the quoted passage as exemptlng dlSClDSUL

:‘i;,under the FOTA. Sectlon 1905‘s penaltles, therefore, would not be

;:to a frcedom of informatlon suit.

ST S Y S

The Office of Legal Counsel of the Justlce Department has adv1aed

Further, 18 U S.C. 1905 does not appear to have any effect in

L

'that as a result of the above cases, Government protectlon of 1ntellectua1

a FOIA suit. This statute, if appllcable, would 1mpose criminal- penelties

113

"*applled to an official who disclosed proprletary informatlon in resaense




" in dEnying the use of the fourth_exemption, that:

ihffﬂpep:thouéh comaéf;iAi eoncernsfmighthﬁithtpfedietahleldifficaity.
Jmeetzthe."sabstahtial'hatm.to a competitivé pdsitiohﬁ”test of;the3
.h:ﬁatiohal.Parks case, universities'ahd nonwprofit.organizations wishihg
'fpto deny access to the1r research proposals or appllcatlons appear to
iﬂ have llttle hope of meetlng this test in llght of Washlngton Research
-'7pProjeCt V. Weinberger,'No; 74—1027 United States_Court of Appeals for
'tithe Disttict.of Columbia Circuit. 1In that case, Washington Research
Prejact sought accessnto a number ot research proposals ftom diffetent
thiversities and nonfprofit organizatiohs'in.ordét:to investigate the
' ethies pt the experimehts in question, mest of which dealt with the;
”_treatment.of hypetactive children. WashingtOn.Research_supported its

ciaim to access with ihdications that “it'is.essential.for'tesearchers
" to be held‘accountable, and the research process has to be somethlng

 other than the closed society whlch it is now." The court 1nd1cated,

h'"It is clear eneuéh that a honcemmerciai scientist's research

'_:désign is hot 1iterally a‘trade secret ot item ef commercial
'hihformation, for it:defies cemmon sense'te,pretend that the
__seiéﬁtist'is.ehgaged inftrade er commetce;_.This-isfhet to

i;?saf_that.the sciehtist'may not:have a pteferehee for or an

“interest in nondisclosure of this research design, only that

:fit is not'a trade-er commercial interest'.{;"

NoLw1thstand1ng the apparent 1naccuracy of the Court s premlse for

f?denying the use of the fourth exemptlon in thlS case in 11ghL of




o requester w1th1n ten days of the request or be subJect to personal

"length during con31derat10n of the amendments to H.R. 347& the-ERDA‘

.--8_

tﬁe'UuiVersitfulndustry interface uecessarp.tossucoessful technology“
ljtransfer.as exemplified by the 122 licenses noted_above and thep
estimated 100 million dollars of risk development generated thereunder
l'the FbIA.and present court interpretation appear to be éeverely
).imbalanced toward promptiug Federal Aduinistrators to.release information
_disolosing'intelleotual property whether arguable within the fourtﬁ-'
exemptlon or not rather than undertake the burden of proof of denial
" This burden is made even more severe due to the Act's requlrement tha:_'

the Federal Administrator prov1de a yes or '"no" answer to a

~financial penalties.

'IV. Prior Congre351onal Investigation of Problems of Protecting Propdietary
Information under the Fourth Exemption of FOIA.

The unpredietability of protection of proprietary information

under the fourth exemption of FOIA Suggested above was discussed at

-Authorization Bill for Fiscal Year 1976. A copy of the Congressional

.Record covering this debate is attached as ltem B.:. Of special importance

ilS the agreement arrived at between Congressmen Goldwater and Moss set]| out i-

.on page H 12379 the essence of which appears.in paragraph 6 which

'states1_- - o |

R "We agreed.that, in liéht of the apparent state of uupredict--.
ri.ability of proteetiou of proprietarﬁ inforﬁation under. |
L exemption (b)(d) and the need for ERDA to prov1de such

predictable protection in order to ensure the full cooperation




: _access to unfunded research proposals on, appllcatlons under the fifth
. "Interagency records. However, the Washlngton Research Progect cas

J*.J‘access to funded research proposals on appllcations and leaves only tihe

.hq.nd partic1pation of the private.sector, Congress could
iiconclude that there was a 1eglt1mate national 1nterest 1n“f
;hERDA's hav1ng the speclflc authorlty to predlctably “
‘f_protect proprletary 1nformat10n. Further, Congress c0u1d
_5str1ke a reasonable and acceptable balance of that nat10na1

.tﬁ'ilnterest and the natlonal 1nterest in freedom of 1nformat10n

,aand create a (b)(3) exemptlon for ERDA for that purpose.
B 3'Also attached as Item C is the "(b)(3) exemptlon for ERDA"
”ultlmately passed by the- Congress as Sectlon 307 of H.R. 3474._
This action would appear to establish a precedent for s1m11ar
eremptions for other research and development programs needing authox'ty
1_to predlctably protect proprletary 1nformat10n. |

V. Example of the Procedure of Handllng a Request for Release of a
Research Proposal or Application.

. As already noted HEW can, although under attack, predictably deny

W

"‘exemptlon of FOIA on the ba51s that such proposals on appllcatlons ar

A

clearly precludes the use of the flfth exemptlon as a means of denylngr

”;_possiblllty of supportlng a case for den1a1 under the present court
'Afttests for the fourth exemptlon after casewby case rev1ew.
To say no" to a request for a funded research proposal requlres

:i:the Tederal Admlnstrator handllng the request to apply the Natlonal




-10-

‘fL:Parks test to the situatlon and prov1de a wrltten prima facle case.

:’[fto the Department Public Informatlon Offlcer recommendlng denial,

':1'(The case Would need to 1nc1ude arguments on how a non- proflt organi-

:zatlon could have a competltlve.p051tlon in- order to overcome the'
"general negation of such pOssibility in the Washington Research Case.
':If the 1nformat10n the Federal Admlnlstrator belleves should beldenle
'Q_lnvolves a dlsclosure ‘of an idea, invention, trade secret..etct, a
f:prlor art review indicating that such idea, etc. is'in fact novel.in_

:comparison to the priox art would need to be conducted_before a prima

"'facie case could be made. If novelty cannot be shown it seems ciear'

-that the Government could not prevall in a suit to show that there wilfl

be "substantlal harm to the owner's competltlve positlon.
. It appears approprlate at this’ poxnt to ask whether a Federal
.Admlnlstrator, even Wlth the aid of the unlver51ty, can show durlng
'the early stages of funded research that a research protocol hypothe
'or.de51gn is novel compared to the prlor art. .Thls would appear to
'be the primary purpose of conducting the research. Further, should
: the un1versxty and the public be placed in a.p051t10n of belng penall
:':fbecause the Admlnlstrator makes a poor case to Lhe Publlc Informatlon

:?Offlcer7

In those few 51tuat10ns where "novel" 1nformatlon can be dec1snve

?j;identlfled and a den1a1 con31dered Justifiable, the Act further requlr
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”']}lto Lhelr organlzatlonal identlflcatlon seems to place requesters in

'”fgﬁftwo broad but 1dent1f1ab1e categories'

-1

'Tltﬁatlthe.intornation to-te.denied be excised_from'the:documents'
requested_and the.resulting "swiss cheese“ document forwarded to the
'-'requester.‘ Multlpllcatlon of thls procedure by the estlmated 200 |
'ffpresearch proposals Washlngton Research Projects requested shortly
“after prevalllng in thelr flrst Sult for access raises the strong
'l:pOSSLblllty that a great number of 1ntellectual propertles.can be_ "
edestroyed by a few requests for a 1arge number of research proposals
81nce there is little llkellhood that the Agency could*meet the admin-
istratlve burden posed by a need to process a large number of denials,
lIt appears more likely that the Agency will tend to av01d the denial
route in other than sltuations.where.the equities of the university are
-.immedlately and dramatlcally apparent, espec1ally 31nce release merely
. requires Xerox coples to the requester with no threat of penalty under
'18 U.8.C. 1905 or enJolnment by the 11t1gat10n shy university sector.

- Such a result seriouslv jeopardizes technology transfers:which.at a

z'later date may'turn'on_the exchange of intellectual property.

" VI. . Comparison of Benefits Between Unconditiconed Access to Research
"+ Protocols, Hypotheses, and Designs by the Public and Control of

V;HZAccess to Such Informatlon by Unlver51ty Management and Investrgd.

ors.,

"7=]Qf”A1though requesters need not. identlfy the purpose of the request

ﬂ{ffor access to a research proposal volunteered 1nformat10n in add1t1om




Ay _CemmerCial cencerns ahd other research investigators -

'_'of research proposals is not whether the information therein will be

7f1nvest1gators are anx1ous to publlsh the results of thelr research f

:V_the scrutiny and critique of the entlre profe551on after they bellev

"jf.it has moved to some reportable conclus:on.

'"ﬂhpubllcatlon by the 1nvest1gator, whlle the need of un1vers1ty managen

12—

'ﬁfwishing to capltalize on the potential innovatlons'
.:h:hdisclosed |
},;(2) ‘Publlc interest groups pursuing the p0351b111ty that
lffe_ research 1nvest1gators are in some way abu51ng the publlc
‘tihterest in the course of therr research._
zﬁffhe"reqeester in the first category cae Ordinarily be identified
havrng an 1hvestment rn the same field of research as the research
proposal sought., It is perceived that the.lnformatlon obtalned by
thlS category of requester will be used to
'(1) determine the degree to whlch an ;nrestigator is moving
_the.state of the art ahead, or .
.(2)__generate a format fer the requester's ewn graﬁt oxr contract

" proposal.

At this point it should be noted that the controvery over releéasd

[w]

(D,

Accordlngly, it would seem that the needs of the flrst category

o"successfully transfer technology and the investlgator 8 need for

' released but when it will be released It is historicaiiy evident tHat

'of requestcrs w0u1d be ordlnarlly, though delayed Satlsfled by ultlmate

g]s

ent
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Coe3e

'i a period in Whlch he is not subJecLed to premature competition to.

f[demonstrate hlS idea are preserved

(7]

'.“je o SRR The moxre serious questlon attaches to access to research proposal

'”:by'public interest groups.ﬁ It is antlclpated by the number of request

o

'::already made by the two 1dent1f1ed categorles,.that the pub11c interes

o ff ._groups will request access to the greatest number, since these grOups

L.

"believe uncondi tioned access to a 1arge number of research proposals i

uecessary in order to ‘establish patterﬁs of investigator abuse. Of

PR

-course, as discussed, such unconditioned access to these proposals wil
yesult in the loss of large numbers of intellectual property rights which.
" must ultimately negatively effect technology transfer. . Such loss appegrs

tq'Be justifiable'only if the additional surveillance of public

interests groups appears to be a necessary supplement te already existjng

Department clearance and surveillance procedures in areas such as

Lo -human subgects, risk versus beneflt, etc., and the need to correct

abuses'by such addltlonal survelllance outweighs the need to optlmlze-

' technology transfer.




