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No. 77-922 |

- CHRYSLER CORPORATION, Petitioner - .
T AT
Harorp Browx, et al., Respondenis

.On Writ of Certiorari to the .
Co_urt of Appaals for ih'e-'I'hird Circu.it ,

1 |  BRIEF AMICUS CURIAE ' o
ASSOCIATION OF AMERICAN MEDICA]L COLI.EGES _

OPINION S BEI.OW

'The oplmon of the court of appeale ig reprinted as.
' Appendlx A to the Petition for a Writ of Certiorari.

- The ‘opinion of the d1str1ct court is reported at 412_.
F. Supp 171 _ '

| . JURISDICTION
~ The 3ur1sdlct10n of this Court rests on - 28 USC |

st ().

CONSENT TO FILE®

‘This Amlcus Ourlae brief is belng ﬁled W1th the eon-
. sent of all the partles to the proeeedmg

o * Letters of eonsent of a.ll partles to the case have been filed w1th _
_the Clerk of the Court ' :



INTEHEST OF AMICUS -

The Assoc1at1on of Amenoan Medlcal Colleges is a
'Voluntary, nonproﬁt non—governmental corporatlon
established under the laws of the State. of Illinois, hav-
ing its principal place of busmess in the District of
Columbia. Its corporate purpose is the advancement
* of medical education. Tts 1nst1tut1ona1 members]:up in-
‘cludes all one hundred twenty one aoeredlted and  op-

‘erating nonprofit medical schools and medical colleges .-

in the United States. Its. membershlp also includes
over 400 teaching hospitals in ‘which undergraduate
and graduate medical educatlon is conducted, and 63
academic and professional societies, the inembers of
which are actively engaged in medmal ed_ucatlon and
_the conduct of biomedical research, '

The Inembers of the Assomatlon of Amerlcan Medl-
cal Colleges (AAMOC) condiict a substantlal proportmn
of the nation’s Federally supported biomedical re-
search. Health related research and development is in -
large measure supported by the Federal Government;
it provided nearly $2.8 billion for this purpose in 19'75_
out of a total national investment of more than $4.6
billion. Of this, $1.74 billion was expéended in institu-
tions of higher education. The National Instltutes of
Health, chief sponsor of medical research and develop-' '
ment awarded $1.07 billion in Federal research grants
‘and contracts. to institutions of hlgher education’ of
wh1eh $808 million - was awarded to medical school
members of the Association of American Medical Col-
-leges and an addltlonal $24.5 Imlhon to member hos-.

- pltals

! Figures taken . from Tables 2 and 21, Baslc Data Relatmg to.
the National Institutes of Health, DHEW Pubhcatlon No (NIH)_ ‘

©77-1261, 1977,
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Thus the institutions represented by amicus have a -
major role in the nation’s system for conducting Fed-
erally sponsored research. Its interest in this case stems
from the impact of the operation of the Freedom of
Information Act (FOIA)® and the Federal. Adv1sory-
" Committes Act (FACA)® on that system. Amicus be-

lieves that a measure of confidentiality is a necessary
feature of governmental review, evaluation and han-
dling of research grant applications. Protection from
premature disclosure of an investigator’s ideas is neces-
_sary to assure that the full fruits of government funded
research are available to the public and are essential -
to the preservatlon of nnportant 1ntellectual property_

rlghts ' : .

QUESTIONS PRESENTED

The questions before the Court include whether Ex-
emption 4 of the FOIA is permissive or mandatory;
whether agency regulations promulgated pursuant to
5 U.8.C. § 301 constitute ‘“authorization by law’’ with-
in the meaning of 18 U.8.C. § 1905 for disclosure of
private, confidential business information; whether a

* submitter of 1nformat10n is limited to Judlolal Teview |

of the agency record as his only recourse in the event
of an agency determlnatlon adverse to interests he as- -

serts are proteoted by Exemptlon 4 and/or 18 U. S. C. |
1905,

Reformulated in terms reﬂeetlng the perspectlve of
amicus, the fundamentel question is: May the Federal
government as pOSsessor of valuable information as a

28] Stat. 54, 5 U.S. 0 § 552 (P L. 90-23 90th Oongress, lst Ses
. sion {1967), as amended) .

‘386 Stat. 770 (P.L. 92 463 92nd Congress, an Sessmn (1972),'
'_&s amended) : _ _
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consequence of its offer to support research. projects
it deems to be in the pubhc interest, at its discretion,
effect a diminution of the value of the ideas to sub-
‘mitting investigators, foreclose the transformation of
- the ideas into commerecially valuable intellectual prop-

erty, and deprive the public of potent1a1 beneﬁts from
PFederally funded research? - :

- Amicus 1ecogn1zes that the speclﬁc items of 1nforma-
tion giving rise to this case are conceded by the parties
to fall within the scope and coverage of Exemption 4.
Accordingly, it recognizes that arguments as to the
- merits 'of including iriformation contained in EEOC

reports, affirmative action plans and the like within the
‘seope of Exemption 4 are not pertinent to this case.

- Awmicus will, however, direet some discussion to issues

related to the scope of Exemption 4 in order to illus-
trate to the Court the injury to the public interest that
will result from any determination that the exemptlon
is dlscretlonary rather than mandatory '

| ~ * SUMMARY OF THE ARGUMENT - |
" Creative ideas are valuable to a research investigator
as his stock-in-trade and to society as a means of facili-
tating solutions to 1mp0rtant national problems. To the

~ extent that it may result in produect innovations, an -
- investigator’s work is both of commercial significance

" and of public benefit in making available useful ma-

terials, such as, for example, life. saving drugs or medi-
cal devices. Preservation of these values, however, re-
_qulres that the investigator’s ideas and Works not be' :
_gwen premature publie d1sclosure ' ' .

The FOIA and the FACA affect: the tlmmg of dls«-
closure and should be interpreted in a fashion to pro--
_tect both the 1nvest1gator sand the pubhc mterest Such
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an 'interpretafien is eonsisteﬂt Wit}l. sound publie
policy, with Congressmnal intent, and w1th Const1tu—
tronal dlrectwes

ARGUMENT
L An Inveshgaior s Ideas and Creahve Work Are Valuable

A To THE INVESTI( ATOR BECAUSE

"The advancement, remuneration, professmnal recog- _
_nition, and personal satisfaction of a scientist depend .
“upon the soundness of his ideas and the skill with which
~ the scientist applies them to .a research problem. The
‘problems selected by applicants in seeking Federal re- -
~search support and the results of the research (in terms.
of contribution to science, recognition of the effort as
. an original product, being the first to publish the re-:
search findings, and the like) are thus of substantial -
“proprietary’’ interest to him and are traditionally
“treated in this regard by the scientifie community and
by the Federal grantmg authorltles, regardless of the_
- locus of research '

"B. Tos SOCI]:.TY AT LARGE FOR THEIR CONTRIBUTION TO THE .
RESOLUTION or PROBLEMS OF PUBLIC SIGNIFICANCE
BECAUSE:

1. They 111um1nate our understandmg of human-

L problem__s Federal age_nmes support,academ,lc research _

+ One member of an NII-I initial - review group (Dr, Walter- '
Kekhart of the Salk Institute) characierized the importanee of an
apphca.tmn to an applicant as follows : the 4 to 5 hours a primary
_reviewer may spend studying sn application ‘‘is done not so0 mueh. -
_ because of a sense of responsibility or what the other members may
think of your presentation, but because one knows that for the
applicant it’s a matter of life or death”’. Quoted in Wade, ‘‘Peer
Review System: How to Hand Out Money Falrly”, 179. ;S’cwnce_.
- (No 4069) 158 159 (1973) . :
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 because of public 'reeog;nition of.'the 'cont.r_ibution_s such
research may make to the solution of human problems,
For example, the Department of Health “Eduecation,

‘and Welfare is authorized to ‘‘encourage, cooperate _
with, and render assistance to other appropriate pub-_

o lie auth0r1t1es scientific institutions, and scientists in

the conduct of, and [to] promote the coordination of
research, 1investigations, experiments, demonstratlons,
‘and studies relating to the causes, diagnosis, treatment,
~ control and prevention of physical and mental diseases
and impairments of man . ..” 42 U.8.C. § 241. Speci-
-ﬁeally, the Department of Health Education, and Wel-
fare is authorized to make “grants—m—ald to universi-
ties, hospltals, laboratories, and other public or private
- institutions, and to individuals for such research proj-
'ects”42USG § 241 (e). .

“The recogmzed preeminence of the Umted States in -

~ the field of biomedical research; the scientific capabili-
~ ties of modern medicine, the advances made in alleviat-
ing or ameliorating previously devastatlng disease

- . problems testify to the success of this approach. The

~ continual inerease in appropriations for the programs.
of the National Institutes of Health® testify to the
Congressional and publlc support of thls as an appro-‘ '_

prlate pubhe pohcy . B

9 They are a source of mnovatlons resultmg m use- 3
ful produets : '

" «“From 1969 through the fall of 1974 estlmates of'_ :

* the Department show that the intellectual property

rlghts to 329 innovations elther generated en-

S NIH appropmatmns ha,ve mcreased frem $34 8 million in 1950

- to over $2.5 billion in 1977. Basic Data Relating to the National =
Institutes of Health, DHEW Pubheatlon No. (NIH) 77- 1261 1977 ':

Table 12 : L '
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hanced or corroborated in the performance of De-
partment [of Health Education and Welfare]—
funded research were under control of university
patent—management offices . ..”" . L

| These 1nn0vat1one included druge and therapeutm
~agents which promise great benefit in improving health
and unprovmg the quahty of life of mankind.

I An Irwest:gators Ideas. Properly Developed Oﬂen Are
' Transformed Into Commercially Valuable Property.

It is clear from the preceding quotatlo_n that an in-
vestigator’s ideas and research efforts often result in

. patentable innovations. It should also be apparent that -

~ when this work has matured from a concept to a pat-._
ented innovation it is transformed into identifiable ¢

tellectual property’’ and its owner acquires. substantml'
protectlon under U.S. patent and property laws. Fur-
thermore, an idea or innovation may be commercially
valuable, even absent the protections of a patent, if it

| s managed in a manner eultable to acquiring and pre- :

_eervmg the character of a trade secret.

Patented innovations are of little dlreet concern in
this ease because of their protectlon in law. Of direct
and substantial concern to amicus, however, are those. -

|- 1nchoate forms of intellectual property represented by

an innovation which may be patentable, but is not yet ~

. at a stage where it can be patented, and those ingights -

which may form the basis for a commercially valuable

'\ trade secret. The possibility of obtaining a patent-is

- jeepard_ized and, in some cases foreclosed, by uneondi-

8 Report of the Presudent.s Bmmedlcal Research Panelé—l)mclo-
sure of Research Information, at 15 DHEW Publlca.tmn No. ( OS)
76- 513 June 30 1976 R .
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tioned dlselosure prior to the. ﬁlmg of the patent apph-

cation. A trade secret loses 1ts Value upon dlsclosure to
“the publie.

Patent laws of both the Umted States and forelgn
countries are drafted against the interest of those par-
~ ties makmg or permitting pubheatlon of their innova-
tion prior to the filing of a patent application. In the
United States, publication of an unpatented 1nvent10n
initiates a one-year statutory period for filing a patent -

application on the innovation or valid patent protec- -

* tion is precluded In most foreign countriés valid pro-
tection is precluded if a patent ‘application had not -
been filed prior to the date on which the mformatlon
was first disclosed. . :

‘Within the patent laws, pubhcatlon has been broadly
defined as any unconditional disclosure by its owner of
mformatlon on an innovation of mterest For example,
even a thesis available on the shelves of a university
11brary but not necessarlly reviewed by any researcher
has been deemed in the context of the patent laws, to
be a pubhcatlon of the innovation disclosed therem

IIL. Exemption 4 of ihe FOIA Is of Crucial Slgniﬁcance in ihe
Protecnon of an Inveshgaior o Ideas, .

A_ PREMATURE DISCLOSURE DIMINISHES AN INVESTIGA—
TOR ’s STOGK—IN TRADE ' - :

‘ Trad1t10nally, Federal grantmg ageneles have rec--
ogmzed and proteeted a sclentlst’s proprletary mter-

4 Ham11ton Laboratorles V. Masseng111 111 F. 2d 584, 45 USP. Q
‘594 (6th Cir. 1940) ; Indiana Gleneral Corp. v. Liockheed Aireraft
" Corp., 249 F. Supp. 809, 148 USP.Q. 312 (8.D. Cal. 1966) ; Gul-
liksen v. Halberg, 75 USPQ 252 (Ba, App 1937) Bz parte_k'

, Hershberger, 96 U.8.P.Q. 54 (Bd. App. 1952), ‘ e
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est in h1s work Apphcatwns submltted for. fundmg
~and the research protocols they . contained have been
: Wlthheld from disclosure under the authority of Ex-
_ emptlon 4. It was clearly reeogmzed that making the
_ preliminary research, research designs and protocols )
public at the time of application would violate the pro-.

- prietary rights of dpplicants and greatly enhance the

‘danger that the applicant’s ideas (his stock-in-trade)
will be appreprlated. by others. Another researcher
might modify the original proposal, be awarded the
grant and be the first to publish findings thereby not
only causing loss of the research opportunity and grant
- to the initial apphcant but . also cred1t1ng the subse-
quent apphcant w1th the 1dea :

" These coneerns of the research smentlst are very real :
and hlghly 1mportant and preoccupy them constantly.

The essence of this concern was expressed by Dr. James -

 Dewey ‘Watson, Nobel laureate and Professor of
Molecular Biology, Harvard University, when he can-

‘didly said that ‘“‘we [scientists] all know too well that .

~ the types of jobs we eventually get are very much de-
- pendent. upon how much we produce. There is little
‘enthusiasm for those who always come in. second
~ Professor Watson, in observing that ““success in gen-
~ erating new ideas usually being more than the sunple '
7 eombination of native intelligence and a good measure
- of luck”’, pointed out that ‘‘ (a)1l too often science re-
sembles playing poker for very high stakes, where re-

8 Watsdn ‘.‘The Shﬂriﬁg of Unpubllshed Infdrrﬁatloﬁ " 'se.cond'
. Frank ‘Nelson Doubleday Lecture for 1973-74, at the National Mu- .
seum of Hlstory an& Technology, J; anuary 29, 1974, prepared re—

: , marks at 4.

76
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veahng one’s hands prematurely makes ‘sense only
When you have all. the low cards MO

This pohey of governmental proteetlon of a scien-
. tist’s ideas was challenged by the Washmgton Re-
search Project, Inc. when denied access to research
protocols funded by the National Instltutes of Mental
Health.® The court concluded, in denylng the use of
the “trade seorets” exemptlon that,

“Tt is clear enough that a noncommerelal scien-

. tist’s research design is not literally a trade secret
_or item of commercial information, for it defies
common sense to pretend that the seientist is en-
‘gaged in trade or commerce. This is not to say
that the scientist may not have a preference for
or an interest in nondisclosure of this research
design, only that it is not of trade or commercml
Ainterest. . .’ . : _ G

thle the court allowed ina footnote that it mlght
have reached a different result had there been a demon- -
stration of the commercial character of the research -
- projects at issue, amicus contends that this overly nar-
- row reading of Exemption 4 focuses unduly on the
nature and organizational locus of the submitter rath-

‘ "Id at3

"0 Washmgton ‘Resesrch Progeet Ine v, Wemberger 004 F, 2d"

238 {D.C. Cir. 1974) cert. denied, 421 U.S. 963 (1975)

1504 F.2d at 241. The Court, in rejecting ‘the “stouk-m—trade”i
. dontention; did not take e0gn1zanee of the very extensive activities
_of many ecolleges and universities in licensing their inventions for -
commereial development. For example, the [Un1vers1ty] of Wis-
_consin - Alumni Research Foundation has, over a 51 year period,
licensed inventions resulting in nearly $2 billion in sales and the
return of substantial- royalties utilized for university research
Hearings on- the Business Record Exemption of the Freedom of
Information -Act before a Subcommittée of the House Committee
on .Government Operations, 95th Cong., Ist Sess. (1977), at 821.
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~er than thé character of the information and the
interests at stake. Certamly an argument can be made

- that protection, under law, of the intellectual property

of investigators employed__at universities and other
nonprofit institutions ought to be equal to that pro-
tection accorded ¢commercial firms, If Exemption 4 were
" considered to cover the information protectable under
18" U.S.C. §1905, it seems clear that universities
‘and nonprofit organizations would as a mlmmum oc-
eupy a . position equal to commercial concerns under
FOIA and FACA, since the protection anticipated by
18 U.8.C. § 1905 clearly extends to non-commereial
orgamzatlons as well as to commercial enterprises.

o Further, such an approach would assure more prediet-

able protection because 18 U.8.C. § 1905 contains a

definitive identification of proprietary information and-
because Government: officials would carefully adhere -
to this deﬁmtlon due to the penaltles preseribed.

© In the view of Representatwe John E. Moss, known .
 as.the “Father of FOIA,” it was the Congressional -
intent that there be a close identification of 18 U.8.C.
§ 1905 and Exemption 4. In a summary of a November
- 10, 1975 meetmg on FOIA Wlth Representatwe Barry
’ Goldwater Jr., :

~ “Mr, Moss 1ndlcated that as an orlg'mal author of
. the Freedom of Informatlon Act, it was his intent -
 and understanding that exemptmn (b) (4) would
~authorize the Wlthholdlng from digclogure under
that Act of all ‘confidential information’ protected

- by 18 U.8.C. 1905 in the criminal code. He further
- indicated that 18 U.8.C. 1905 was not intended as
_the authority to withhold such information under
the Freedom of Information Act, but rather it

was to be the test for what 1nformat10n was author-

_ized to be withheld under the authority in exemp-
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A

" tion . (b) (4). He expressed d1sappomtment that
- recent court holdings have not correctly interpreted
- this connection and often have held to the con-

trary that 18 U.8.C. 1905 information is not neces-
sarily protected under (b)(4), based on the adop-
tion by the courts of various other tests for exemp— _
tion (b) (4) coverage.” N

B PREMATURE DISCLosURn DESTROYS THE TRADE SE-"
" CRET "VALUE AND POTENTIAL PATENTABILITY or
INNOVATIONS

Notw1thstand1ng the dec1S1on in Washmgtow, Re-_-
search Project, and assuming arguendo that it cor-
-rectly states the law with respect to funded applica-
tions where no specific showing of a commerecial in-
“terest is made, there remains a basic and difficult
" problem regarding the treatment of inchoate intellec-
tual property resulting from judicial interpretations
of Exemption 4 and the administrative dlfﬁeultles of
agency oomphanoe 3

To. the extent that FOIA requlres dlselosure prlor
to the fundlng of research projects, it is unrealistic-
to expect that investigators or their institutions would
“be able to protect ‘their mtellectual property rights

- by filing a patent application at this early stage of

~ investigation. The clinical or other corroborating data .

. .1niecessary to support a patent claim would obviously
~ be lacking. The filing of a patent application without
such data, if possible at:all; would be based on the
' uneeonomlc, speculative basis of poss1ble future find-
" ings. The unfunded 1nvest1gator with a research pro-
posaI before the Government Would be foreclosed from' :

12191 Cong Ree. H 12379 (Dec 11, 1975) The full Summary
of the Nov. 10 1975 meeting is attﬂohed as Appendix A
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‘the protection of his irrinovative ideas as trade seerets
under the common law to the extent that dlsclosure_ '
- i8 requu'ed under FOIA.*®

FOIA would appear to requlre that unfunded re-
search proposals be reviewed on an individual case
basis as to whether they are exempt from disclosure
under  Exemption 4. However, it is difficult (if not
" impossible) to determine at the design phase‘ of an
experiment whether and to what extent it is exempt
from disclosure under this authority. As to those por-
tions- that might be deemed exempt under Exemption
4, at that stage it is even more difficult to segregate
“data of potential commercial significance from those
~ that do not have this value. In fact, the experiment
- itself, if funded, is conducted to answer these ques-

~ tions. This-admi_nistrativ‘é quagmire demonstrates the
practical difficulty of providing adequate protection
- for unfunded research proposals under the FOIA.

This difficulty is compounded by court interpreta-
tions of Exemption 4. The decision from the leading
case on this exemption (National Parks and Conser-
vation Association v. Morton, 498 F. 2d 765 (D.C. Cir.
1974)) states that the exemptlon applies if it ean be
' shown that disclosure was likely either, first, to impair
the Grovernment ’s ability to obtam necessary mfor- '

13 Tn other clrcumstanees an apphcatmn for governmental as-
sistance does not constitute a waiver of an innovator’s claim to pro-. .
* tection from disclosure of a trade secret. See, e.g.,, Kewanee Oil
. Co. v. Bicron Corp., 416 U.8. 470 (1970) (the enactment of the
U.S. patent laws do not deprive States of their ability to protect
. trade secrets) ; Sears v. Gottschalk, 357 F. Supp. 1327 (E.D. Va.

1973), aff’d. 502 F. 2d. 122 (4th Cir. 1974) (patent applieations
denied patent proteetion are nevertheless protected from disclo-
" gure under the FOIA by Exemption 4 as trade secrets).



~ mation, or second, to eause substantial harm to a com-
~ petitive position of a person providing the information.
The standard was further restricted in Petkas v. Staats
(501 F. 2d 887 (1974)) where the court refused to
accept a Government asgsurance of nondisclosure -con-
tained in a regulation requiring information. A cor-
poration’s reliance on this assurance, and the-filing of
the information conditioned on confidentiality, were
- not considered determinative and the court remanded
the case for disposition in accordance with the test of
the National Parks case noted above. Consequently,
‘a pledge of confidentiality by the Government in and
of itself, may not prevent dlsclosure o

Further, Title 18 U.8.C. § 1905 appears to be glven '_
little effect in Freedom of Information Aect suits. This
 statute, when applicable, imposes criminal penalties
- on Government officials who disclose proprietary in-
formation in the possession of the Government. It is
a deterrent to unauthorized disclosure, although it
takes effect only after the disclosure and the damage
has been suffered by the owner. Title 18 U.8.C. § 1905
¢ontains a ‘general exemption, ‘‘unless otherwise pro-
- vided by law”, and has not been given effect by some
~courts in Freedom of . Informatlon Act suits. These
courts have interpreted the quoted passage as pernut-'
tlng diselosure under the Freedom of Information Aet,
or as the court below, under agency disclosure regula- '
tions. The penalties specified in Section 1905, there-
fore, have not been applled to an official who dlsclosed
proprietary information in response to a Freedom of
Informatlon request. : : -'

Smce the .Glovernment controls the preponderance .
of the financial resources now supporting research at
umversﬂ:les and non- proﬁt orgamzatlons, espoom]ly
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~ in the area of biomedical research, it is clear in prac-
tice that a university or nonprofit organization investi- .

- ~ gator seeking Federal support to verify his innova-

tive ideas will not be able to protect his inchoate or
identified intellectual property under the first test of .
National Parks (impairment of government’s ablllty-
to obtain material). If susceptablllty to disclosure is a
condition of seeking Federal funding, investigators will
not-be in a position to refuse to submit their research
proposals for funding because of the financial leverage
possessed by the G‘rovernment ' L

Even though commerclal concerns mlght mth some
difficulty, meet the second or ““substantial harm to a

competitive position’’ test of the National Parks case, -

universities  and nonproﬁt organizations wishing to-

“control ‘access to their unfunded research proposals §

appear to have an even greater burden in meeting this
test in light of Washmgton Research Proyect Ifrw Mo

C THn WITHHOLDING OF A RESEARCH PROPOSAL 18. IN~.
ADEQUATELY PROVIDED FOR UNDER PrESENT CASES -
CovERING THE FOUR’I‘H FXEMPTION or FOTA.

In ordet to deny 1nformat10n the Federal adrmms—
trator handling the request must apply the National
Parks test to the situation and provide to the Depart-
ment Publi¢ Information Ofﬁcer a written prima facie

case for denial. (The case would need to include argu- -

ments on how a nonproﬁt orgamzatlon ‘could have a
competitive position in order to overcome the negation
of such possibility by the National Parks and Wash-~

ington Research Project, Inc., cases.) Before a proma -

facie case eould be made to deny a disclosure. request
: 1nvolv1ng an 1dea, 1nvent10n, or dlscovery, a prlor art

P4 Supm note 10.°
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review Would need to be conducted mdlcatmg that'
© such an 1dea, invention, or discovery is in fact novel
in comparison to the “prior art”’. If novelty eannot
be shown, it seems: clear that the Govermment could
- not prevail in a suit to show that there will be “sub-
- stantial harm to the owner’s competitive position.”
It is worth asking whether a Federal administrator,

‘even with the aid of the investigator whose idea is 3 |

~ involved, can show, especially prior to the funding of a
" research proposal, that such proposal is novel com-
pared to the prior art. The primary purpose of con-
ducting the research is to demonstrate that the 1dea is
" indeed mnovel.

Even if the Federal admmlstrator is able to make a-
prima, facie case establishing that the research. pro-
posal falls within the fourth exemption, there is no
~ guarantee that the' Department Public Information
Officer would accede to the recommended denial in
light of the May 5, 1977, instructions from the Attorney
- General to the Agencies of the Executive Branch that

““The government should not withhold documents
~unless it is important to the public interest to do
g0, even if there is some arguable legal basis for
- the withholding. In order to implement this view,

the Justice Department will defend Freedom of
- Information Aect suits only when disclosure is

- -demonstrably harmful, even if the documents tech-

- mically fall within 'the exemptions in the Act.”” ™

“The need to adequately protect these inchoate or
identifiable rights prior to Government funding be- _
-¢omes more apparent when it s reahzed that only

e Letter to Heads of all Federal Departments and Ageneles re:
“Freedom of Information Act’’ dated May 5, 1977, from Griffin
- B. Bell, Attorney General, copy attached as Appendlx_ B.
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approximately one-third of these proposals are in fact
ultimately funded. Thus, if disclosure of these pro-
posals on receipt by the Government becomes the rule
rather than an exception, the intellectual property in
the two-thirds of unfunded proposals will be forever
destroyed without an offsetting benefit to the submit-
ting investigator or the public. Amicus believes ade-
quate safeguards for the protection of intellectual
property rights of investigators with research pro- .
posals before the Federal Government is a matter of
basic equity and sound policy. Protection of intellectual
property is a right recognized by the Congress and the
courts in implementing Article I, Section 8, Paragraph
8 of the Constitution and the common law protection
afforded those who wish to maintain their innovative.
ideas as secrets. Moreover, the remarkably productive
partnership between the Federal Government and the
non-Federal research community is based in part on the
principle of protection of the ideas of such investi-
gators and is widely considered to be in the best in-
terests of the American people |

IV. Harm to the Publ:c Interest Resulis from Current Un-
‘predictability of Protection from Disclosure.

Amicus believes it is possible to estimate, in a gen-
eral sense, the potential harm that results if protection
of individual intellectual property by Government
agencies remains in its present state of unpredicta-
bility. Amicus has long been concerned with the prob-
lems of transfer of research progress, technology, and
information from the ““laboratory bench to the public.”” .

A number of studies have yielded evidence of a clear-
link between the need to protect intellectual property
rights and the successful transfer of research innova-
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 tiong to the delivery of health care. In a 1968 report,
““Problem Areas Affecting Usefulness of Results of
Government-Sponsored Research in Medicinal Chem-
istry,”” ** the General Accounting Office pointed out
that from 1962 to 1968 there was a virtual industry-
wide boycott on the exploitation of drug research leads
. generated by research sponsored by the National In-
stitutes of Health. This report forcefully concludes
that where substantial private risk investment is need-
ed, such as that required for premarket clearance of
potential therapeutic agents and, now, of some classes
of medical devices, there is an identified likelihood that
‘transfer will not oecur if the entrepreneur is not af-
forded some property protection in the innovation
offered for development.

Since 1968 there have been speclﬁc efforts through
the patent program of the Department of Health,
Education, and Welfare to close the recognized gap -
between the discoveries made under research support
and the willingness of private industrial developers to
invest the funds necessary to deliver the innovations
to the market place. The main thrust of the Depart-
ment’s patent policy has been to assure that the inno-
vating group has the right to convey whatever in-
tellectual property rights are necessary for possible
- licensing of industrial developers. Not all transfers of
‘potentially marketable innovations from such organi-
zations require an exchange of intellectual property

. rights in the innovation, but it is unpredietable in

which transfers entrepreneurs will demand an ex-
change to guarantee their collaborative aid.

¥ GAO Report No. B-164031 (2), 1968.
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“During the period from 1969-1974, 44 nonexeclu-
sive and 78 exclusive licenses had been negotiated
under the patent applications filed through these
university patent-management offices.” According
to the figures furnished by the Department, the
122 licenses negotiated have generated investments
of around $100 million of private risk eapital, in
complete contrast to the period 1962 to 1968, dur-
ing which there was almost no industry interest
in research leads of Department-funded research.
In the period 1969 to 1974, two licenses resulted
in the marketing of two drugs, while a number of
other licenses cover potential therapeutic agents
in various stages of pre-market clearance. This
record is even more impressive in view of the
fairly lengthy period required to obtain approva]
to market a new drug.”

In the above context, it is apparent that the exist-
ence of a licensable patent right may be a primary fac-
tor in the successful transfer of a university innova-
tion to industry and the marketplace. Amicus is con-
cerned that the failure to protect and define such rights
may fatally affect the transfer of magor health inno-
vations. -

For this reason, amicus is seriously concerned
about the unpredictability of Government protection
for infelleetual property rights, because of the uncon-
trolled and unconditioned disclosure of research infor-
mation under current court interpretation of FOIA.
- This state of affairs is likely to stifle industry interest
in developing potentially important research innova-
tions, Without industry involvement, the transfer of
_research ﬁndings to clini_cal practice will be impeded.

——r—————

¥ Report of the Presulent s Blomedxeal Research Panel, supra
-note 6 at 15..
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In the judgment of amicus, there are strong reasons
to conclude that the interface between research and
* health care delivery, an area of vital national interest,
is likely to be impaired unless adequate protection
is provided for intellectual property rights of investi-
- gators whose research is conducted with Federal finan-
- cial support. . : '

V. The FOIA Must Be Inierprnied' Consistent With Relevant
.. Constitutional and Statutory Prowsions and with the Publi¢
. Interest.

" The Freedom of Informatlon Act contains no pre«
 vision for according submitters of information due
process of law in any decision to disclose information
of value to the submitters. Nor does the Act contain
a provision to compensate the submitter for the value
of information destroyed by its disclosure to the pub-
- lie. As asserted above, the result of disclosure is a gen-
eral harm to the long range public interest. These con-
siderations argue forcefully that the Congress never
intended a submitter of information to be disposessed
of valuable property by operation of the FOIA. In-
stead, Congress intended, as stated by Mr. Moss, that
Exemption 4 would preserve the confidentiality of such
valuable information and that it would be read in con-
junction with Seection 1905 of Title 18, A confrary
reading of Exemption 4 has the effect of subverting
the Constitutional mandate that Congress promote the
useful arts, Article I, Seetion 8, Paragraph 8, and
would be violative of the clear mandate of the Hifth
Amendment of the Constitution prohibiting the depri-
~vation of property without due process of law. These
considerations in turn lead to the conclusion that Hx-
emption 4 constitutes a mandatory prohlbltlon agamst
the disclosure by government agencies of information
deseribed therein and in Section 1905 of Title 18.
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CONCLUSION

It is the position of amicus that the publie interest is
served by a governmental policy which accords ade-
guate recognition to the concept that the research in-
vestigator’s ideas are valuable and constitute actual or
inchoate intellectual property. Untimely disclosure or
unrestricted access to materials contained in research
grant applications through the operation of the FOIA
will result in the destruection of valuable property
rights, will undermine the effectiveness of the system
for awarding grants on the basis of scientific merit, -
and will inhibit and in some cases preclude the trans-
fer of technology from the ‘‘laboratory to the patient
bed.” These conclusions are supported by and reflected
in the recommendations of two independent Congres-
sionally commissioned studies of the implication of dis-
closure of information contained in research protoecols,
research hypotheses, and research designs obtained by
‘the Secretary of Health Education and Welfare in con-
nection with applications or proposals submitted to the
Secretary for a grant, fellowship, or contract under
the Publie Health Service Act.”

18 Report of the President’s Biomedical Research Panel—Dls-'
closure of Research Information, DHEW Publication No (OS)
76-513, JJune 30, 1976.

Disclosure of Research Informatmn under the Freedom of In-
formation Act—The National Commission for the Protection of
Human Subjects of Biomedical and Behavioral Research, DHEW
Publication No. (OS8) 77-003, 1977.

While each of these reports conelude that new legislation will be
required to assure these objectives, amicus contends that they will
be achieved through a proper - construction of Exemptlon 4 of the
FOIA and 18 1. S C. § 1905, by this Court
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B 1. Consequently, we conclude and urge this Court

to hold that Exemption 4 of the FOIA must be inter-
preted as a mandatory prohibition of agency action to
~ diselose information described therein or in Section
1905 of Tltle 18. :

_ 2. Amwus strongly supports petitioner’s conten-
tion that 5 U.8.C. § 301 does not constitute authoriza-
- tion by law within 18 T.8.C. § 1905 for disclosure of
private, confidential business information. This con-
clusion, is essential to prevent the evisceration of Ex-
emption 4. Finally it is consistent with sound publie
poliey to provide protection to information submitted
to the Government by universities and nonprofit or-
- ganizations on an equal footing w1th mformatlon sub-
mitted by commercial concerns.

3. Amicus further supports the petifio'ner’s con-

tention that persons supplying information believed to
fall within the Exemption or the protection of 18
U.S.C. § 1905 are entitled to a trial de novo prior to
disclosure of such information by the Government.
Amicus believes that the Government’s tinilateral
ability to release privately owned intellectual property,
“inchoate or identifiably patentable subjeet matter, or
information protectable at common law as secret, is
constitutionally suspeet as a disposition of property
without due process of law and thus requires adequate
opportunity for the submitter to enjoin such release
before irreparable damage oceurs.
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For the foregoing reasons, the decision of the clrcult
court should be reversed

Respectfully submitted,
JosepE A. KuyEs, JR.
Attorney for Amicus Curiae

Suite 200. One Dupont Circle, N.W.-
- Washington, D.C. 20036 _

June 5, 1978
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APPENDIX A
CONGRESSIONAL RECORD—HOUSE

December 11, 1975 1 : - H 12379

Summary of Meeling of Represeniative John K..Moss with
Representative Barry M. Goldwater, Jr., on the Freedom of
Iniormahon Act, Nov. 10, 1975

1. We agreed that it is extremely important and in the
national interest that ERDA have the full eooperation and
participation of the private sector, particularly American
industry, in the conduct of the national energy R&D effort.
This cooperation and participation is egsential to ensure
the success of the national effort, by providing ERDA
access to existing technology and access to past, present
and future successes and failures in the private sector’s
energy R&D activities in order to most effectwely manage
the national effort. :

2. We agreed that any lack of predictable protection of
the private sector’s proprietary information under the ex-
isting Freedom of Information Act exemption from man-
datory diselosure for such information (5 U.S.C. 552(b)
(4)) could seriously inhibit private gector cooperation and
participation with ERDA to the detriment of the national
energy research and demonstration program.

3. Mr. Moss acknowledged Mr. Goldwater’s conclusion,

based on an independent staff legal analysis, that profec-

- tion under exemption (b) (4) is neither predictable nor ade-

quate because of recent court mterpretatlons of the ex-
emption.

4. Mr, Moss indicated that, as an original author of the
Freedom of Information Act, it was his intent and under-
‘standing that exemption (b)(4) would anthorize the with-
holding from disclosure under that Act of all ¢‘confidential
information® protected by 18 U.S.C. 1905 in the eriminal
code., He further indicated that 18 U.S.C. 1905 was not
intended as the anthority to withhold such .information -
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under the Freedom of Information Aect, but rather it was
to be the test for what mformatmn was authorized fo be
withheld under the authority in exemption (b)(4). He ex-
pressed disappointment that recent court holdings have not

. correctly interpreted this connection and often have held

to the contrary that 18 U.8.C. 1205 information is not
necessarily protected under (b)(4), based on the adoption
by the courts of various other tests for exemptlon (b) (4}
‘coverage.

5. Mr. Moss mdmated that exemptmn (b)(3), “specific-
'ally exempted from disclosure by statute’’ could be utilized
~ to create a narrow statutory exemption in other statutes

where Congress concluded that there was a legitimate na-
tional interest to be effectuated by withholding a class of
information. In so coneluding; Congress must strike a rea-
gonable and acceptable balance between that national in-
terest and the national interest in publie access to Federal
“government information effectuated by the Freedom of In-
‘formation Act.

- 6. We agreed that, in light of the apparent state of un-
predictability of protection for proprietary information
under exemption (b)(4) and the need for ERDA to provide
‘such predictable protection in order to ensure the full
- eooperation and participation of the private sector, Con-
gress could conclude that there was a legitimate national
interest in ERDA ’s having the specifie authority to predict-
ably proteet proprietary information. Further, Congress
could strike a reasonable and acceptable balance of that
national interest and the national interest in freedom of

information and ereate a (b)(3) exemptlon for ERDA for
that purpose.

7. Finally; we reviewed a draft of a provision to author-
ize such a (b)(3) exemption for ERDA. Mr. Moss did not
comment on the specific language, but did indicate that in
concept the approach of the provision was acceptable and
in accordance with the preceding discussion and, further,
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that he did not object to it. Subsequently, he indicated that
the specific language could be improved, but again, that he
had no fundamental objection to the approach represented
by the draft provision: The statutory test for the class of
information, consistent with basic FOIA priaciples, would,
of course, be subject to Judlclal review under current FOIA
procedure. : :

8. Mr. Moss emphasized that the proposed statutory
language provides no authority to withhold information
from Congress, or any committee or subcommittee of Con-
gress. He also stated his belief that any Member of Con-
gress should be able to have access to such information.

9. We agree that the above summary accurately reﬂects '
the substance of our meetmg

Signed, . i
Jorxy E. Moss,
Barey M. GoLpwaTER, JB.
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 APPENDIX B o
Letter dated 5/5/77

OFFICE OF THE ATTORNEY GENERAL
WASHINGTON, D.c. 20630

LETTEB. 10 Hgaps oF ALr FEDERAL DEPARTMENTS
AND AGENCIES :

Re: Freedom of Information Act
I am writing in a matter of great mutual concern to seek
your cooperation.

 Freedom of Information Act litigation has increased in

~ -recent years to the point where there are over 600 cases

now pending in federal courts. The actual cases represent

only the ‘“tip of the iceberg’’ and reflect a much larger
‘volume of administrative disputes over access fo ‘docu-

ments. T am convinced that we should jointly seek to ve-
duce these disputes through concerted action to impress
upon all levels of government the requirements, and the

spirit, of the Freedom of Information Act. The govern-
‘ment should not withhold documents unless it is important

to the public interest to do so, even if there is some argu-

- able legal bagis for the withholding. In order to implement

this view, the Justice Department will defend Freedom of
Information Act suits only when disclosure is demonstra~

" bly harmful, even if the documents technically fall within

the exemptions in the Act. Let me agsure you that we will
certainly counsel and consult with your personnel in making

the decision whether to defend. To perform our job ade-

quately, however, we need full access to documents that

~you desire to withhold, as well as the earliest possible re-
. sponse to our information requests, In the past, we have

often filed answers in court without having an adequate
exchange with the agencies over the reasons and nec'essﬂ:y
for the withholding. I hope that this will not oceur in the

Afuture.
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In addition to setting these guidelines, I have requnested
Barbara Allen Babeock, Assistant Attorney General for
the Civil Division, to conduct a review of all pending Free-
dom of Information Aect litigation being handled by the
Division. One result of that review may be to determine
that litigation against your agency should no longer be
continued and that information previously withheld should
be released. In that event, I request that you ensure that
your personnel work cooperatively with the Civil Division
to bring the litigation to an end.

Please refer to 28 CFR 50 9 and accompanying March 9,
1976 memorandum from the Deputy Attorney General
These documents remain in effect, but the following new
and additional elements are hereby preseribed:

In determining whether a suit against an agency under
the Act challenging its deniel of access to requested ree-
ords merits defense, consideration shall be glven to four
eriteria:

{a) Whether the agency’s denial seems to have a sub-
stantial Iegal basis, '

(b) Whether defense of the agency’s demai involves
~an aeceptabie risk of adverse impact on other
agencies, .

(¢) Whether there is a sufficient prospect of actunal
harm to legitimate public or private interests if
access to the requested records were to be granted -
to justify the defense of the suit, and

(d) Whether there is sufficient information about the
controversy to support a reasonable judgment
that the agency’s denial merits defense under the
three preceding crlterla :

The eriteria set forth above shall be considered both by
the Freedom of Information Committee and by the litigat-
'ing divisions. The Committee shall, so far as practical,
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employ such eriteria in its consultations with agénéies .
prior to litigation and in its review of complaints there-
“after. The litigating divisions shall promptly and inde-
pendently consider these factors as to each suit filed.

Together 1 hope that we can enhance the gpirit; appear-
" ance and reality of open government.

. Yours sincerely,
/s/ GriFFiy BrLL

Griffin B. Bell
‘Attorney General









