n

manpower and other costs as well as provide desirable

visibility." [Emphasis added. ]
The report indicates that of the $17 billion spent during Fiscal
Year 1973 on Federally-supported Research and Development, $gg;};ggt
into the collection, organization, and dissemination of technical
and descriptive information. Only $43 million of that amount --

or .25% of the total $17 billion -- was authorized to encourage

technology utilization.

More specifically, the report continues:

"Moreover, there is a lack of personnel slots and no
specific Civil Service Commission job descriptions
exist for those engaged in technology transfer-utilization
activities. This is a factor inhibiting the implementation
of programs and the recruitment of expert personnel. With-
out a Federal policy designed to overcome these constraints,
there will continue to be a poor environment in which to
acéomp]ish the objectives.”
"Therefore, (the report continues) the Committee recommends
that the Federal Government:
- Empower appropriate Federal agencies to set up

explicit programs as an added part of their

missions with specific cﬁarter and guidelines

for embarking on these secondary or horizonta]

applications programs.
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- Make technology utilization a line item in the
budgets of Federal agencies in order to provide
appropriate funding.
- Create new Civil Service designations and job

descriptions to cover personnel with program

skills and expertise. The Civil Service Com-

mission should recognize the profession of

technology utilization agent and establish a

separate classification series within the General

Schedule system from beginning positions to senior

executive levels." |
Without agreeing eptire]y with all these recommendations, I believe
we can all agree that there has not been adequate attention paid
to properly organizing and funding technology transfer functions
either within the Government or at universities and non-profit research
centers. But most disturbing is the fact that notwithstanding the
identification of the problem, tﬁe ERDIP program, which appeared
responsible for implementing possible worthy recommendations, has
been abolished. Without such an organjzation; it appears that the
burden of voicihg the needs of technology transfer will be returned
to the existing, but fractionalized, technology transfer groups.
Successfully arguing such needs may be quite difficult in light of
the fact that so many who work on transfer do so on a volunteer basis

along with other regularly assigned duties. However, I believe that
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these problems are intrinsically tied to the patent rights problem
in which you are, by necessity, involved. Accepting involvement
4in voicing the organization and funding problem should enhance the

possibility of early resolution of the patent rights problem.

In conclusion, I think it can be said that at this point in time,
technology transfer functions, with some noteworthy exceptions,

fall within the "approved but not funded" category. Because of the
important service they afford in delivering technology to the public,
I believe they are deserving of a higher priority among those seeking

available Federal funds.
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i 4 1ike to call attention to the fact that the views expressed
here ore my own, and do not necessarily represent those of the Admin-

jstration or the Department of Health, Education, and Weifare.

With the increase in our economic problems, there is naturally an
increase in the media of suggestions on how we might resolve our
difficulties. Of course, I, Tike you, read and listen in the hope

that someone really can provide a quick solution.

Henry Kissinger, probably noting our frustrating search, recently

said, "America's problem is that it tends to direct its attention

to dealing with and solving immediate problems, while the necessity

is for discipline and foresight to carry out necessary measures that
cannot in advance be proven to be necessary." He went on to say

that current problems demand that industrial nations enter "a new

era of creativity and cooperation." Now, I am sure Dr. Kissinger

meant creativity in its broadest sense, but I'm also certain he did

not mean to exclude the kind of creativity that this audience is
concerned with. In fact, his theme of "creativity" is clearly
identifiable in a number of statements that can be generically
described as calls for increased technological investment for the
purpose of increasing productivity and defusing inflation. In fact,

by definition, inflation is a condition where money exceeds the goods
évai]ab]e for purchase. Thus, it seems that each new process, materiai,
or device delivered to the market which satisfies a need not previously
filled, or at a checaper price than previously offered, aids in over-

coming inflation.
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Dr. Simon Ramo of TRW, echoing Dr. Kissinger, indicated recently
that "Technological development is a basic, but not a short-term
solution to inflation. To realize the benefits a few years ahead,
we should lose no time in creating new conditions favorable for
maximum research and development." Nearly invariably, along with
statements Tike Dr. Ramo's, comes a call for Government policies
which encourage technological development. Some of the specific
policy recommendations, among others, include increased subsidization

of research.

Subsidization of research of a more fundamental nature may be especi-
a11y.important in Tight of evidence that the economic climate has
speeded an already existing preference in the industrial sector toward
small improvements in existing products. This, of course, is a move-

ment in an opposite direction to that which seems entirely desirable.

If, in fact, the above is correct, then we are led to the conclusion
that, more than ever, the most likely source of fundamental innovations
would be universities, non-profit, and Government research centers,

or independent inventors. Twenty years ago William H. Whyte stated

in his popular book, The Organization Man, "It is to be expected that

industry should spend far less of its time on fundamental research
than the universities, and for the same reason, it is to be expected

that the most outstanding men would tend to stay in universities."

Thus, it would appear most likely that the initial work in new fields

as dramatically innovative as Xerox, radar, computer memory cores,
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lasers, Polaroid, antibiotics, and, more recently, holography, will
continue to emerge from sources other than the industrial sector.
Whyte explains this by pointing out that every study he had noted
indicated that the most dominant characteristic of the outstanding

scientist was fierce independence. Noting some of the scars on my

colieagues in the audience, I doubt if we're going to get much
argument on that. Now, fierce independence is a characteristic

that one would not expect to be appreciated by an industrial organi-
zation interested in sharpening up existing products, but is still

a trait which, whether appreciated or not, has been unsuppressibie

at our universities.

Leaving, for a moment, the discussion of likely sources of funda-
mental innovations, I would Tlike to pass on to another group of
reports less publicized than the media items mentioned above, but
no less important. During the past year there has been an increasing
number of reports, both public and private, similar to those we've
seen in the past, suggesting the need for increasing the effectiveness
of transferring technology from those generating it to those who
could make best use of it, or at least the establishment of means
to document the flow of research funds into practical results.
Probably the most pointed was the following comment made in the
Senate Conference Report on DHEW's Appropriation Bill:

"Throughout this entire report the Committee through its

increased funds and report language has shown its strong




support for both basic and applied research programs. The
Committee should note however that neither of these research
approaches is valid uniess the information received from

them is properly utiiized. . . . . . The hearings have been
held and the Committee is registering its complete disappoint-
ment with the NIH and the Institutes' efforts in disseminating
information. In testimony after testimony, the Institute
Directors talked of how many new pamphlets had been printed

or possibly how many conferences had been attended. This

is clearly a very weak effort and the Committee instructs

“the Director of NIH to develop a specific course of action

in helping to improve the situation as it presently exists.
A1l programs within the NIH are to be consulted and a

complete action report with recommendations and a plan for
implementation is to be given the Committee no later than

4 months following the enactment of this bill.

"Information dissemination is a very high priority of this
Committee because it directly affects Jjust how quickly

the research findings accomplished by the NIH are actually
put into practice. The Committee notes that all of the
research supported by NIH is undertaken in the expectation
that it will ultimately contribute to the development of
better prevention, diagnostic or therapeutic measures.

That is and should be the mission of each of the Institutes.
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Until citizens actually receive some type of assistance from
the many facets of research carried out by the NIH the
total tax dollar has not been effectively utilized."
Though not explicit, 1ittie doubt is left as to whether Congress is

concerned about technology utilization.

At this point, I think it very important to emphasize the obvious.

The groups most in need of making transfers are the same parties

that I previously identified as the most likely sources of fundamental
innovations -- universities, non-profit, and Government‘research
centers, or independent inventors. It is these sources that must
obtain the cooperative aid of industry, the most likely transferee,
since they ordinarily do not have the means of delivery to the market.
It is true that industry does involve itself in Ticensing other indus-
trial concerns in order to create a new market for an invention, if
outside its field of interest. But this is not the area where the
reports perceive problems. The area of concern involves transfers

from fundamental innovators to sophisticated industrial developers.

Most of these reports implicitly indicate that inherent to the
transfer process is a decision on the part of the industrial entre-
preneur on whether the intellectual property rights in the innovation
being offered for development are sufficient to protect its interests.
Now, we all know that not all transfers include an exchange of intel-
lectual property rights, but it is unpredictable as to which transfers

the entrepreneur will consider to require such an exchange. We do




6
know, however, from experience, that where substantial risk capital
is involved, there is a likelihood that transfer will not occur if
the entrepreneur isn't afforded some property protection. This was
discussed in the context of DHEW research in the 1968 GAO Report,

Problem Areas Affecting Usefulness of Results of Government-Sponsored

Research in Medicinal Chemistry.

Now, this Teads to the obvious, but not yet substantially implemented,
conclusion that in order to afford the correct property exchange

from the fundamental innovator to the industrial developer at the
right time, the innovating group must identify, disclose, and
establish rights in more intellectual property than it will exchange
through the timely management and intelligent intellectual property
policies. Because of this necessary property protection, investigators
must be taught to think ahead, since the patent laws are written
against those who delay protection. [Cite Mayo case.] This type

of management can only be afforded by personnel willing to acquaint
themselves with the basic principies of intellectual property pro-
tection and the ability to communicate to investigators its importance
in the transfer mechanism. Stated another way, it may be said that
patent licensing and technology transfer are substantially overlapping

mechanisms or near-synonymous terms.

It is axiomatic that if you want to hasten technological solutions

to current problems, you not only increase funding of research and
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development, but, to my mind, first (and maybe instead), do something
to close the identified gap between fundamental innovators and indus-
trial developers. I believe the closing of the gap where further
Government development funds are unavailable requires the solution
to two not entirely separate problems:

(1) Assurance that the innovating group has the right to
convey whatever intellectual property rights are necessary
to accomplish a transfer; and

(2) A management focal point in the innovating organization
trained to elicit and establish rights in intellectual

property on a timely basis.

It would seem that the second problem cannot be finally resolved
without the incentive of a solution to the first problem. However,
the larger the number of sophisticated patent management groups, the

more likely the solution to the rights problem.

In the last year, it is apparent that you have made unprecedented
strides toward solution of the rights question. At the beginning

of the year, you were faced with a set of patent clauses attached

to the Energy Bill reported out of the Interior and Insular Affairs
Committee which were entirely inimical to technology transfer. Even
after a number of attempts by some of you to explain the problems

of transfer, the Committee agreed only to an amendment which recog-

nized some differences between the universities and industry, but
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which did not provide the guarantee of rights necessary to accomplish
successful technology transfer. It was only after this group was
instrumental in precipitating a House floor fight which Ted to the
deletion of the initial patent clauses with its amendments that the
Administration gained the bargaining power which enabled negotiation
of the finally enacted energy patent clauses. As you know, these
clauses, although indicating that the Government will normally retain
title to all patentable inventions, do provide in the Administrator
the right to Waive title to any invention or class of inventions,
either at the time of contracting or upon identification, provided
he makes certain considerations, as well as including specified
march-in rights and conditions deemed necessary in the public interest.
In the case of non-profit educational institutions, the Administrator
is directed to consider before waiver the extent to which such insti-
tution has a technology transfer capability and program approved by
the Administrator. Now, the guarantee of rights in the universities
and non-profit organizations hoped for has not been provided by the
legislation, but more importantly, it also has not been denied, as
originally suggested. You are basically left in the position of
explaining your needs to the Administrator, who, in my opinion, has
all the authority necessary to resolve in ERDA the technology transfer

problem as it is affected by patent rights.

Also on the bright side, keep in mind that this legislation, for

the first time, weighs the significance of a technology transfer
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capability at universities. This carries with it the understanding
that the disposition of patent rights generated with Government
funds may be different, depending on whether the innovating group

is a university or a profit-making organization.

In addition, you should also note that within 12 months after the
date of enactment, the Administrator, with the participation of the
Attorney General, the Secretary of Commerce, and others designated

by the President, is to submit to the President and the appropriate
Congressional committees a report on the administration of the patent
clauses. If administration of these clauses does not meet the needs
of technology transter, the legisiation and the Conference Report

invite you to make your feelings known.

You may wish to consider this under any circumstance, since review

of the original hearings before the Interior and InsuTar_§ubcommittee
indicates no explicit attempt to set out the university position,
with the exception of some generic coverage by Dr. Ancker-Johnson.

Of possible importance is the fact that the required report will not
go to the Interior and Insular Committee of the House, but to the
Science and Astronautics Committee, which is perceived to have a
greater understanding of technology transfer problems on the basis

of past experience than Interior and Insular. Further, to the extent
that this legislation may serve as the basis for, or the catalyst of,
Government-wide patent legislation, it demands your continued attention.

(Note availability of Dr. Ancker-Johnson's December 16, 1974, comments.)
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Returning to the second problem of closing the gap between the
fundamental innovator and the industrial developer, I would point
to a National Academy of Engineering report, which recommends the
establishment of management focal points for technology transfer,
and an NSF grant to Research Corporation for the purpose of crystal-
izing such activity at eight selected universities. I must, on the
negative side, advise that the National Science Foundation's Experi-
mental Research and Development Incentive Program (ERDIP), which
funded both the N.A.E. report and the Research Corporation grant,

has been abolished.

Returning to the N.A.E. report as it related to technology transfer
management, I should first indicate that it appears to have limited
its review to transfer from Government laboratories to industry. To
the extent that universities and non-profit research centers are
similarly isolated from the industrial developer, I believe the
following quote from the report is clearly applicable to substantially
all universities and non-profit research centers receiving Federal
support for research and development:

"At present there is no overall policy guidance or

direction for the transfer and utilization of technology

from either the executive or legislative branches of

Government to Federal agencies. The single omission

commonly noted is the legislative authority and/or

budget line item which would support the required
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manpower and other costs as well as provide desirable

visibility." [Emphasis added.]
The repor{ indicates that of the $17 billion spent during Fisqg1_
Year 1973 on Federally-supported Research and Development, $g;é};ggt
into the collection, organization, and dissemination of technical
and descriptive information. Only $43 million of that amount --

or .25% of the total $17 billion -- was authorized to encourage

technology utilization.

More specifically, the report continues:

"Moreover, there is a lack of personnel slots and no
specific Civil Service Commission job descriptions
exist for those engaged in technology transfer-utilization
activities. This is a factor innhibiting the implementation
of programs and the recruitment of expert personnel. With-
out a Federal policy designed to overcome these constraints,
there will continue to be a poor environment in which to
accomplish the objectives."
"Therefore, (the report continues) the Committee recommends
that the Federal Government:
- Empower appropriate Federal agencies to set up

explicit programs as an added part of their

missions with specific charter and guidelines

for embarking on these secondary or horizontal

applications programs.
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- Make technology utilization a line item in the
budgets of Federal agencies in order to provide
appropriate funding.
- Create new Civil Service designations and job

descriptions to cover personnel with program

skills and expertise. The Civil Service Com-

mission should recognize the profession of

technology utilization agent and establish a

separate classification series within the General

Schedu]e system from beginning positions to senior

executive levels."
Without agreeing entirely with all these recommendations, I believe
we can all agree that there has not been adequate attention paid
to properly organizing and funding technology transfer functions
either within the Government or at universities and non-profit research
centers. But most disturbing is the fact that notwithstanding the
identification of the problem, the ERDIP program, which appeared
responsible for implementing possible worthy recommendations, has
been abolished. Without such an organization, it appears that the
burden of voicing the needs of technology transfer will be returned
to the existing, but fractionalized, technology transfer groups.
Successfully arguing such needs may be quite difficult in light of
the fact that so many who work on transfer do so on a volunteer basis

along with other regularly assigned duties. However, I believe that
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these problems are intrinsically tied to the patent rights problem
in which you are, by necessity, involved. Accepting involvement
in voicing the organization and funding problem should enhance the

possibility of early resolution of the patent rights problem.

In conclusion, I think it can be said that at this point in time,
technology transfer functions, with some noteworthy exceptions,

fall within the "approved but not funded" category. Because of the
important service they afford in delivering technology to the public,
I believe they are deserving of a higher priority among those seeking

availablie Federal funds.




Source Materials:

ts

Wl

"I Do Not Accept the Deciine of the West" -

Dr. Henry Kissinger, October 21, 1974, Time Magazine, P. 72

"Technological Development is the Prime Counter to Inflation" -
Dr. Simon Ramo, October 10, 1974, TRW News
"The American Mind Can Overcome an Age of Scarcity" -

Mr. Henry Fairlie, December 22, 1974, Washington Star-News

"Making the Most of Our Progress in Technology" -

Dr. Edward E. David, Jr., Science Advisor to the President,

1970-73, August 4, 1974, Washington Star-News
Interview with Jacocb Rabinow,‘ noted inventor and Chief of
the Office of Inventions and Innovations of the National

Bureau of Standards with the U. S. News and World Report

"NIH and Leadership" -
Dr. Charles C. Edwards, Assistant Secretary for Health,
U. S. Department of Health, Education, and Welfare,

January 1975 - Washington Post

"On the Horizon: A New Government Patent Policy for Non-Nuclear
Energy Research and Development" -
Dr. Betsy Ancker-dJdohnson, Assistant Secretary of Commerce
for Science and Technology, December 16, 1974

The Committee on Appropriations Report No. 93-17146, accompanying
OHEW Appropriation Bi11 H.R. 15580

“Technology Transfer and Utilization: Recommendations for
Redirecting the Emphasis and Correcting the Imbalance" -
National Academy of Engineering, 1974

"Legal Incentives and Barriers to Utilizing Technological Innovation"

Harbridge House, Inc., 1974




L VA Current Trends in Government Patent Policy
il AR September 18, 1975 Presentation by Norman J. Latker
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Of course, icoe are my own views and are not necessarily
éonsistent with those o7 iy Depariment or thé Administration

In 1977 the controversy regarding the appropriaté policy
for disposing of inventions resﬁiting from Government funded
research surfaced again &s a public issue after being relatively
dormant since the 1965 attempts by Senator Long to amend the NASA and
Public Health Service appropriation bills to assure ownership of
such inventions in the Government. There is little evidence, after
four years of various confrontations between the protagonists, of any
abatement. However, as I wiil explain Tater, there are now serious
discussions occurring in the Executive toward bringing the matter
to some conclusion. In orcer for you to parti icipate in the public
debate that may be precipated by any possible recommendation from
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the Executive, I thoughi it might be useful to briefly comment on the

_most significant events affecting Government Patent Policy since 1971

The first apparent cataiyst of the controversy appears to

have been the reissued President’s Statement of Patent Policy of

i

1671. The '71 Statement difiered from the previous '63 Statement

in the main by providing fc the Ixecuti

<<

e Agencies, not otherwise
precluded by statute, greater Flexibility in (1) permitting
Government contractors ¢ reifain exciusive rights in inventions

after they have been icentified and (2) granting exclusive right

in inventions owned by Government o selected Ticensees. These
changes were made to correct ideatiTied probiems in Agencies such

as HEW in bringing the resuits of their research to the marketplace




et me stress that the '77 Siatement made no changes in the criteria

governing disposition of invention vrights at the time of contracting.

1

To implement the Ticensing amencment, the Statement required

the GSA to issue Governmenu-widce 1icensing regulations. . Soon after

Citizens, Inc., a Raiph-
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the issuance of these recuiats
Nader organization, joined Ly eieven Congressmen, sued the GSA To
enjoin their implementation on the orimary basis that any grant
of an exclusive license undar the regulations without statutory
authority was an unconstitutional disposition of property.

Also, shortly after the issuance of the '71 Statement, the
Commission on Government Procurvemant, formed at the direction of
Congress, began its review of Government Patent Policy. This
study culminated in a Decembar 1972 reporti containing 16 recom-
mendations on Intellectua’ Proverty Matters. The first and second
of these recommendatiocns wara:

1) Implement the revized Zresidential State of

Government Fatent Poiicy wromptly and uniformly,
and

2) Enact legisiation to make clear ihe authority

of all agencies %o issue exciusive licenses

under patents heid by

The Tirst recommendation did not in fact follow the recommen-
dation of the Commission’s Task icrce on disposition of invention riqhts.
That Task Force, made up of representatives from the private and public

sectors, clearly indicated in iis venort a dissatisfaction with the
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'63 and '71 Statements. Thair centered on indications that

the Lxecutive Agencies were not uniformiy ulitizing the discretion

provided to them by the Statements in recognizing the equities of
contractors in resulting invoniions n appropriate cases. The Task

7 wer ol

Force felt the Jack of unio

o

contractor participation in Government Research Programs or,more
important, ultimate delivery to the public of inventive resuits

of completed research. The Task Force recommended ending the
discretion left to the Agencies by veguiring use of a single invention
rights clause in all research and development contracts providing for

irst option to ail resuiti: nventions in the contractor subject to

streng»hened march-in provisions.

raason for the recommendation was

~

the realization that a subsiznuis) majority of inventive

advocates" in order to veach the mavkeusiace and that experiencs
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equitable position in future inveniion vighits on the mere basis
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that its selection as & conitvractor was ind

background position. Furt

contractor the ownershio o7 1is

University's continued invoivemaent v cotaining industry coltaboration

in delivery to the market. & ¢oca - the need for commitiad
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"advocates” is Xerox, one o7 the generation's most successful
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its Task Force did go on to say:
"If evaluation of exparience under the revised
Presidential policy indicates a need for futher
policy revisions, we urge consideration of an
aiternative approach goneraily allowing con-
tractors to obtain comuergia]

jecting

[{m]
o
b
w
w
§+]
-5

Cods

......
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I would emphasize reguiations in no way provide
any new divection not founa in the "33 or '71 Statement on when an
Agency is to use a title, iicense or deferred patent clause. In

other words these reguleiions

atment of contractors
simiiar Tact situatio
Prior to the issuance

Department along with

.
IS

Glo s iy

comments and recommended change
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ultimate invention was
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in retrospeci, aithcuch thez two sets of regulations under attack
in the Public Citizens cascs were admirable attempus to bring about
greater.uniformity of lancuage on patent matters within the Executive,
it was unanticipated (though srobably healthy) that they wousd provide
& target enabling & protagonist io atlack all Agency policies through
only two actions. As ycu prosably kuow, tne Justice Department later
pubiicly disavowed that its conments had any support in faw. Further,
both cases have now been dismissed on the basis of plaintifi's lack ‘
of standing to sue (no doubt due to the absence of a case or coniroversy
affecting the plaintiffs). The piaintiff is seeking review of the deci-
sion, and are now more concerned cver their Toss of standing in similar
situations than the issues they suad on.
Notwithstanding, the Executive's &apparent victory in these two
cases, the failure of the court t¢ refute the plaintiff's tonteniions

has had serious ramificaticns. MNobwithstanding, th

[¢¥]

Justice Department's

disavowal it is apparent that alisze satent infringers nave adosted

e Justice's initial pocition as ovidenced by its use as & devanse in

two recent patent infri

on 2 patent obtained

by the plaintiff through & positive Qoverna

WEQ & e ] W NPT il

whodecision. The

defense that the invention o quéstion was generated in whole or even

in part with Government funcs wey woil come to be utilized as often as

anti-trust or fraud on tie Patent Office defenses unféé Congressional or

Supreme Court clarificaticn is fTorthcoming.
Wt

ile the reissued statement of 1871 catalyzed the Court

'

chalienges discussed above the ensrgy crisis of 1973 has cataiyzed

N Wk s PSSR s Sl v b T o R . PP B TR - oy B ey e T
At the beginning o7 1974 the proposed patent clauses atiached

to the Federal Non-Nuclear Cnargy fosearch and Development Act of 1974
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by the Interior and Insular Affaivs Committee made no provisions for

atent ownership by prospective contraciors. Even after a humber of

3

vy, and Universities to explain
the need for a policy which would ¢reate an atmosphere encouraging

contractor participation in tnisz important program and uitimate

¢
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utilization of resuits, the Zomnittee agreed only to in

e

‘nt

amendments. It was only afier industiry and university groups
precipitated a fight on the vicor o7 the House which Jed to the
eletion of the initial patent clauses did the Executive gain the

~

of the finally enacted

bargaining power which

energy patent clauyses. As vou anow, these clauses, although indi-

cating that the Government wiil normally vetain title to ail

patentable inventions, do provigs in tor the rignt

to waive titie to any ioventicn, i1¢

or upon identifice*ion provided

as well as including specifiow

of ap inflaxib

B R 5 3 o 8. T T ol 5 i S s o U
respects are superior to ThL equivaent provisions of the '71 Statement

especially since they are is fegisiative form. Notwithstanding, thes

provisions pose a substantiui naw throat since they have now been zcdopted

by the Congress as its choice of Goverament

t Policy. Since enact-
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ment of the Non-Nuclear Energy Re

carcn and Development Act, Congress

T -

has routinely attached the ERDA patent provisions to each new research
program before it. This pieceweel approach has created an apprehension

in some that the Executive may iose the initiative in formulating patent
policy, especially in Tight of iis apparent inability to respond to this
ongressional approach.

O0f course, continued inaction on ih part of the Executive couid

eventually result in an ERDA type policy appliied to ail the agencie

rL
[&2]

It is agreed this wouid mereiy place in legislative form the same kind
of policy that the Commission’s Task Force Tound wanting, since it
requires an Agency to utiiize 1is aiscretion in granting a waiver cf

rights. Current statistics ciearily indicate that most Agencies are

not utilizing this discreticn. This 15 not too surprising since all

the visible political opinion and

pressures are in the

direction of avoiding waivers especially at the time of contracting even
the public interest. Examinovion of lAgaency attitudes also ciear
evidences the belief that wa

and the burden of Justifywing

carried entirely by tha conuvrace

fact considered to be in the publiic T
assuming a quasi-judicial atiizude in evaiuating waiver requests and

itself weighing the prospect oV A4 "advocacy™ of the invention

against the prospect of coniracior "advocacy”. CLertainly if a

waiver can be @onsiderad to de in the pus

grant a waiver may well be zaga the nubiic interest. Yet most of the
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major civilian research ana deveiopment agencies have no identified

¢ - s u
“

waiver procedures and no or neg.isie waiver statistics.

Early this month the Zxecutive Subcommittee of thé Committee
on Government Patent Policy met o aiscuss the dilemma generated by
the events discussed above. {(The Executive Subcommittee is made up
orimarily of the Patent Counseis of all the major research and
development agencies of the Executive Branch). The Subcommitiee
indeed did agree that the Congress's apparent abandonment of the
President's Statements and the cloud created by the court cases

chailenging the constitutionaiity of agency disposition of patent
rights are serious matters anc have, accordingly, recommended to the

1

Committee on Government Patent Policy the need to seek repeail of all

existing legislation covering Acency disposition of patent rignhts in
favor of Governme -Wide Gegistetion covering this subject. 1In

addition to recommending ie the Executive Subcommittee

has presented in general rs of iwo approaches within

which a uniform Government Petent P0iicy wicht be formulated.
The first of these agproachas iavoives revision of the patent

orovisions attached to the Fzderal HNen-duciear Energy Research and

Development Act of 1974, disc bove, o accommnodate ail the

Executive Agencies. It shouid be noted that these provisions provide
Ly A 'i Y~ C 5 £ g T e Ty en L T . WO
O gency 1uen4xﬂg 07 THGSE inventiocns ©o Nnibh it has retainea

title. 1If the provisions were

EW's Institutional Patent Agree

v option to future inventicns ©o Univarsii
transfer function, the provisions wouid parailel HIW's present patent

i

practices.
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The second approach adonts the aliernate patent policy

i |

o

o
proposed by the Commissicn on Government Procurement also discussed

£ -

above. (I would note that Tthe aii

nate approach paraliels the

HEW Institutional Patent Acrcement soiicy but is broadened to

“include not only the non-profit but also commercial concerns.)

It is envisioned that legis’zticn encompassing the alternate approach

would also contain a provision authwrizing Agency licensing of those
inventions that an inventing contractor did not wish to exploit.

¥ the two approacihes debated by the Subcommittee, a sub-

stantial majority favored the alternate approach which was deemed to

be more likely to maximize utiiizalion of inventive results.

on the way to a uniform

it

Now to indicate that we arz wel

Government-wide patent poiicy would heve to be considered the most

P 3 it Ty vieme ey dete oy - P Sy o~ ~ 4
op timistic State..‘\_'h, G7v the . PO Drasume Tnac these Tew comnents
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- ¢could convey all the imporiant ramivications of the events of thzse

last years is equally optimisziic. Howsver, I would Tike very much o
onvey to you my strong FTexiing what The issu2 of Government Patent

Poiicy has much broader iwpsct than & narrow controversy of who

ot

should own a specific invaniion.

rasearch is approximately

ander;tand
50% of the total research concucted in this couniry and is still
growing as a percentage o7 the Totet. §U seews clear to me that
continuation of a patent colicy which peraits Che Agencies to
utilize their discretion to determine whether or not the normal

incentives of the patent systom should be appiicable to Government

\
by

Research canngt help, but o eveniua’ily undermine the integrity o




e
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our Patent System if substantialiy all decisions result in Government
ovnersnip without further afiort toward cammérﬁialization. If the
Government itself cannot ¥iand rezszon 1o support the applicabi?ity of
the patent system to nzariy 50% of the couniry's research, can it
really be expected that the patent system will be honored in the
private sector?

It is axiomatic that.the existence of the free enterprise
system and the delivery of g@ods tc the marketplace has been
dependent on the private ownersiip end advocacy of inventive ideas,
If our supply of privately owned ideas is reduced due to a larger

- - . { f

percentage of the nationai raesc budget going into public researcn

and resulting inventions Deing dedic:

ssuranc

5 )
o

o i Torrramrimee ey lviooe stem will Be zhie
of an aavocate, & wimueE” wnetnsy ouy system wili oe anie

to continue to compete in taz internaiional market with countries

i

wio are taking advantage o7 ihg
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Presentation of Norman J. Latker, Patent Counsel, DHEW
Before the Academy of Pharmaceutical Sciences
Atlanta, Georgia - November 19, 1975
“THE PROTECTIOM OF INTELLECTUAL PROPERTY
UNDER THE FOURTH EXEMPTION OF THE FREEDOM
OF INFORMATION ACT"

(Oral disclaimer on representing Department view)

Since the departure of President Nixon, it appears to many
that much o% Congress's effort to restore itself, as it deems )
necessary, as an equél partner to the Executive and Judicial
Branches in the "checks and balance" system'has been directed to
earlier involvement {n the development of policy. Unfortunately,
accompanying Congress's undeniable right to pursue such a.course,

a gréat many indiscriminate statements such as: “wefve had it

to the teeth with secrets” or "Anything the Executive refuses to,
make public amounts to lying to the Americanvpeople" have served to
-create an atmosphere in which even the most obvious of the Executive's
discretionary powers havé becbme suspect. It is against th%s tidal
wave of indignation and demands for openness that Fedefa] Agencies
must attempt to protect intellectual property placed in their hands
by persons presuming that such property has nothing to do with the .
development of policy. Some such Agencies have already been swept
away with this current passion while others are frustrated by the
added administrative burden of protection which they view diverting
their energy from primary assignments. Thds, some havé moved to

~ ‘presumptions that no excuse for protection is available.

While I hold no particular brief for po]icy—making behind

closed doors, I pelieve the fervor to promulgate "sunshine laws" to

S aad




guarantee to all citizens the absolute right to access to all aspects
of the Executive's business, spbjéct fo some narrow exceptions,
underestimates or chooses to ignore the vastness of the Executive's
inferface with private industry, universities, and nonprofit organi;
zations in the area of product and service regulation, and the seeding
of research and devg1opmént to solve social prob]ems.- |
This interface as we all know requires submission of documen-
tation within which are included disclosures of ideas, inventions,
technical and clinical data, novel busineés and accounting methods,
trade secrets, computer programs, etc. thch.represent the end result
- ‘of a significant private investment and do now, or could in the future,
- éonfer the competitive advantages which justify the owners' past and
continued investmeﬁt and/or advocacy in delivering the service or
jtem diéc]osed to the marketplace. Thfs array of intellectual
ﬁroperty is truly a substantial portion of the present and future
buflding blocks and cornerstones of our frée enterprise system.
wa, presuming that such submissions must continue in order
to obtain the Government action sought, whether it be séed money
to encourage inifial research and development in.areas of public
concern or clearance of an item of service for pub]ic'use,—it follows
that full "opennéss“ cqﬁid result in the total loss of the property

value in such intellectual property which has not already been covered

by patent proteétion. In other words, the entire area of legal protection

of intellectual property available since the founding of this republic,

P R PR
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which -exists due to the ability of the owner to control its access-

- bility, will have no relevance when dealing with the Executive Branch.
(1 would add inferentially at this point that as far as I can deter-
mine none of the “"sunshine laws," including FOIA, distinguishes
between the U.S. public and foreign interests. Thus, where a U.S.
citizen can gain access, so can a foreignAcompetitor or government.

When one of Congressman John E. Moss's constitutents wrote to

set forth his opinion that the present FOIA did not prqvide sufficient
protection against premature- disclosure of inventive ideas thét were
hot yet batentab]e, the C&ngressman responded by indicating that:

"While I am sorry that the Act imposes a certain hardship

on inventors, I feel strongly that the public has a

-right to know how Government funds are spent. As you

realize, the FOIA only applies to Government inform&tion

and if anyone is willing to accept.Government funding‘for

a project he must also be wi]lfng to accept the added .

responsibility of public scrutiny.”

Of course, to construe, as-I believe Congressman Moss héd done,
that a research proposal submitted for some type of funding support ”
is government ﬁroperty is tantamount to a de¢1aration that one forfeits-
all past and future personal proprietary r%ghts and private equities
in such dealings with the Government. I would note that the Congress-

man's position even denies to the Government the right to protect any
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intellectual property within the research proposal in the interest
: of the public since the Government in turn must disclose to any
third party under FOIA.
‘When one explores the present FOIA and the excessive burden
it places on the Government administrator in protecting intellectual
property against premature disclosure, it is clear that Congressman
Moss's view had substantially prevailed in the drafting of the Act.
The FOIA generally réquires disclosure of all Government
records upon request. There are a number of eremptions to the
~ required disclosure. Of these,exémptions, we are primarily interested
- today in number 4 which appears to exempt "trade secrets and commercial
or financial information which is privileged or confidential." The
leading case on the fourth exemption, National Parks and Conservation
Association v. Morton, 498 Fed. 765 (1974), D.C. Circuit Court, states
that the fourth exemption applies if it couTé be shown that disclosure
" was eifhér likely, first, to impair the deernment's.ability to obtain
necessary information or second, to cause substantial harm to a com-
petitive position of a person providing the information. The Court
toughened the qualification in Petkas v. Staats, 501 F. 2d 887 (1974)
by refusing to accept a government assurance of nondisclosure in a
regulation requiring information where filing the information was
conditioned on confidentiality. The Cost Accounting Standards Board
regulation in the éése requjred defense,contractbrs to submit disclosure
statements setting forth their accounting procedures, and the suit

was to obtain public disc]oSuré of the statements filed by Lockheed,




IIT, and General Motors. The court held that the Government asserance
and the Corporations' respective filings conditioned on confidentfa]ity
were not determinative, and remanded the case for disposition in
accofdance with the test of the National Parks case noted above.
- Thus, a promise of confidentiality by the Government in and of itself
may not prevent disclosure.

The Office of Legal Counsel of the Justice Department has
"advised that as a result of the above cases, government protection
_of intellectual property and its withholding under the fourth
‘exemption under a FOIA suit is very unpredictable, ai best.

Further, 18 U.S.C. 1905 does not appear fo have any effect in
a FOIA suit., This statute, if applicable, would imposeAcriminal
penalties on Government officials who djsc]ose proprietary information
in the possession of the Government. At best, then, itkis a deterrent
to unauthor1zed disclosure, but 1t only takes effect after the dis-
closure and the damdge to the owner. 18 U.S.C. 1905 has been v1rtua11y
1gnored by the courts in FOIA suits because of a general exemption
conta1ned in the statute, "unless otherwise prov1ded by 1an." Courts
generally have interpreted the quoted passage as exempting disclosure
under the FOIA. Section 1905's penalties, therefore, would not be -
applied to an official who 'disclosed proprietary informapion in
response to a freedom of informafion suit.

Even though commercial concerns might with predictable difficulty
meet the "substantial harm to a compet1t1ve position" test of the

Natlona1 Parks case, un1vers1t1es and nonprof1t organizations wishing

R
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to deny access to their research proposals appear to have little

- hope of meeting this test in light of Washington Research Project v.

Weinberger. In that case, Washington Research Project sought access
to a number of research propoga]S'froh different universities and
nonprofit organizations in order to investigate the- ethics of the
experiments in question, most of which dealt with the treatmént of
hyperactive children. Washington Research supported its claim to
access with indications that "it is essential for researchers to
be heid acéountable, and the research process has to be something
other than the closed society whiéh it is now." The court indi-
~cated, in denying the use of the fourth exemption, that:

"It is clear enough that a noncommercial scientiét's

research design is not literally a trade secret or item

of commercial information, for it defies common sense to

pretend that the scientist is engaged in trade or commerce.

This is not to say that the scientist may not héve a

perference for or an interest in nondisclosure of this

research design, only that it is not a trade or com-

mercial interest . . ." | : o )

Now, if it is not already clear that the FOIA and present court
interpretation is sevefe1y imbalanced toQard prompting Federal
Administrators to re]easé 1nte11ectua1‘property whether arguable

within the fourth exemption or not, consider the Act's requirement'
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that the Federal Administrafor provide a "yes" or "no" answer to
a requestef within 10 days of the request or be subject to severe
personal financial penalties. .The 10—day rule, as noted by Deputy
Assistant Attorney General Mary Lawton, is "absolutely irrational.
In some case you can't even get through the material required in
10 days." .
Let me illustrate, in fhe case of a request for access

to a research proposal. To say "no" basically requires that

a Federal Administrator handling the request apply the National
_‘Parks test to the situation and provide a written prima facie
case to the Department Public Informqtion Officer recommending
denia]l If the information the Federal Administrator believes
should be denied involves a disclosure of an idea, invention,
trade secret, etc., a prior art search which indicates that such
idea, invention; trade secret, etc., is in fact novel in'compari—
son to the prior art must be conducted before a prima facie case
could be made. If novelty cannot be shown it seems clear that
the Governemnt could not prevaij in a suit to show that there
will be "substantial harm to the owners' competitive positioﬁ.“

I would ask inferentially at this point, how can a Federal
'Admiﬁistrator,yet a]one-the 6wner, show that a computer program
or a business method is novel compared to the prior art? Where

‘would you look for thé prior art? Should the owner be penalized

i e et AR st
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" because the Administrator doesn't know how to make a case? In

those few situations where "novel" information can be decisively
identified and a denial considered justifiable, the Act further
requiresAthat the information to be denied be éxcised from the
documents requested and the resulting "swiss cheesé"‘document‘
forwarded to the requester. Now multiply this procedure by the
200 research proposals waéhington Research Projects requested
shortly after prevailing in their first suit for access or the
number of requests for similar inférmation FDA receives.

Can it really be suggested that many Federal Agencies will
trave] the denial route in other than situations where the
equities of the owner are immediately and dramatically apparent,
when release merely.reqbires a xerox copy to the regquester with

no threat of penalty under 18 U.S.C. 19057

I note on the bright side that NIH has voluntariiy adopted
a policy of contacting our research investigators immediately
after a request for.release of research proposals to determine
whether there is any intellectual pfoperty which he be]ieve§
will be destroyed through premature disclosure. Of course, as
already noted, the investigator's request to deny access is not

determinative of the action which the Government will take under

- the National Parks case test, but it is certainly helpful in

identifying those situations where access may be particularly

damaging.




As suggested in the wake of the Washington Research Project
case there has been a large surge of requests for release of |
research proposals. A]though'requestérs need not identify the
purpose of their requests, volunteered information in addition
to their organizational identification seems to place requesters
in two broad but identifiable categories;

1) Public interest grcups pursuing the posswb111ty that .

‘.research investigators are in some way abusing the
public interesf in the course of their research, or

2) Commercial concerns and other research investigators

szhing to capitalize on tﬂe work product diéc]osed.

The requester in the second category can ordinarily be
identified as having an investment in the same field of research
as the research proposal he is seekihg.v It has been ascertained
through volunteered information from these requesters that they
wish the information sought generally to either 1) determine
the degree to which the investigator is moving the state of the

.art ahead or 2) use as a format for the requesters own gnanf or
‘contract appiication.

At this time, it éppearé that publ{c interest groups are
requesting access to more research proposals than commercial
concerns and research investigators. Notwithstanding the large

}nﬁmber of research proposals requested by public interest

groups, to my knowledge substahtia]fy all of the requests have
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been made by only two groups. The large number of requests made
. by public interest groups seems easy enough ta explain since
‘the search for or the discovery of possible abuse appears to

Be the only way such groups can justify continued existence.

The requests from the commercial concerns and other research
investigators cover a much smaller number of grants comihg from a
larger numbe} of sources, since its appears that these requesters
have a preconceived idea of exactly what they want.

Based on this preliminary and rather sketchy data, I am of the
Aopinioﬁ that the prfmary benefieiaries of the Act gaining access to
_research proposals,have been parties ihterested in»enhancing their

own financial or organizational posxt1ons at the expense of the
work product of NIH-funded investigators, rather than the public on
the basis of any identified evidence of redirection of policy
development due to the action of public interest groups.

It.is my understanding that the %mba]ance between the number
of requests for intellectual property from commercial concerns and
public interest groups is even more pronounced in the direction of
commercial concerns at FDA.

At a September 24 meeting, the Inter-Assemb]y Council of the
Assemblies of Scientists of NIH and NIMH voted to.send every NIH |
and NIMH scientist and to Science magazine a notice of their concern,

a part of which is as follows:

_— o -
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“The Inter-Assembly Council of the Assemblies of Scientists

of the National Institutes of Health and National Institutes

of Mental Health, while fully recognizing the legal right

of scientists to make such a request, strongly urges NIH

~and NIMH Intramural scientists voluntarily continue to

act according to past practice and not request copies of

Grant Applications. We advocate this policy because we

fear thé effectiveness of the peer review system may be

diminished and biomedical research impeded if applicants

believe their Grant Applications will be widely circulated.

This recommendation is subje;t to revision should

professional scientific societies adopt appropriate guide-

lines." |

(I would suggest that when any group of scientists can agree
to make a'positive recommendation on anything, the situat%on has
pfobab]y reached the point where other élementé of society need
also be concerned.)
| Now the real issue in ihe controversy over release of research
proposals is not whether the information theréin will be re]éased but
yﬂgﬂ it will be released. It is perfectly clear that investigators
are anxious to publish the resﬁlts of their research for the scrutiny
and critique of the entire profession when fhey believe it has moved
to some reportable conc]usioﬁ. The above statement by NIH and NIMH
scienti§ts clearly indicates that investigators in general, are
not ready to rg]inquish the timing 6f‘pub1icatidn té an unidentified

third party.

e,
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The public interest groups insist ﬁhat the timing of access
should be in the hands of the public. The public in practice tﬁrns
out to be self-designated surveillance groups whose opinions cannot
be identified as representing any kind of public consensus'and who
are not s&bject to the "checks and balance" system.

In support of their position, public interest groups point to
a very small ﬁumber of research projects which they believe involve
- abuse of human subjects which they claim would not have been funded
if they were involved in the clearance procedure. Now it is well
‘knohn that NIH-funding procédure already includes méans to devote
'special attention to the risk y. benefit probTem when human subjects
are to be involved. It seems entireiy speculative that the addition
of another echelon of review by public¢ interest groups will enhance

the quality of the existing review. In fact, the opposite may be

the effect, since it seems that the grdups now functioning outside

the official surveillance procedure tend to equate the public interest

to funding only those research projects with identified benefits and
no risks. A number of investigators have noted that the atmosphere
created by these grdups is already resulting in replacing the remote

possibility of any error of commission by many errors of omission.

Dr. Dwight Harken of Boston, one of the Nation's pioneer heart surgeons,

recently warned, "The fact that any failure of a device or procedure

may be penalized has stifled innovation, restricted jndustry and
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