ﬂfci waive, in whele or in..pa:t. any :ight.bg
ownc:sﬁié which the Government may have under any other
statute to any inventions made by a collaborating pac:y
oz empléyoo of a collaborating party under zhe

arrangement; and

"(D) to the extent consistent with any applicablg

agency :gqui:ements, permit employees ot former

‘employees of Ehellabo:ato:y to pa:ticiphte in efforets to

commercialize inventions they made while in the service

oflthe United States.

"(3) Each agency shall maintain a record of all

12 agreements entered into under this section,

19
19
20
21
22
23
24
25

26
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means  any aq:eement between one or more

"(b) DEFINITION.-~- As used in tiris section, the term--

"L ‘cooperative research and development

Ffederal laboratories and one or more non-Federal parties
under which the Sovernment provides personnel, services,
facilities, equipmen%, %r other resources (but not funds
te non-Federal par:ies)_ and the aon-Federal parties
provide funds, versonnel, services, Eacflities,
equipment, or other resources toward tne conduct of

spacifiod research ot davelopment efforts which are

'consisﬂ.pt with the MiIs§ 1A of the agency, except that,

‘such term does Aéf’ thﬂmib a procurement contract or

cooperative 3qreqnﬁhﬁl as ﬁéose cerms- are used in

14

- H- . "/I/‘Ié"z;/al/'(gfg



(A rto enter into cooperative research and
davelopment arrangements (subject =0 such regulations or
review procedures as the agency considers appropriace)

with othar Pederal agencies, units of State "or local

government, industrial organizations {including

corporations, partnerships and limited partnerships),

7 public and private foundations, non-profit organizations
8 (including uni;ersities), or other persons (including
9 licensees of inventions owned by the Federal agency);
10 and |
11 "(B8) %0 negotiate licensing agreements under
12 sacmion 207 of titls 15, nited States Code, oOr other
13 authorities for chgrnmen:-ownea inventions made at the
14 laboratory and other iaventions of Federal employges
_15 that may be voluntarily assigned to the Government,
16 | "{2) 'Jndef arranjsmenzs entered into pursuant to

17 paragraph (1), a laboraﬁo:y TNay--

13 "(A) accept funds, sarvices, and property from
. 19 collaborating pqrties and providé services and property
'E 20 to ccllaﬁoratinq pacsies;
g 21 "(B) grant or igree &? grant 1 advance to a
G 22 ,collabofatiﬁg party :nu:emté?’:.c:e/ﬁj s.{/A?sanments. or
23 optione the:eto. N any ”we-\txonq//-nade by a Federal
E 24 employee under the dgmuﬁﬁengnh, rerafining such rights as
;5 25 the Federal agency can@,d%wa appropri'te;

cfzféﬂg%/ﬂiﬁ
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DEPARTMENT OF COMMERCE L 9#??5

Patent, and Trademark Qffice’ . Page 37b f
v : e ) ’ o o . L

The "Search Files . -

It is my understanding that patent search files within the U.S. Patent

and Trademark Office (PT0)} are critically inadequate -becatse of poor
subject matter classification and low integrity as to content completeness..
Please size this situation for me by answering the following questions as
completely as you can!

How importent is the search file to members of the public that need to ma?e
patent related searches?

Critically jmportant - decisions on whether or mot to invest in innovations
or not are made based on its contents.

What is the paﬁentzaZ.Zegai efféct of either the pubZtc or g patent ecambner
relying on a search file where documents are missing?

Invalid patents.can be granted, frequency Df ‘litigation can increase and
malpractlve suits can result.

Does the fact that the files are missing smgntficant numbers of documents "
have a negative impact upon U.S. indus frﬁal znnovatton?

Yes. The practical résult of missing documents is a loss of confidence in
the validity of patents with & consequent reduction in the LffECtLVLﬂCSS aof

_the patent system in enhanc1ng innovation.

Ts anything currently being done to improve the integrity of the files?

Yes. The practical efforts in this area are directed towards a limited pro-~
gram teo check and correct the integrity of some of the most active areas in

the Office's U.S. patent search files and to placing security labels on all
newly issuing patents in their original and cross-—referenced locations in the
Public Search Room file. Much. .more needs to be done by way of iImproving in-
tegrity. Other alternmatives such as microform files are also continually being
explored to insure that the PT0 has the most efficxent and effectLve search
file system. : : : . S

How often is each subclass file checked to see if any documents ave missing?

Under our present program only the more active subclasses (less than 5% of

all the files amnually) are being checked while some of the less active areas

of the search file may never be checked. If every subelass were checked in
order, it would take about 20 years to review the entire search file under the
present search file integrity program. Due to lack of funds, no integrity check
is preseutly'made of the foreign patents imn the search file. In fact, no in-

~ ventory of the contents of the foreign patent search file exists.




Are the resources adequate?

No they are not adequate to maintain the search file at an acceptable level of
integrity._ .

In your opinion are new programs or resources necessary to upgrade 'l:he pcztent
lees within a reasona:ble perwd of time? _

Yes.

' What funding and headeount resources beyond that quailable to you now at the
current budget level would you need to corrvect the patent files within a
reasonable perwd of time?

To do this we would need approximztely $5.5 million with about 150 additional
staff years. This excludes approximately $2 million needed to initiate the
development of a full text computer assisted search system.

I understand that the security system in the PTC Public Search Room was inf“
stalled teo safeguard agalnst 1ntegrity degradation of the patent sedrch
files.

Please evaluate the semty sysf:em‘?

The security system hag had a salutdry effect on the public search file. It
has reduced the incidence of inadvertent removal of documents by the public,
and in those cases involving intentional pllferage, it has establ;shed . basig
for revoklng the search privileges of nuwerous violators..

Although the publlc has generally responded to the secaxity system in a highly
supportive manner, the potential for abuse will always be presemt. Since only
a small portion of the file has been brought under the system, the full impact
of the system cannot be measured.

What an¢901ng costs are zncurred through its operatzonV

The annual cost af OpEfetlﬁg the complete security system, including guard
service, sensing equipment, seeurity labels and labor charges, has averaged
approximately $145,000. S . ~

ban it be improved upon and, if so, at what ZevéZ of funding and with what )
expected resulte? o o : :

Yes. A short raunge solution to the security of the existing search file

would be to accelerate the process of affixing security labels to all patent
documents that comprise the public search file. Presently only 20% of this
file is protected by the security system. At the current rate lesg than
225,000 patent documents can be brought under the security system each year.
Further degradation of the search file would undoubtedly occur during that time.
The entire file could, however, be protected during flscal year 1980 at a fund-
ing level of approximately $1 5 miliion.
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.
A long range and more effective solution is dependent upon microform technology.
Although several altermatives are being studied, the present state—of—the-art

is such that no immediate application suitable to our requirements is likely

to be found during the next several years, The microform approach has enor~
mous potential for achieving absolute integrity of the contents of our total
search file and accordmngly, will contlnue to be pursued. : :

How would you prtortttze the need to correct patent search files ae covpared
to the need to rectify other PTQ problem areas? - . . ,

High —~ at or near the top of our list of priorities{

The Patent Cooperation Treaty

The U.S. is now a participating member of the recently formed Patent Coopera—
tion Treaty . (PCT)e

What impact if any do tnadequate U.S. patent search files have wpon the stand-
ard of effort by the U.S. in the PC'T.

Adverse. Inadequate search files may result in ap inability to meet minimum
documentation and search requirements under the Patent Cooperation Treaty
(PCT) and will reduce the usefulness of the PCT to users and patent offices.

What monzes, direct and indirect, of the current PTO budbet do you abbfibdte
to pcn*tmpaf:zon in the PCT? _ _ _ _

$1.084 million will be spent in FY 1980 for performance of functions uader
the Patent Cooperation Txeaty based on estlmated receipts of 6600 Ireaty
appl:.cat:.ons° : .

What amount has the P_To approprwtzons been increased due to U.S. pariici- _
patzon in the BCT? - - - _ E

.Zero._

Provide any other pnjbmmatzan that yau think would be helpful in my better :
understanding PTO related problems that are negatively impacted by inadequate
funding and headeount resources. In providing such information, specify in
detail the resources needed to meet a stated obgect@ﬁe to be pcached by way
of a specified plan of’actton.

The Patent and Trademark Office budget needs relate to four goals (and
problem) areas.

(1) The issuance of quality patents that will instill confidence in their
validity by the patentee, the investor, the courts, etc., so that the subject
of the patent will be developed and commercialized where warranted {confidence
in the valldlty of patents is decllnlng) :

(2) The prompt issuance of patents {within an average of 18 months of f£iling) .
to speed the development of the technology and enable others to build upon it,
(pendency is 20 months and rlslng at the rate of 2 months/year) and;




R . !’
(3) adequate diséemination of new technology to users (dissemination is
presently limited and of limited effectiveness).

(4) ‘The prompt issuance of trademark registrations (within an average of 13
months of filing) to stimulate industrial innovation and facilitate the marketing
of products and services (pendency is over 17 months and is projected to double
by the end of FY '1980; applications filed increased 507 over the 3 year period
1975 to 1978 and are continuing to increase at the rate of 97 per yedr)

An additional $14,267,000 would be required in Fiscal 1980 in order to properly
(1) upgrade the guality of patent examining to an adequzte level ($5,575,000)
(2) achieve in a reascnable period of time an average application pendency of
about 18 months (55,498,000), (3) provide for a more effective dissemination
of patented technology ($1,825,000) and {4} achieve trademark pendency of 13
months over a reasonable period of time ($1,369,000). This estimate reflects
a first year start-up of a2 long range program designed to meet the zbove stated
objectives over a period of years, particularly in the case of achieving av-~
erage patent application pendency of about 18 months. Funding in addition to
the first year start-up costs identified above will be required in subsequent
years. It is assumed that patent application receipts would rise slightly
"each ‘year and that trademark application recelpts would continue to 1ncrease
at a conservatlve 7Z rate° :

The Patent'Examining CO;E_

It is my nnderstanding that the number of patent examlners has been decreasing S
for the past four yearse : : : :

Why 18 it being dbne? :

The number of patent examiners has been decreasing because of budgetary con~
stralnts.

Tkzs year, the tuwe a patent applzcatzon pendb will increase by several
months. Will the number of patent examiners décrease again this year9
If so, why? . : : :

The number of examiners will decrease again in FY 1980, due to the in-
ability of the PIO to pay for any replacements for normal examlner at—.
trition. : : -

Your statement says the goal of the Patent and Trademavk Office is to allow
patent applications to pend only 18 months. You are not meeting that goal.
How many examiners are needed to meet the 18 month goal? How much addi-
tional funding would be required? How much would it cost in this regard

to stabilize pendency time at 20 months? .

We would have to hire about 180 examiners in both fiscal years 1980 and 1981
and hire slightly more -than we have through attrition in each year thereafter
and (2) provide for a full overtime program in FY 1980 and 1981 to keep pend-
ency from rising any further and by FY 1982 begin to reduce average pendency
to about 18 months by 1987. As pointed out in response to another question .
above, the first year cost of a program to stabilize and later begin to re-
duce pendency would be about $5.5 million and another $3.1 million the follow~
ing year. The budget incerease is spread over two years because the Patent
and Trademark Office would be unable to assimilate all of the increase within
one year. : S : ' :




1)
2)

3)

4)

5)

6)

7)

When and How to File Patent Application5
on University Discoveries
- Considerations That Apply

conception {prior to or in the course of a research project)

documentation of the invention

a) laboratory notebooks - witnesses

b) invention disclosure forms - witnesses

¢) reports to sponsor, etc.

reduction to practice

a) actual

b) ‘construdtive

novelty search

é) literature and open market

b) patent aft |

evaluation of invention in view of prior art. (realisti¢
appraisal) | |
a) potential market

b) .commerciai interest

what is to be licensed, sol&,.or leased - claims to cover

a) product

'b) process

¢) royalty base

d) royalty rate - M;};
decision to file -- on what and when
a) product

b) process or method

¢) product-by-process, etc.
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RESEARCH CORPORATION

405 LEXINGTON AVENUE, NEW YORK, NEW YORX 10017

e
PATENT PROGRAMS
BERNARD M. KOSLOSKI .
ASSOCIATE (212) 986-6622
June 1, 1976
e AL A k

Mr. Norman J. Latker

Chief - Patent Branch
National Institutes of Health
Room 5A-03 Westwood Building
Bethesda, Maryland 20014

Dear Mr. Latker:

Enclosed are two copies of the Proposal for our : '\
meeting on Thursday.
* Sincerely yours,

et !
)

B.M, Kosloski

. \\

BMK :emc

Enclosures -

A FOUNDATION FOR THE ADVANCEMENT OF SCIENGE




(From RESEARCH CORPORATION. report for 1976) . -

of basic research in colleges and universities. But not widely recognized

is the need for ﬁnanmal suppmt if such basic research is to be accom-
-phshed ' !

Because our own resources are limited, and because we are so ﬁrmly

- convinced of technologically- based industry’s dependence -on, and _
“hence obligation to, basic rescarch done in university laboratories, .
Research Corporation is engaged in a major program to enlist such .

industrial firms in a cooperative effort of financial support for academic
basic research. By this program, a company can take advantage of the
experience, effort and procedures of the foundation in searching out,
" identifying and supporting basic academic research, without added
~overhead. Within the year since the program’s inauguration, one private
foundation and four companies have joined such c_oeperative programs,
~and several more are actively considering participation. Opportunities

are also being offered to individual donors concerned about the present
state of funding for basic research, and to other foundations which may .

want to join in supporting fundamental scientific research,

- Aiding the Transfer of Technology .

Complementing its support of basic research in colleges and universities
through its Grants Program, the Patent Program—the other activity in
~ the dual role of Research Corporation—expedites and implements the
practical application of such basic research for the public benefit by

means of the patent system. It was Frederick Gardner Cottrell's aware-
ness of the value of this technology transfer from university laboratory

" to commercial production that led him to the establishment of this.

foundation, and fathered our present program of contributed services
to nonprofit educational and scientific institutions in evaluating inven- -

tions, prosecuting patent applications and licensing patents to industry.

The demonstration by Research Corporation of the value of such tech- -
- nology transfer has led to the establishment of similar programs by

other organizations and agencies both here and abroad. The wide range
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Nomlnatlng Commlttee Announces Candrdates

- { am pleased to Smert the followmg. '
report of the Nomsnatmg Commlttee of LES

USA. .
We propose to nomlnate the followmg
slate of candidates to be elected as Of-

ficers and Trustees of LES {U.S.A), Inc. at .

the Annual Meeting of. the Society in Palm
Beach, Florida on October 9-13, 1977. All
of the candldat?s have been notified-and
have indicated he|r avallabiltty and will-
ingness o serve if elected.

PRESIDENT Leonard B. Mackey —ITT
Corp.

PRESEDENT ELECT Nlels J Rermers
— Stanford University -

PAST-PRESIDENT: Wllliam Poms —"‘_.

Poms, Smith, Lande & Glenny .
SECRETARY: Tdm. Arnold —_ Arnotd
White & Durkee . - 7

TREASURER: Wllham Marshall Lee -
- Lee & Smith

V.P. EASTERN REGION Dawd .

 Mugford — Bristol-Myers Co. ™ ;
V.P. CENTRAL REG[ON Robert H.

Johnson — Eltra Corp. o

V.P. WESTERN REGION: Harry C.
Donkers — Avery Products Corp.

V.P. CANADA: William S. Campbell —
Consumer Glass Co. Ltd,

V.P.INTERNATIONAL: Gerard J.
Welser — Weiser, Stapler & Spivak
TRUSTEES-AT LARGE {ONE-YEAR
TERM)

Roger G. Ditzel — lowa State University

Corwin R. Horton — . Crown Zellerbach
Corp. : :

" are being’ norn:nated as regronal wce'”'"

Wllllam F Plnsak — American Motors
Corp. .
Peter F. Casella — Hooker Chemncals &

Plasttcs Corp.

TRUSTEES AT-LAHGE {TWO-YEAR
TERM) = . - B
.. Philip J. Sperber — Cawtron Corp
David E. Dougherty — Carborundum Co.
Robert E. Bayes — Shell Development :
Co.

"Cyrus 8. N0wnejad — O Shale Corp

With regard to the one-year Trustees, .
Roger Ditzel and Corwin Horton will be
- completing the second year of their two-

. year.term, and they are therefore included":
- above only to provide a complete listing of

,slate of officers, and particularly Niels
Reimers, -as President-Elect, will provide
outstanding leadership for the Society. At
.the same time, there are a large number of
:.- 'active and dedicated members who were
-not nominated simply because we could .

Trustees, Bill Pinsak and Pete Casella are -
being nominated to fill the remaining terms
of Harry Donkers and Bob Johnson .who

presidents. : : :
Again this year the Nomlnating Com-
miftee was. able to select its slate of of-
ficers from a substantial number of well-
qualified and capable members. We have
attempted to provide balanced represen-
tation on the board on both a geographical
and employment basis. To insure a con-
tinuing flow of new ideas our nominations
provide for a one-third turnover of the
Board for this year. The statlstlcs are as
follows:.
Geographical
6 East - -
6 Central

2 University -
) 18 ' :

'Board Status
10 Gurrent members _

:18

5 West
_1Canada
18

_En'lplo'yn'renl o

12 Corporate - . .
4 Private Law . L

- 2 Hold-over - _
6 New Members :

We are confrdent that 0ur proposed

select only one candidate for each office.
This reservoir of talent bodes well for the
fuiure strength of the Soclety

Ftespectfully submltted
NOMINATING COMMITI’EE

Norman A. Jacobs, Chairman
Homer Q. Blair

Marcus B. Finnegan

Robert W. Whipple -

o Leonard B. Mackey (Ex-Officio)

The National Chamber Foundation, an’

economic research foundation, has an-
nounced the publication of a new book,
The Case for the Multinational Corporation:
Six Scholarly Views.

Edited by - former Natlonal Chamber

Chief Economist Carl H. Madden, the book -
contains papers and discussions from the -
Foundation-sponsored National Con-._*‘
' $4.95. Orders with accompanying checks
payable to the National Chamber Foun--

ference on Multinational Corporations. .

It includes original studies by six well- .
international

known authorities on .
business—Robert Hawkins, Thomas Horst,
Raymond Vernon, Louis : Wells, Fred

~ Weston, and Richard Cooper, the newly-

designated Undersecretary of State for
Economic Affairs. It also features remarks
by Lee Morgan, president and chief

operating officer, Caterpillar Tractor Co. * - -

The book objectively reviews criticisms

leveled-against MNCs and identifies poten-

tial areas of change. Topics addressed in- - .

clude: Economic effects of multinationals - .. - -7 7.,
in the U.S. and abroad; their market power; - = - 7 4
treatment of MNCs under U.5. fax policy, 7" 100

“Foundation Pubhshes Book on Multinationals

The Case for the Muitinational Cor-
" poration is a significant contribution to.
" present literature on MNCs and is a must -
international  businessman at- .
tempting to understand and respond to in-. -
public affajrs and plannlng L

for. the

ternational
challenges. = -
. Copies -of - ths 229-page book are
avariable to the .business communily for

dation - should be sent to the National
Chamber Foundation, 1615 H Streef, N.W.,,
Washington, D.C. 20062.

and their influence on developlng country .

economies and sometles

_-Place'rnent
- Opportunities

Jobs’ anyone? The serwces of the
‘Placement Committee of LES U.S.A.
are available to applicants. looking
for positions in, the licensing field.
. Please send .your . resume (five

copies preferably) to the Chairman

of the Placement Commrttee
John L. Sniado ..
Director, - .
Patents and chensmg "
Kennecott Copper S
© Corporation s~ L
161 East 42nd Street G

-.New York, New York 10017
‘~"'Compames or firms: Iookmg for
licensing personnel are invited to
send . their. requirements in con-
.. ‘fidence to the Chairman of the
.+ Placement Committee at the above
- address. -The Placement Committee
- matches the resumes received with
 the requirements of the various
© available openings. Resumes that

appear to meet the requirements of

any available openings are then for-
 warded for consideration.
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- Grantee 1nvestlnator5'may -&so -pbtain scrcening and

these s

promisi

services from academic colleagues in other health-
disciplines; such as pharmacology and physiology.-

, 10 of the investigators contacted told us that
>rvices were limited in scope and that there were de-
receiving the results; limitations result from the
at their testing. needs do not alvays correspond to |
ependent research programs of their colleagues. Ve
ve been informed that academic testing services do
vide the sereening and testing necessary to develop
ng compounds because their emphasis is. on sc1ent1£1c
ge and not on utilization. '

5C

amples of inadecuate

reening and testing services

:1}

/. to 1964 from the National Heart Institute for

e following examples illustrate some of the adverse
upon the medicinal chemistry research program brought

v the lack of appropriate scfeening and testing sex-
or the compounds prepared by the research investiga-

Aﬁ'experienced investigator ecredited with the dis-
covery of at least two drugs received a gran _
~amounting to abtout $123, 000 during the perlod 1954
the
study of hypotensive compounds. During the initial
‘period of the grant, at least one highly active

clinical druo resulted from this research.

Six pharmaceutiéal companies expressed interest in
testing compounds for the investigator, and a work-
ing relationship was established with one of these
- companies that promised to provide biological test-
ing to the point of clinical investigation. The
investigator informed us that, subsequent to adop-
- tion of the 1962 patent agreement, the company
withdrew its testing services and that generally
all companies now decline to test compounds pre-
pared with Federal support.k,¢;

The investloator stated that:adequate-screening‘and.
testing had not been received on 21 compounds syn-

- thesized by him during the period 1963 to 1966 and

e
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'iQ,:buring the peried 1963-65,

he investigator told us that, because he could r-
spbtain proper screening for his compounds, he de-

e . . . . :
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~that he had been unable to obtain any screening for

14 other compounds. He said that some testing was

“available at a university medical school on an ir-
vregular basis and that CCNSC cancer test results
‘were only indirectly related to his heart resezrch.
+:An article published in 1966 in the Journal of

.~ 'Pharmaceutical Sciences discussing potential anti-

hyperten51ve agents specifically mentioned the pre:
-lem of 1nadequate screening in this area of rasear:
:-and contained the fol]ow1ng comment concerning tn:;

RN RO} B O feeaeaT

-

- ®QOwing to the dlfflculty of obtalnlng
'“ﬁﬂ—screenlnc of compounds obtained under a
;grant from the National Institutes of
“Health, no data are available pertaining
“to the p0551bl° antlhyperten51ve activity
‘:of the amino acid."

'—‘ !

-pided not to request a renevwal of his heart rese:z:

“search in the mentzl health area.

-grant.

ocrant awards totalin:
about. $37,000 were made to an investigator For wa
According to
available to us, the investigator at-

ti HJ

“f£iles made

~tempted to make testing arrangements with two ph-
s maceutical
Sign the patent agreement required by PHS.

bowever both firms qeclln_ﬁ'::

A PR
—II‘_.
-

j_r'

firms;

ments for testing were finally made with the

- pharmacology Service Center of the National IjSLi

tute of Mental Health.

-

“Iwo weeks after the investigator submitted his £

compounds to the Center for testing, he was noti.
by the Center that, due to reductions in its pr~'

Cograms, additionnl'compounds would not be accept-

" He informed us that PHS did not suggest any alte.

-

~tive testing facilities and that other arrangen
¥Were not made,

He also stated that, followxnﬁ'é-
1962 PUS requirements for a patent agre encnt,’ﬁﬁ
tific information formerly prov1ded by industry




.....

..o longer made available to him. He explained that.

the inadequacy of available testing facilities con-

-~ gributed to his decision not to request a renewal
~pf his grant after 1965 :

© 73, JAnother investigator received grants totaling about

$71,000 during the period 1964-66 from the National
Instltute of General Medical Sciences (NIGMS).

{About the time of the first award an official at
INIGMS suggested that the investigator have his com-
pounds tested for biological activity and especially
for ant1v1ral antlcancer, and antlconvulsant actlv-

.y

“Eiitles

7{‘?he investigator explained to us that hlS compounds

" “fwere of the type that should receive broad biological

“screening. However, the cnly screening and testing
" {:arrangements made were with CCNSC and they did not
provide for anticonvulsant screening. The 1nvest1ga—
~tor stated that no Govermment testing facility of-
.fered brozd screening and that no such testing was
-available at any of the institutions 1lSt&d in the
“NIH booklet "Biological Testing Facilities.'' Hé
stated that he was part1CLlarl} concerned about his
-inability to obtain enticonvulsant testing and that-
fTPHS had not a581stea him, -

~Prior to 1962 the .investigator had sent compounds to
-:pharmaceutical companies for testing. Test vesults
-~from one company showed that a compound, submitted
.for testing in 1955, had been SLbJECLed to at least
20 different test systems, including several in the.
area of anticonvulsants the latest test occurring in
-March 1966. The investigator stated that the inade-
--quacy of his current arrangements influenced his de-
¢€ision not to request a renewal of his grant.

f_@ﬁg Since 1959, awards totaling about $141,000 hévé been:'

-:made to an investigator by the National Cancer In-
“stitute (UCI).  In connection with compounds pro-
" dpced under the grant, the investigator has made
arrangcements w1th CCNSC for anticancer testing and
-fsince 1962 has submitted over 100 compounds. His

15 ""f_. .
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‘Change in direction of research

. We found that, within the broad terms of the grants,
several grantee investigetors have redirected their researc
.efforts away from the objective of developing compounds hiv.
. ing potential new medicinal value in the prevention and tuc:
ment of human disorders.. Some investigators are concentrars
on basic chemistry studies even though they had originally
. proposed to prepare compounds with potential medicinzl valic
- in several areas of hezlth. We were advised by other in
~tigators that, because of their awareness of testing prob
encountered by others, they intentionally directed their
search around the need for testing. The following cases i~
lustrate the changes being made in the direction of the re-
search effort in certain medicinal chemistry grants as a v
= sult of the difficulties being encountered in obtaining ad:
. quate screening and testing services,

correspondence with CCNSC indicates that his com-
pounds might also show activity in the trcatment of
- mental disease; he informed us that, in his opinion,
:-the compounds- should also be tested for blood pres-
Sure activity., ) . R .

He advised us that attempts to make testing arrange-
ments through the National Institute of Ncntgl tHeal ¢
were unsuccessful, and he expressed doubts fo us _
" whether adequate testing arrangements could be made
‘with medical school facilities. 'The only regular
testing arrangements made by him were with CCUSC
~ although a pharmaceutical company had provided scna
‘tests in mental chemistry prior to 1962, The inves-
tigator stated that, although anticencer zctivity 1
the main concern of the NCI, he would like to obtain
"~ broader screening of his compounds,

M

~

1, At one university an investigator received grants

about $49,000 during the period 1962-66 from NIGHS
The investigator was preparing various kinds of po-
tential medicinal agents when he applied for the P
grant. In his application the investigacor stated
~that he planned to obtain screening and testing frf‘
a pharmaceutlcal flrm.
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Subsequently, he received a commitment from.the firm
 for these services, However, in May 1962, the fimm
advised him that it was opposed to the signing of
 the patent agreement required by PHS. The investi-
“gator made alternate testing arrangements with a
commercial testing laboratery and later with a uni-
 versity pharmacologist for specific types of tests,
but not for broad screening. The investigator has
informed us that he is currently interested in the
'study of how drugs work and that he is studying spe-
“¢ific drugs whose medieinal value is already knovm,
rather than concerning himself with developing new

- drugs. _ e

.Anbther

e $66,000

initial

investigétor, who received grants of about
for the period 1962-66, proposed in his
grant application to submit his compounds

. to routine screening in order to obtain as broad
an evaluation as possible.

.| The investigator stated that his attempts to obtain

(
the d3

tainis
verse:
resea
which

screening and testing from the pharmaceutical in-
dustry were unsuccessful and that he finally made
arrangements with a university pharmacologist who
provided limited serviceés. The investigator in-
formed us that his current research goals were lim-
.. ited and that his testing needs were also limited.

.. He said that the broad testing proposed in the orig--
inal grant application was still valuable and that,
if it had been obtained from industry, the direction
.0of his research might not have changed.

n the basis of the several grants reviewed by us and~of

ssions with
 £ficulties
1g adequate

grantee investigators, it appears to us that
encountered by grantee investigators in ob-
screening and testing of compounds have ad-

vy affected the achievement of important objectives of
rch grants in medicinal chemistry. These difficulties,
many of the investigators attributed to the inability
tain the cooperation of the pharmaceutical industry and

the unavailability of adequate alternative sources of

. — : -
- -
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.-screening testing, also seem to be related to certain
... problems in the administration of HEW regulations concern—
+ing smvention Tightss which are discuszed in the subsequent
ection of this report.. . -
) i - .o _— iy . .
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" Pifficylties in administration of R
orerulatiions concornine invention richts

'regula
tion. te facilitate the development of grantce investigators'
.-dxscoverles of potential new drugs. These difficulties in-

QE noted certain difficulties in the administration of
icns concerning invention rights which needed resolu-

-Volved the detemuination of ownership. and disposition of
invenglons conceived under PHS grants for research in medic-
inal ghemistry, wihich we found was a factor contributing to

-the reluctance of the drug industry to provide screening
-and testing services to NIH-supported investigators.

. Xt is the gernieral policy of HEY that thu results of
.Depar“ment sponsored research should be made widely,

ePpromptly, and freély available to other reseaxrch workers: _
;fand to the public. At the same time, the poliey recognizes
~that [in some situations, and particularly where commercial

'&- . L] - - - 5
. ;development of inventions will be costly, the public inter-

-”-;"-

@5t dan best be served if a developer is granted some ex-

~gclusivity for a limited time. However, we were advised by
'HEW officials that, in view of an opinion of. the Attorney
Beneral (34 Op., Atty. Gen., 320,328 (1924)), HEW could not
-.guarantee exclusive licensing of inventions. HEW officials
‘toldjus that this opinion generally had been interpreted as
-fholoLn” that agencies may not grant exclusive licenses un-
-der Government- o;ned patents without specific statutory au-

'.:thnrluy,

“BEW regulations CASPFRB) require that all inventions

“ﬂIlSng out of activities supported by grants shall be

'pro%ptly and fully reported to the agency. The regulations,

~as quoted on page 6 of this report, permit a utilization of
the|patent process in order to foster adequate commercial

~development to male new inventions widely available to the

LV

-general public. The regulations specify that determination

of ownership and disposition of invention rights may be made
by leither the responsible official on a case~by-case basis
{sec. 8.1(a)}) or, except for foreign rights, under blanket
“igstitutional agreements" by grantee institutions whose

- policies and procedures have been approved by HEW

(s<~c. 8.1(b)).

gt
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¢ . . - 47 The regulations (sec. 8.2) provide four criteria for

| ‘ use by the responsible HEW official in determining dispos:
tion of rights under section 8.1(a). One of the criteria
(sec. 8.2(b)) states that an invention may be assigned b
HEW to a "competent! organiczation if it will be more ade-
quately and cquickly developed for widest use, providing

-~ there are adequate safeguards against unreasconable royal:s
and repressive practices. o -

. B '~ In accordance with the general policy concerning pu™
T, o ~lication or patenting of inventions, we found that HEW <.
erally followed the practice of disseminating the result

of PHS-sponsored resecarcn to other research workers and =
the public through publication. Fublication has the efi:
of making the results of research freely available to all
- interested parties and, subject to existing patents, pe:r
- ponexclusive exploitation of the discovery. - However, ve
. _ have teen advised by representatives of the p“_rm_ceutl__
- - industry thet, since commercial development of new drugs
P -1 generally costly, the 1“dustry will not undertzke this ¢
«~— . 1. _velopment unless somz form of exclusivity can be obtain:z.
During our review, several grantee investigzators
formed us that, in their opinion, publication of the r
sults of their research was not an adequatza means to e
development of promising compounds into new drugs. In
- dition, we noted that in April 1962 the Director cf the
"tional Cancer Institute advised the Surgeon General the-
was doubtful that the policy of emphasizing dedication
_inventions to the public throuzh publication would make
ventions available or that such a policy would always <.
the public interest. He stated that a no-patent conceg
delayed the marketing of inventions because there was -
protection for the investment of the developer.

[

m o
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- Assionment of invention richts bv HEW

_ Our review showed that HEW had not taken timely ac-
: to determine the disposition of rights to certain inven~
. and that only limited use had been made by HEW of the &«
: thority provided in the regulations to assign invention
. _rights to "competent" organizations, such as grantee in:
- - tutions. We found that, at the time of ocur fieldwork i:
o January 1967, HEW had not acted upon.several petitions

. | | :g_ a0
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had been

- We found
- had assi
-ation.

- grantees

NIH records showed that,

received from grantees for assignment of rights.
also that, from 1962 through June 30, 1965,

gned invention rlghts to grantees in only one situ-
during the 1962-65 period,

HEW

: had reported a total of 682 inventions resulting
. :from NIH-sponsored research and that numerous requests had
‘been received for assignment of rights.

inventions,

grantee organiza-

‘Subsequent to reporting

tions may petition HEW for assignment of invention rights

~:on an individual case basis.
- section

In such instances pursuant to

8.1(a) the responsible HEW official, in accordance

- with section 8.2(b) of the regulations, may assign the in-

-yentiorn

rights to the grantee for a limited period.

. ~Teceived by HEW from grentees that were pending determina-

C.tion as

- laat-lea

—
TRere

- o8ions
eritexn

- uncert

. followi

T Rolved

issatisfied
by the agency because the provisions did not provide

suniver

of January 1967. 7Two of these petitions had been
ted in 1963 ona in early 1965,

st 6 months old.:

with the determination of rights provi-

ia and guidelines for determining rights; there were:
ainties as to the determinations to be made. The

ing case iliustrates the delays and uncertainties in-
in resolving & petition for patent rights made by a
sity we visited during our vreview!:

and three others were

1iversity and industry officials advised us that they

“HEW officials provided us with a list of nine petitions

' . In January 1966 a university petitioned PHS for assign-

~ment of domestic rights to inventions covering steroid com-
- pounds

conceived under a PHS grant. FPrior to the petition.

the Surgeon General had permitted the university to file

- osix petent applications.

At least 14 companies expressed

interest in licenses for developnent of the wniversity's

Anve

iy

sive

* ment

tions.

: We were advised, however, by a- unlver51ty official

X - that no company wopld develop the inventions without exclu-
Tri ght 5
-the inventions..
work had been done on the inventions by any of the 14

to protect its investment in the development of
He stated that, as of May 1967,

L]
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no develop-
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companies, The investigator informed us- that he had lost
interest in development of the inventions, because of the-

long

delay. In July 1967, 18 months after the petition,

the Assistant Secretary for Health and Scientific Affairs
.assigned domestic .rights to the university and stated that

the pubplic interest would best be served by eXPEdltLOUS de-_
velopment of the 1nventlons. | '

Statements made in 1965 by two organizations rzpresent-

~ing university administrators stress the importance of as-

signing invention rights to universities at the time of

o

“awarding research grants or contracts. The Patent Policy

Subcommittee of one organizationl stated in a position paper

that

the public interest could best be served by encourag-

ing educational institutions to assume the responsibility

ties

of furthering public use of the inventions of their facul-

and recommended that universities be permitted to es-

tablish the licensing arrangements necessary to encourage
private companies to invest in the development of pharmaceu—

tary

~-tical discoveries,

The Chairman of the Subcommittee in commenting on the

-position paper advised the orgaznization's executive secre-

that the necessity to petlelon the sponsoring agency

for the right to patent an invention, and to justify 'each

- such

petition on an individual basis, introduces substantlal_

delay and a prolonged period of uncertalnty.

In 1965 the other organlzatlonz'submltted statements to

the Senate Subcommittee on Patents, Trademarks, and Copy-
rights, Committes on the Judiciary, which stressed that
granting invention rights to universities at the time of
‘contpacting would eliminate delays in the development of
discgveries and. the dissemination of research knowledge and
would assist the sponsoring agency charged with the task of
promoting the fruits of research. This organization also

1Conm

wittee on Government Relations,; The MNational Associa-

tion of College and University Business Officers.

2

fAme'

rican Council on Education. o ) .

22




¥ Bl -

-dn de

~Infort

gions

_.xecommgnded that universities be permitted to use licensing
-dncen
#Hpmen

. o ..: Po 6[‘_

tives to attract industry investment in product devel-
th (Hearxngs on Government Fatent Policy, pt. 2,
S'.)_ . . o . . ) .

During our review, we requested HEW to provide us with

mation concerning the current status of its determina-
under section 8.2(b), including the nine pending

cages shown in its January 1967 listing. This information,

provi

“ﬁEu Was evaluaulng additional information received on

ded to us in November 1967, snowpd a marked .increase
partmental actions, inasmuch as HEW: -

3. Had signed section 8.2(b) determinations, assigning

.-invention rights to the grantee for &. llmlted po-
rlod in seven cases, _ o ~

-

3ﬂ2.'Had dec1ded to dcdlcate the 1nventlon to the publlc

in one case.

the remaining case.

information provided to uS'also showed that, since Jan-

Ty

1967, 17 other proposals had been submitted to HEW for

B.2(b} determinations; HIV had made determinations in four

cases|and was evaluating the proposals recclvea in the
-other;13 cases. -

On the basis of our observations, we proposed to the
- Secretary that HEW, in line with its responsibility, should

direct its efforts toward timely determination of rights

istry
such

“to, and the appropriate disposition of, potentially patent-
-able

inventions résulting from research in medicinal chem--
reported by grantee investigators. We believe that
action would serve the public interest by reducing the

uncerftainties of the status of invention rights.

“Use of institutional agreements

" .Qur review showed that HEW had made only limited use

‘tion
ent p
regul

-of the regulation permitting the assigning of the determina-

of invention rights to grantee institutions whose pat-
olicies had been approved by HEW (45 CFR., 8.1b). This
ation has been applied through the use of institutional

“a . -
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-sagreements between PHS and individual universities, and 18

.. i - o-Such agreements, entered into between 1953 and 1938, are

SO onow in existence. At least 34 other universities have sub-

- . .. mitted requests for these agreements; however, in March

' 1967, we were advised by HEW officials that no additional

-agreements had been approved because opinions of responsible
'agencﬁ officials dlffEIEd concernlng the value ot such
.agree?entsa ‘ -

: de found that HEW, in addition to placing limitation
'?}V,.--on th number of" lnStltUtanal agreements being approved,
-.place limitations on the institutions' administration of
- .. «the apreements now in existence, because it requlred use of
e . - the PHS patent agreement. Some agency officials have ex-
| ..-pressed the opinion that the use of patent agreements should
~mnot be requirasd at grantee institutions which are holding
~. ore instirutional agreemsnts and that greater use of institu-.
ar tiona% agreements would help all:riate'prbblems in obtaining
sere alng and test:.n':r services bty pharmaceutlcal conpanles.

>+f’“' Information obtained during our review Shows that in-

. . -westigators from at least seven orf the universities holding

' agreerents.wlth PHS encountered dificulties in making
-sereening and testing arrangements vith pharmaceutical com-

5, because of the required use of the PHS patent agree-

The following case illustrates problems encountered

screening and testing arrangements were sought:

-»In November 1962 the'chairman of the patent board at a
: wniversity holding an institutional agreement advised
' an investigator, as well as university admlnlstrators,
?hat PHS preferred to have investigators obtain screc
ing and testing for their compounds from commercial
laboratories not engaged in the manufacturing business,
esting fees were to be charged to the grant. The
“mehalrman pointed out that he had: :

‘Wkk% protested this and other recent actions
..o0f the USPHS in issuing directives requiring
- compliance on matters contrary to established

“procedure within the university and the uni-

wversity's 1nst1tutlonal agreement thh that

_ agency “k‘k* n . :
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.1 ' 30n two occasions the university advised the Deputy
PR .z, {Burgeon General that fees for the required testing
“T h_;Aﬂ%jwould amount from about $30,000 to $50,000 and would
B ssfeonsume nearly all the funds of the grant. The uni-
L +iwersity recommended action to permit the use of the
i free services of the pharmaceutical industry. The
iDeputy Surgeon CGeneral replied that althouzh there was
.. imerit in thlS argument, PHS had no alternative but to
N apyoo-puse the amended patent agreement clause on- screening
: compounds.
~- - 1'0n the basis of our observations, ve prcposed to the
i8ecretary that HEW clarify the intended use of institutional
: . .-agreements and review the necessity for requiring the urs .
R L + ) 3 patent agreements by grantee instituticns whose patent
rr ] ~.zpolicies had already been approved by HLW.
""3'_- o .'2.5.:":5‘;" Tt omoITo ‘té —" ‘.'.: " SN R :
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Views

of agency offiéials.

.+, -and proposed actions . T e T

" “Recognition of problem area '. I IRR

“ ¢lals

means.
compounds resulting from PHS grants for research in medic- -

chemistry. Cognizant HEW officials have been aware of

- . inal
o the d
' " ~arran
. They
Y seAment

We found that, prior to our review, various HEW offi-

had expressed their views on problems concerning the
needed to provide improved screening:and-tésting of’

ifficulties experienced by grantee investigators in

ging for adequate screening and testing of compounds.
also recognized that procedures implementing depart-
olicies had been unsatisfactory and had contributed

P |
“to thﬁ loss of screening and testing services formerly

. provi

ed by the pharmaceutlcal 1ndustry

e ‘In March 1963 the Deputy Dlrector of NIH stated in a
-dettey to the Dlrector that: : o

el “fIt is becoming increasingly apparént that our
' . -gurrent patent policy does present a problem for -

.-grantees who depend upon industrial laboratories
for biological testing of materlal produced with

‘FHS support.”

.lnjAugust'l964 the Director NIH advised thé.Surgeoﬁ_

”ﬂGéneral, PHS, of the need for change in the HEW policy to
:permit effective collaboration with industry.  He stated

~in theé

memorandum that, since early 1962, problems had in-

..ereased to the point where a prompt review of the policy
-appeared necessary. The Director stated that investigators
"found; the drug industry best able to accumulate the data

1964

. L T

necessary for the licensing of a new drug.

The Deputy'Sufgeon General, PHS, forwarded the August
Lletter to -the HEW Patent Officer and stated that:

kKK it is preferable to credte conditions that will

-attract private initiative rather than to undertake

scomplete government financing of the cost of re-
~Search and development of all 1nvent10nb that grow
“out of the government's program

.
.
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% ... In August 1965 the Director of NIH advised the Subcom-
qittee jon Patents, Trademarks, and CoPyrlohts of the Senate - .
+-Judiciary Commlttee that.-- . i :

- -

= fhe uncertainties involved in after-the-fact de- L

termination have created barriers for collabora- '

- tion by the drug industry with NIlU-supported sci-

. entists in brl“olng potential therupeutlc agents
wee @ the point of practical application.'

and th4at:

EYT Y - PN

- MGompounds which show some promise in early
,J-stages of investigation ma ay be of no benefit
-t the public and may not serve thz public in-
.terest unless clinical testing is undertaken and
- gthe resulting drug *** marketed, ¥¥%*% it seems
3_Tsenslble to be able to involve industry in the
;ﬂtésting and marketing phases of drug development
=since these firms already possess capabilities
-in these areas that would have to be duplicated
: aeLsewhnre to accompllse these necessary purposes.

VP APV
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~In May 1967 we advised the Secretary HEW, by letter, of
our findings concerning the problems in obtaining aooroprie
-ate screening and testing for compounds prepared under
Government-sponsored research We inquired about the steps
-being taken or contemplated within the Department to pro-
wvide ipproved means for screening and. testing compounds re-
sulting from the PHS-supported program for research in

=

medicinal chemistry, - _ i o~

In his reply of July 1967, on behalf of the Secretary,
-the Assistant Secretary for Health and Scientific Affairs
informed us that, since the responsibility for patent mat-
ters was assigned to his office in October 1966, the Depart-
} ment's| patent policies and administrative practices, in-
"4 - .cluding the problems relating to screening and teetlng of

-

~compounds, had been ‘under continuing review.

) R N - Lot .
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sthe Federal Council for Science and Technology
- the Department intended to use the study in the formulation

-of any ¢
"0 be in
‘.. The
‘ Were ung
~0f compc

order.

(1) extens

Assistant Secretary mentioned that a private con-
fFirm was studying certain patent problems related to.
ations in connection with a contraet study being un-
for the Committee on Government Patent Policy of

and that

hanges in pollcy or admlnlstratlve practices found

Assistant Secretary further stated that two steps
er consideration to promote screening and testing
unds identified by grantees:

ion of the:

-aise of blanket institutional agreements and (2) entertain-

- mment of
" . section
- rights
. -:ghere i
sadequat
-Screeni
- #ecisio
~spbove a

=]

-

e

-HEL

ng and testing.
n regarding changes in patent policies or in the
dnlnlsbratlve practlces. :

applications by other grantee institutions under
8.2(b) of the regulations for assignment of principal
>y HEW to such institutions on a case-by-case basis
was determined that such action would promote more
and wider utilization of the compounds, including

However, HEW had reached no final

7 comments of March 1968

L Af
" <o the
"We wverd
dated N
- Comptrc
~ essent3
. by the

sereeni

«gearch

1

Y
1

ler.

1Estab
“inter

scien

Department's comments,

1ese actions include:

lished by Executive Order 10807, March 13, 1959'
agency body representing the prlnc1pal agencies with
tlflc or technical m1551ons. .

ter we brought the matters discussed in this report
attention of the Secretary for review and comment,
furnished with the
arch 20, 1968, from the HEW Assistant Secretary,
In this letter (see app. I1II), we were informed
ally of four principal actions taken or being taken
Department to resolve the problems related to the
ng and testing of compounds under HEW-sponsored re-

by letter

, The use of a revised patent agreement between in-
i~wvestigator and screening and testing organization.

as an
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ff;(;.'The planned use of a revised standard'institutional ?
patent agreement. L. | _ _}.

3. The more expeditious ‘issuance of determinations

permitting assignment of an invention to a compe-

L“. tent orgunlzatlon on a case- by—case basxs. L

U, L- - r v

L, The planned issue of a comprehensive statement of
the Department's policies and requirements regard-
ing the screening and teqtlng of corpounds.

@Veral actions as reported to us by the Department are’

'.summarlzed below

1,‘During 1967, HEW put into effect a revised form of

~patent agrecment which, as pointed cut by the Department,

. diffel

rs significantly from that required in 1962 in that it

“‘does not restrict the tester's rights of ownership to new

AISeSs

wWitho

-|ven.
- Mork.

£ compounds which it may discover at its own eXpense
1t the participation of the NIH-supported investigator,
'where such new use is within the field of research
supported by the - grant.” '

'.HEW has informed us that its records indicate that the

revis
mace

od agreement is acceptable to some members of the phar-
tical industry whe are interestad in providing screen-

-ing %nd testing services and that investigzators and phar-
macegtlcal companies entered into 53 agreemaznts, using the

- crevi
also
under;
Tade,
-spect
and t
wvices

the [
ment*

still

ed form during calendar year 1967. HEW has informed us
that the form of the required patent egreement will
go. further review and that additional changes will be
where appropriate, to ensure recognition of the re-
ive rights and interests of HEW, the investigators,

he organizations performing screening and testing ser-

In commenting on the revised agreement the president of
harmaceutical Manufacturers Association advised us that
4s a much needed improvement to the existing arrange-
, and, although recognizing that certain problems would
exxst, the association endorsed it as a progressive

measure,

25 . .
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?., HEW has reaffirmed that the use of institutional
rents, as provided for undér Department patent policy,

5 the public interest and should be continued. HEW
©hformed us that a revised standard institutional patent

agreement, now in preparation, will permit the grantee in-

stitu

~right
‘glear
.such

i,ernin

—

towar
- dn co
L Sameg

to a

latio

" state

gardi
of De

HEW considers that the revised agreements will go far

“ion to retain and administer the principal ownership
5 in inventions made under Department grants, will

ly define the rights of the parties with respect to
Lnventions, and w111 set forth general guldgllnes gov-
g the llcenSLng of inventions.

BN,

1 solving the problems encountered by investigators
mection with screening and testing and will, at the

fime, fully protect the public interest.

o B, During 1967 HEW has made efforts to expedite the
Tt issua
-patent regulations that permits assignmzant of an invention

nce of determlnatlons pursuant to the provision in its

competent organization on a case-by-case basis. HEW

‘stated that it was its intent to act as expeditiously as
" possi
. ment,
“April

ble on a number of requests pending for such assign-
as well as on those determinations already made since
1967. HEW intends to use this provision of the regu-
ns where an institutional agreement is not in effect.

i, HEW has recognized the need for a comprechensive

nent of the Department's policies and requirements re-
ng the screening and testing of compounds arising out
partment-sponsored research., HEW has informed us that

it intends to issue a statement which will outline the De-
partment's policies and clearly set forth alternative meth-

ods of

will
whene

obtaining screening and testing services and that it
encourage the utilization of Government facilities
ger appropriatieo -

|

n summary, HEW expressed its recognition that newly

SynthFSlZCd or identified compounds resultlnrr from :

Depar

tment-sponsored research constitute a valuable national

resource and that their effective utilization is a part of

HEW's

program goals., HEW has stated that it will continue

to make such changes in its practices as are necessary to

foster the fullest utilization of all such compounds, in a
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spanner that will protect the legitimate interests of the
-publi¢, the investigator, and the screening organization..

ol

.

:Conclusions | e | o

. On the basis of information obtained from grantee in-
arestigators and cognizant agency officials, it appears that

“the usefulness of the HEW grant program for research in

medidinal chemistry has been adversely affected because of
the difficulties encountered by grantees in arranging for
.adequate screening and testing services,  Although the re-
search efforts of grantee investigators provide useful sci-
-entific information in the area of health-related chemistry,
.optinum benefits are not obtainable if compounds which may

~have potent1a1 med1c1nal use do not receive adequate screen-

.ing and testing . o —

e - -

vam — . _ R
e — = e T o .- . R -—-\

'//ﬂ& He believe it is important to note that, in a meeting
with

agency officials in June 1266, the President of the .

- Tnited States expressed specific interest in medicinal re-
-search and in achieving increased practical resulrs from

«drug research in the form of treaztment of diseases. Agency

~©0fficlals have advised the President thgt a major impediment
"To these goals has bezen the patent policy which has made it

‘extremely difficult to make use of the resources and ser-
wices of the pharmaceutical 1nodstry

—a e mam - e b i e S el L e e pape—————
o e ——

Followlnw this meeting, the PIESldent referred to the
-subgtantial amount of funds being spent annually by NIH on
“blochemical research and, after mentioconing the role of med-
‘jcal research in control of polio and tuberculoSLS and in

“psyc¢hiatric treatment, stated.l

- "These examples provide dramatic proof of what
-gan be achieved if we apply the lessons of re-
search to detect, to deter and to cure disease,
- 1“The Nation faces a heavy demand on its hospitals
| .and health manpower. Medical rasearch, effec-
1 "tively applied, can help reduce the load by pre-
i+ venting disease before it occurs, and by curlng
diseuse when it does strlke.-

IWaekly compllatlon of Pre31d°nt1al Dccuments, July 4 1966_

p.837 T o
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Tfﬁﬂﬁpt the greater reward is in the well-being of
- our citizens. VWe must make sure that no life- _ -
“;gliving discovery is locked up in the laboratory.'" =

IE
mrecognj

have s

-

is apparent that HEW officials have, for some time,
zed the problems discussed in this report, and wve
nce been informed that remedial measures are under

- way orqunder consideration, including changes in the patent”

~the off
;.whethen
.- screeni
-fsupport

'hRecommé

snt for screening and testing purposes, increased use
iitutional agrezements, and more expeditious assign- = .

invention rights at the time of grant award. How-

intil such time as the contemplated actions have been
fully ﬁmplementcd it is not practicable for us to assess

ectiveness of those various mcasures and to determine
they will enable investigators to obtain adequate

ng and testing services in connectlon w1th thelr HEW-
ed research.activities. . :

e

ndation to the Sacr etary-

th, Education, and Welfare

— - 0f Heal

~-and Wel
. procedu
and tes
-search |
- of potsd
-ﬁdisease

recommend that the Secretary of Health, Education,
fare develop and put into effect such policies and
res as are necessary to provide adequate screening
ting of compounds resulting from HEW-supported re-

lin medicinal chemistry to facilitate the development

ntial drugs for the prevention and treatment of
s and disabilities of man.

-
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r review of the administration of HEW grants for re-
in medicinal chemistry included an examination into
5 tinent legislation and the regulations, policies, pro-
j_,~cedures, and practices of HEW and its constituent organiza-
i Qur work was performed at
' the hdadquarters of HEW, PHS, and NIH, and at selected edu-
....'eational institutions, which were recipients of PHS grants,

in the States of California, Michigan, Minnesota, and Wis-

" consir,

- He reviewed selected grants, totaling about $4.6 mil-

.1ion,

.~ investigators at 10 educatioral institutions.

~~the grantees' research programs and obtained information
- £rom the investigators and university ofificials as to the
~arrangements made or available for screening

.-.new cempounds to determine their usefulness.

~did net incliude an examination of the manner

funds_

o

coqand of the Pharmz=ce
" "ztermine the basis of
report.

‘this

~nent

~We met with represent
eutica

aspects of the
-ministration of the
in such pelicies or

vere expended under thas grants.

-

-

T T e e A W YT | s de g ma e oy

-

awarded during the period 1962 to 1967 to 38 research

We examined

and testing
Our review
in which the

tives of two pharmaceutical firms
1 Manufacturers Association to da-
the industry's actions discussed in

Ve discussed with responsible agency officials perti-
Department's policies affecting the ad-
grants and possible changes contemplated
implementing procedures.

-

Coasas Loy
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-

“THE DEPARTME‘\IT OF HEALTH, EU’JCATION AND WELFARE

RESPONSIBIE EOR THE ACTIVITIES

i DISCUSSED IN THIS REPORT -
L o o L
: Terure of office
_From Jo
. ) ' S ' ’ - -
SI:CRI.TAI’Y OF HEALTH, EDUCA‘I‘ION L A
3 J&ND WELFARE: - . e ' oL
i _Abraham A. Ribicoff i Jan, 1961 July 1962
.énthony J. Celebrezze | j‘-July 1962 Aug. 1965
'ohn W. Gardner g, 1965 Mar., 1968
: “'Hllbur J Cohen . »Mar. 1968 Present
‘,.ASS STANT SECRETAFY FOR HEALTH
AND SCIE‘\ITI.c IC AFF AIRS '
. -(note a): S - . o -
y : -'Phll:.p R Lee I o xNove 1965 . Present
i . “SURGEON GE’\IERAL PUBLIG HEALTH '
: Luther L. Terry - 7 -¥Mar., 1961 - ‘Oct. 1965
' William H. Stewart - Ret, . 1965 Present
'DIRECTOR, NATIONAL INSTITUTES |
-~ OF HEALTH: : T _ : -~
- . James ‘A, Shannon o, Jo-=fng. 71955 Present
E -E#fécfxve Marcﬁ 13, 1968, the Assxqtan; Secretary was given direct authority -
| - over PHS and FDA, Effectlve April 1, 1968, the functions previcusly as-
: o gned to PHS were assigned to two new operzating agencies-~the Mational In-
. stitutes of Mealth (including the former NIH and certain additional func-
.. tions) and the Health Services and Mental .Health Administration (comprising
atl other functions, previously assigned to PHS). The Surgeun ngcral was
" made the principal deputy to the Assistant Secretary.
.37
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DEPARTMENT OF HEALTH EDUCATION, AND W:—.LFARE:'. .T
. WASHINGTON.DC. 20201 i :
- OFFICE OF THE SECRETARY - _
QMAR"2O 1968
2t et - E d . . ’
f * ppar Mr. Rabel: | T .
- - : . . . . C memem —— - . 7 .
C .. . liThe 3ecretary has asked that I reply to your draft
7. .xeport to the Congress entitled, “Review of Grants
- for Research in Hedicinal Chemistry, National Insti-
futes of Health, Public Health Service, Department ©f

ealth, uduuat;on. and Wielfare.”

_ ; : '& e effective utilization of the results of Depariment—
R ‘ -&_onoored researcnh, incluling any compounds that may
s _ -be synthesized or identified, is considered to be an
e ﬂéssentlal part of the Department's program goals. The .
“fmﬁoblems relating to'the scereening and tesiting of such
ompounds nave been underxr continuing yeview within the
*qepartment.' 3ore changes have been wade in our admin-
ﬁstratlve practices and procedures Lo ‘@ncourayge such
creening, and additional cnangﬂ" will b2 made where
ﬁound to be appt opriate. _ Do

e would llke to comment briefly on some significant
A%spec*s of the draft repert and to kring you up to

late on the status of pertinent activities within the
:erartment. The report indicates that investigators

jave alleged that their collaboration with the pharma-
%eut1cal industry for screening arnd testing generally

nded in early 1962 when tne PHS recguired that the

creenlng organization and. the grantee ins stitution _
-execute a formal patant agreament.  We wis q'to point _

ut that this patent agreement did not involve any )
%hange in PHS policy. It merely formalized in writing
#he relationship and respective rlghts of the parties

- ‘:“‘__%n.lxgnt of the investigator's obllgatlons to the PUS
. ' -under his grant agreement. . T
IKU-'f. o o R L o« L e o ; L.
X . ) ) 3 8 . . ’ ’ '
e ia . " ‘ 4 " ‘
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ederick K. ‘Rabel |
ed in the Report, HEW has considered a number of

s in the patent agreenent required to Le signed
2ening, During 1967, a revised foxm of agreement
¢ into effect, a copy of which is attached.l the

£ the agrgencnt curs ently in use differs signifi-
from that originally required in 1962. It does
strict the tester’s rights of ownership to new

£ compounds which it way discover at its own ek—.
w1thout the participation or suggestion of the
Vustlgator even "where such new use is thhln the
Sf. research work supported by the grant." We

tand that restrictions of this type in agreemen

ly in use ware unucceptable to a number of ph&Lma"
al c0mpan1ea._

: . : i ‘ -
cords indicate that the revised agreement is
able to some members of the pharmaceutical in-
'who are interested ih providing screening a
g services, and that PHS investigators and gharma-
zl companies entersd into 53 agreements using the

d form during calendar vear 1267. The form of the
ed patent agreement will undergo fu*ther review,
diticnal changes will be made where appropriate to -
reﬂo~n1tlon of the re5ﬁe"t=vb rlghta a :d interests
20 its. investigators and oiganlzqtlona perfoﬁh—
reening and testing services.

JW)D
[ MO ]
o

+

ed in the Report,'it is the general'policy of this
ment that the results of Department research should
ely, promptly, and freely available to other re- '
workers and the public. At the same time, the
recognizes that in scme situations, and particu-

, the public interest can best ke served if a

n 8.1(b) of the Department Patent Regulations pro-
that ownership of inventions made under Department—
red research may be left to a grantee institution

for administration in accordance with the grantee's:

"GAO noté:

'Attachment'ndt included.

.
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'mestabllqhed policies and procndurev with such modifications
... -as may be agreed upon,

' -Health.

" procedures,

prov1 ded that the Assistant 3Secretary,
and Scientific Affairs, finds that the policies and
‘as modified, are such as to assure that the

1tion will be made available without unreasonable re-
tions or excessive royalties. This aspect of Depart-
patent policy has been undergoing review, and it was -

M:recnntly reaffirmed that the policy serves the public
sdnterest. and should be ContLHUEd.

At the present time, a revised standard b
- .paten er
. i .

under preparation.

asic Institutional
t Agreement, to ke utilized under Section 8.1(b), is

This Agrezment will permit the grantee

sdnstitution to retain and to administer the principal

ownerbhlo rights in inventions made under Department

-and

~guidelines governing the licensing oZf

grants
wards, will clearly define the rights of the partles :
‘respect to such inventions, and will set forth general
inventions, including

~Aimitations on the duraticn of exclusive licenszes that may

- be. gr

- royal
safeguards
‘those
- Governhent Patent Policy.
dnclude a reservation to the

‘requl

or on terms that are reasonable under

. awhere

-« --welfare or

this
agree

. be entered

anted. It will also include the reservation of a
ty-free license to the Government and other approprizate
to protact the public interest, including all of
specified in the 1953 Presidential Statemesnt of

These latter safeguards will
Gevernmaent of the right to

re the granting of additional licenses royalty-Cree
the circumstancas
licenses are necessary to Fulfill public health,
safety requirements. As soon as the terms of
agreenent can be fully developed, the existing
will be terminated and standard agrecments will
into with qualified grantee institutions.

such

basic
ments

We consider that the Institutional Patent Agreements will

-go far towards solving the problems encountered by investi-

.gators in connection with the screeniny and testing of com-

e sSes
publi

pounds synthesized or identified under Department-sponsored

rch and will,
c interest.

at the same time, fully prctect the
An Institutional patent Ar“cemtnt w111
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--c.cauthorize a grantee institution to enter into agreements . - 1
- with pharmaceutical companies for the screening and- = o S
- testing of compounds and to agree te grant limited ex-. !

. —glusive licenses to any, inventicns that may result from

the screening. All such licenses will be required to
1ncluo= the conditions and safeguards smec1&1ed in the

_Instltutlonal Patent Ajreemeqt. -

Section 8.2(b) of the Department patent ﬁCgulations
. . authorizes the Assistant Secretary, Health and scientific
;- .affairs, to permit assignment of an invention by the in-
_..wentor to & competent organization on a case-by-case
% basis yhere he finds that the invention will thereby be
more adeguately and guickly develop2ed for widest use,
~.and -that there are satisfactory safeguards against un—' .
. ~yeasongble rovalties and repressive practices. During '
1967, efforts vere made to expedite the issuance of .
determinations pursuant to this provision. Since april 1,
.. 1867, fiftcen aﬂtermlna tions have been is sued pursaani o
° 7 .gectidn 8.2(b) permitting assignment of lnventlons to .
} o @grahteé'lnstluu ions. A number of reguests are pending,
' ard it is our intent to continue to act on such requests
» -as expeditiously as possible. .t/ intend to centinue to
= qtdlize this provision of the Regulations where an Insti-
tutional Patent Agreement is not in effect.

v wadh gl & 0 AP - v v« oo

d e

-~

~During our review of the problems associated with screening
and testing of compounds arising out of Depzriment-sponsored:
research, it has become apparent that there-is a clear-cut
need for a comprehensive statement of the Deparimsnt's
- policies and requiremenis regarding .this subject. There- -
fore, it is our intent to issue a statement outlining the
-peparftment's policies regarding screening and testing of
‘compojunds and clearly setiting forth the alternative methods
of obtaining screening and testing services that are avail- B
" .able ito investigators supported ky the Department. This
-8tatement will encourage the utilization of Government
~facilities, including the Cancer Chemotherapy National
- -Service Center (CCHNSC) and the Walter Reed Army Institute
»of Résearch for screening whenever appropriate.
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' .Mr. Frederick K. Rabel SR N
.- In summary, we consider that the results of Department-
* ;. 8ponsered research, including newly synthesized or
+  ~wdidentified compounds, constitute a valuable national
" vresource, and that the eifective utilization of such
;-7 c.-compounds is an essential part of the Department's pro-
-3 Logram geals. We intend to continue to make such changes
~' in our practices-as are necessary to foster the fullest
.+ satilization of all compcounds synthesized or identified ;
- .<during the course of research supported by the Department |
~.An sugh a manner as to racognize and protect the legitimate
* -nrdnterests of the public, the investigator, and the screening
izations. _ e o ' ' .
_ rel e T Sincerely yours,
~ ey Y
-4 iJames F. Kelly
. : \ .-iAssistant Secretary,.
) ' - \\”M:Comptroller
. ‘ P — _ o
Mr. Frederick K. Rabel .
- Assisltant Director
© - @ivil] Accounting and
. duditing Division
United States General Accounting Office
-Washington, D. C. 20548
- Attachment [1].
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~As fomer U. S Secreter v of State Henry Kzssméer declared two
years ago at the OECD mzmstenal conference, the world today‘ needs
'secunty pol;cles to _deel_wnh food and energy issues in parallel w1th B :: |
armaments. . He thus 'made a vevjr important-.point oamely;_. fhat a smooth
‘d:tstrlbutlon of food energy and other resources contrlbutes beyond

:'

contest, to the mamtenance of world peace. The establlshment of com-~ _

prehensive security measures has thus become_.' necessa‘ry.

Consequently all countries are. confronted not only mth the task
of transferrmg emstmg technology but of evolvmg aH p0551b1e means
" fo ensure that the last quarter of the ZOth Century w:.ll be one of peace

The tasks in technology hans;er must be carrled out in accordance with

these. hlgh level a1m5. | o -

i ap.an i{se]:f is. faced with the. task of ﬁnaing "oot how nou.c.h it c'er.i. ..
c0ntr1buie mternatlonelly from now on to the reahzatmn of these goals.
'Her maJor contnbutlon will be technology that in "the ﬁrst place seeks to__:_-"_
reahze c1v1c obJ ect:t__ves. Iam firmly convmced that J apan can fnake a

worthy contribution in this respect.

I‘aléo believ'e that those'countries wh;lci;x .untill nov;r ha've.achi'eved -
maj or technological results 1n m:.htary or natmnal—-pohcy pro; ects will
be successful in transferrlng theseé. results to the attam.ment of civie
goals. It is w1t‘1 antlclpatlon and eagerness that we 1ook forward to the
_ results of the promotion of elther br—lateral or mul’m -natmnal cooperatmn

. DProjects in order to aclueve this obj ectlv_e. :

v..14 .'.‘-'.




In the field of telecommunications in which I am engaged, I believe )

that the smooth exchange of information can contribute in a large way to *

pres;)erity.and peace by promoting better understaﬁding among the péopl_e_ :

in one country as well as between the various nations. I therefore con-
__51der it my mission to bu:.ld ana equip the mfrastructure for a telecommu-—

; nlcatlons system fora globa] soc1ety and am endeavormg to brmg it 1.0

_reahza_tmn. ' . S A

'11:' is thus my__asﬁir_atio_n to .seé .achievgd the ﬁans_fbrﬁzation of our '
préseﬁt interpati’onal :soc.:iety., fui_l of‘ antagonisrﬁé ané.l“'su's_piciOns,' into
a'p‘eace'fu.l. world where confidence and ﬁc;operafion prévail, through fhe
solutmn of the problems of the economic soc1et3r of today. rendenng
needless the current arms race. Such are my v1ews as a pnvate mdu— |

strlallst and the reason why I lay more welght on actual results tha.n

ona concept
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