) is needed: to inspire—créativity

licenszes suffice and mcentwe to develop civilian,
for..economic. growth. : .
More Hberal ways:of eahng W1th Ventors and ,creat1 .smeunsts w111 be.
forthcommg by Government and industry through realistic code of creativity £o_r
R..& D. staffs.of the Government. .This will, gradually. cause industry, to .reyise
their thoughtless ways of treating mventors_and brmg,,b T awards, and royalty.,
" without:so .much-legal delaysiand g 5., Creativity will-do more than any factor.
in..raising: the. percentage, of economic growth.and s, th t. counter foree to’
Parkinson's. laws "

Lthe Juclwmry, U,S’ Senate chhmgtm ,D A . .
DEA‘R SENATOR : MGCLDLLAN :The Amencan Somety f;)r ,Pharmacology and
per1menta1 Therapeutzcs ig:gravely concerned over :the; effects.. whiech pend.mg;
legislation,in particular:$: 1809, may:-have on. research. programs. of uniyersity:
and -other laboratories: which .are: supported.: jointly by both::governmental .and.
nongovernmental funds,: It is-feared that: unless: the equities, of all. parties are-
properly.recognized, the traditional.collaboration of governmental; academic,.and:
industridl: organizations: in:reseéarch and :development:may be jeopardized, and.
progress for the:benefif of the public thereby: stified: :Accordingly, at:the business
meeting of ‘our membership which wag held at the University of Pennsylvania.in;
Philadelphia on: Augnsti19, 1965, as a; Jpart. of-our.fall meeting,. the: followmg
regolution was passed whleh I was instructed to-transmittoyous:. - ;.
+“The free enterprise system; the source of many:benefits to the pubhe health,
is based in part-on theconcepts 'of:patent rights and of the exclusive .control: of:
.an-invention.for a-limited period. :: Legislation defining the assignment of iinven-
tions made In laboratories and by scientists:enjoying support from public: funds
should preserve: wisely the ‘prineiple:of patent:protection... The rights- of-the
public: to bemefit: fully’ from:the fruits: of: public research - must be maintained:
without destroymg ‘thebasis of eollaboration ‘hetween governmental, industrial;:
aeademlc, foundatlon, and other laboratones on Whlch sc1ent1ﬁ(: develapments:—
depend; ™ Pk : :
'YT’V&]@ should hke to subxmt thlS resolumon for the oﬁ‘iclal recor

AUTOMOBILE MANUFACTURERS Assocm'ﬂcm, INC ey -
- i Detrog,t Mich. ,J'Lme 14,1965‘

 Conmitiee.onthe Judiciony,
U.8. Senate,-Washington, D
“DEaR SENATOR MCCGLELLAN ;1
facturers :Assgociation, . Ine. appxemates thisg: ropportumty toexpress! its ~views.
with regardito the: Saltonstall bill 8::789; the MceCGlelan:bill; 8. 1809,:and the:
Long bill, 8. 1899, all of which relate to. Governinent:patent polmy falonr ostioas
- Afber edréfal: study of: éach:‘of:these leglslatwe proposals;: the: members;of the
committee voted to endorse your bill 8. 1:809;iin praference to: 8.-789,. 45 represent::
ing’ the. most reasonable approach-io & solution:tothe.problem.of determining:
property:trights 'as.between the»Government and its contractors-in -inventions;
méde: thiough-ithe’ expendlture of! -'ubh '— N 'The QOmmlttee strongly op::
posed 8.1899. i w . o
In- endorsing S 1809 the comm1ttee requestedsthat sermus CO]J.S}.d&I’B,thH be
given:to:the following suggestions for. amendment t e b111 rhich: they beheves
will.benefit both. Governinent.and:industry. : : S
In section 3(a), to be consistent with the aforementloned deﬁnltmns, 1t ap—
pedrs that.the word. #person! .in-line: 16.shonld sread. Keontractor?
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ferm asit'is defifred in séetion 2(Qd) includes theé former and makes the language-

- consistent with the newly added provision of section 3(b) (3) which assures-a
11cense to the contractor m any event‘ an(l represents an! 1mpc~rtant consuiera-
tion, ; :

‘A you are aware, Amencan mdustxy asa whole has not 100ked w1th fa,vor_
on compulsory licensing such' as i§ contemplated -under section 3(b).(5), - This .
provision dould be rehdered ‘somewhat more palatable by thé 1nsert10n in.-item:
(&) thereof of ‘& minimum time intérval, following the issnance: of the patent
such as 5 years, during which the patent owher could develop the: invention
to the point of practical applieation,” This follows the existing . philosophy_
of the NASA patent waner regulatmns (title 14, pt. 1245, subpt. 1, Code of
Federal Regulations).’ .

The provisions of seetlon 3(b) (8). for fmfeltme of any rights where the con-
tractor was found to' have knowingly withheld. a prompt and full disclosure,
are indefinite and susceptlble of misconstruction.” 'The termns “prompt and
full” are subjective in the context used sihee. ideas- and 1nnovat10ns are in-
tangible and not readily identified 2 1o time of conception. ' Such time varies
dependmg upon whether the bare idea: or-the practical embodiment of- the idea
is reférred to for determination. Bimilarly, the requirement for -a full descrip::
tion miakes such requirement” dependent.‘on how- far the idea. has been carried: -
to-practical -embodiment.: It should :be- poted in this regard . that: the ferm:
“diselosure” hasg' been’ defined: in ‘section 2 .to cover a complete description, it :
beliig. understood - that: this ‘Ineansisuch deseription’ to- the extent .available: so.
that the contractor does not have £0 ‘go ‘out oh his own: to complete the deserip-:
tion;: “Accordingly; it is'urged that the referenee to “prompt and ful ” be deletedj
fromi‘tine 4 and from lines 12 and 13, Lo

JAS regards: tlie term “knowmgly,” thls should be clarlﬁed to cover: 1ntent--_‘
to aveid compliance “with contract reguirements..: In.tHe: performance.of any:
R. &: D! contract, the contractor must always make a.judgment. as to whether
an:invention i§ reportable.under the contract and-when he does so in good faith:
ot-an.-informed :hasis, he is: domg 830 knowingly. . JAccordingly, it.is: urged thati
line12 be'amended to insert’ and in bad faith” aftel Slnowingly?. ST :

+Rection: 3(b) (9)" would: be  more: properly rewritten as.:a separate sectmn
ih-the ‘bill:since it :would ‘be nnusnal: to require contract language. mterpretmm
the language of the:act: It is also urged.that:.the . languagebe. clarified: to
assert:a: positive. prohibition against depriving the owner of hackground. patenrt_ -
rights without compensation. The taking of such rights without Lompensatlon,

_ is considered to be inequitable and contrary to: ‘basic legalk principles.: : )

In section 4(a) (2), we-again direet your attention to the practmal 1mpo-.31b11—
ity to define or limit the apphcatwn -«of the provision. especially:.as-it.concerns
the term ‘‘public welfare.’’.. It would:be preferable to substitute for “welfare-or
safety!’ the phrase “safety or security and the inventions likely to result would.
be useful directly in such fields.” :

Since the final pardgraph of sectlon 4(a) in lines 18 to 22 mcluswe on- page
7 of the bill paraphrases section 1(a) (4) (ii) " of the Presidential memorandum
and statement of policy issued October 10, 1963, there appears to be ng reasomn
for omitting the additiomal provision of that policy.. This can readﬂy be'
achieved by the insertion of“the following in’line:-22 of the bill: "¢ B

“Greater rights may also be acquired by the contractor atter the 1nvent10n haq’
been identified, where the invention when made in the course of or under the:
contract is not:a primary: cbject :of the contract, provided -the:acqnisi'tion-qf such
greater rights is consistent with the intent of this section 4(a)-and i3 a neces-
sary incenive to call forth private risk capital and expense to bring the 1nvent10n
to the point of practical application.” .~ 1

~In section: 4(b), lines 7 through 11.onv page 8 Of the b111 the head of the execu:
tive agency mvolved is given the right to take title to any invention made even.
though the invention does not-come within the scope of whatever standards:for -
taking title have been.set up in: section. 4(a) upon a finding that “the public .
interest would suffer” if the contractor.got title. Such a proviso is totally with-
ottt reason- and. is considered to be entirely improper and unfair.. Under such
conditions, a potential’ contractor-would have.abgeolutely. no. hasis for hehevmg;
that he would under any:circumstances be entitled to ewnership of an invention
made under a contract. Personahtles and pohtlcs would have full 1e1gn undeli
such a legislative device: .

The. committeé recommends” that lines ¥ thlough 11 ‘OIL: page 8 in sectlon 4( h).
be deleted withoul substitution. This revision would -also require that the -
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1eference’ to: sectmn 4(b) 1n. iine i4 ‘on ‘pag‘e' 9 nnﬂei' ée‘étio‘n 5(5.) (1) shoﬁld" ‘lik'é;"
il L% y

: itent: appllcatlon :ﬁled by an agency hedd may be propeﬂv'
1dent1ﬁed 1t should- 3 ﬁled.m the name'of the 1nventor or mventors Tlns neces_—l

section T at’ 11ne 21, page
page 14, after “apphcatlon " : .

It'is further ‘recommended that'the Iast two sentences ine sectwn 8( a) begm—_
ning in line 23 on page 14 and all of _section 8(b) be deleted: in thelr entuetz,r
It has ever been thé philosophy of Government gince thé teport and ‘Fecommeén-
dations of the" Attmney General’ to ‘the Pregident By Atter -Gegeral Tom C.
Clark-in 1947 that the pubhe interest would bést be served by opemng Gov-,
ernment-owned inventions to the general’ pubhc and: that 1; nsing of such inven:
tiotis for a royalty is not only difficult and’ 11kely to’be'i eqmtable bnt would
necessitate detecting and proseeutmg 1nfr1ngers g :

To-the end that this bill ‘woalid’ eomply ‘with' the foregoing recommendatmns
of the Attorney General; sectioh 8(b) should be changed ‘by the ‘entire’ -deletion
of itg present text in hnes 3 to 11 on page 15 and substituting “Ever:,r citizen off
the United States shall have -4 Tree right to praetlce the: mventmn eovered by
any patént to' which the .8, Gover_nment acquires title:” : :

“Thémembers of the  AMA Patent ommlttee desn-'e’ o commend your efforts
in presenting the Bill, 8. 1809, and 1 :

Respeetfully subm‘tted 3

STATEMENT BY ANDEEW J. BIEMILLER, DIRROTOR, DEPARTMENT 0OF LEGISLATION,
Annnmnn_Fn ERATION OF L.ABOR AND CONGRESS OF INDUSTRIAL ORGANIZA ATIONS

Mr. Chalrman my name is Andrew J. Biemiller., I am dlrector of the Depart-
ment of Leo'lslatlon of the American Federation of Labor and:Congress-of :Thdus-
trial: Orgamzatlons +1: dippreciate -this- opportunity to set! forth- onr pomtmn on
legislation to clarify the patent policies of the UiS: Government, : =+ :

The basie principle.which,ig the-foundation of the - ARL-QIl coneern w1th the -
patent policies :of . the: Federal.Government . is, that all patents de eloped svith:
public funds should be in the public domain, : :

At present ‘this, general principle-is followed by most Federal agen, 1es
the major exceptlons of Department .of Defense. contracts :and.: Natmnal BT -
nantics, and- Space. Agency contracts;-any. patent -issued.on, inventions made by.
a; e_onl_ljactgr avith 4, Federal agency. ig-issued to: the, U.S.:
tractor. receives :a-nonexclugive;. royalty-free‘ license, and:th
for use by other firms through eross-licensing procedures e

.Federal Government expenditures in:research-and development have Tisen: over
the past 10 years from about $3 billion to.$15: billion.- . This; outlay ie not likely.to..
get any smaller in the foreseeable future and, indeed, is likely.to.rise. still
further. The Department of Defense is now spending R. & 1. money: atthe rate
.of ahout $7%billion a year, and NASA alone hand out some $4 billion to §5
billion a year in R, & Dafundsisi s : H :

The Federal Government spends at least two-th1rds of t e Nation’s BR. & D.
money, and about 60 percent of these public funds go to 10 giant prlvate corpora-
tions. . The U.8. Government has made an enormous investment. in research and
development in.defense and, nondefense actnntles :

Invention has become blg business.  The lonely mventor in Ins own prwate
workshop . is -the ex:ceptlon today Seventy percent of all, patents are issued to
corporations, -

Clearly there is a b1g pubhc Interest in the spendmg of pubhc- funde which brmg
profits and progress to private busmess Furthermore, there is a SeI‘lCﬂIS danger
that public funds will subsidize private monopoly.  This will gccur if the giant
eprporations hold exclugive patents on federally subsidized mventlons . We
oppose the use of publi¢ money to strengthen pnvate monopoly. - )

In 1947, Supreme Court Justice Tom Clark, then Attorney General of the Unlted
States. 1ssued B report contamlng thlS statement -on the issue before 'thls com-
mittee: - .

“When patentable 1nvent10ns are; made m the course o perfornnng a: Govem-'
ment financed eontract for 1esearch' and development the pubhc 1nterest re-'




left o the’ prlvate ownersh1p of the eontractor “Public control will ssure free
and .equal avallablhty of the mventmns to, Amencan mdustry and H

1arge corporatlons, will teild‘ 0. 1ncrease and | 1ver31ﬁ available research'
_ facﬂltles ‘Within the Umted States to the advantage of the. Govemment angd, of

take the same en}Ightéﬁed-wew of the publi ‘nterest n' patent pohcy : ‘
. We see.a I;aslc mconsmtency in-efforts, of gmnt corporatmns in support of
1l

1 .0f federally subsmlzed 1nvent10ns
.Privilege which most, do not grant to their,
TH employecl by such corporatmns do not

14 ederal agency
These corporatmns ‘are askmg for

We do not b ng to thig ubcommlttee detaﬂed expertlse
patent law and reg'ulatlon But we, ar
of

Long of Louisiang. Senator Long 5 b111 would accomphsh the obJeetwe weé seek
i dergl patent: 01 Y, ‘and we urge this subcommittee to approve S. 1899,
Mr. Chairman, I appremate this .opportunity to present the views of the

SENATE,
June=7; 1965:'.

‘Chairman, Subeommitice. on Patems Trademarks rmd Uopymghts, Oomm@ttee'

on the Judiciary, U.8.8 enate,fWashfmrton, DO,

DEAR JouN- I- undérstand that at your redent heanngs on patent practlces a
sta.tement wais ‘intioduced into the record 'of ‘the' subeommitiee Wwhich' dealt Wwith'
the pricing praetlees of the Ames Co., & submdlary of Mileg Laboratc-nes, Ine;; of
Bikhiart; Ind: *Tni thig statement the: Ames ‘Co:'had ‘been criticize for w:he pmce

harged ot & test kit developed to: test for phenylketonurla )
~7J found thatthere wereseveral errorg contained dn that statement When 1t Wy
ongmally made on’ the ﬂoor on J u,ne 3 1965 fand I made a’lstatement on’ the ﬂoor'
: h ; A y

¥ was'
made to the development of a blood test kit for phenylketonuna—know by some
of s Who ‘are less artl,culaté and k‘nowied eab 1.1 the fleld of medmal sclence

tardatwn and; when broadlsr aec‘pt s ;
“Tghaitld have prefaced hy remarks, when T referred to
Engwledzeable in fhe' field ‘of medidal | sciénce;
Officer, the Senpator from New York (L
1i

THig* test method wag édneeived’ by ‘Di. Robert Guthrle, of! Buffalo, \I Y 'In"
pelformlng the test a drop of the 1pfant’s blood is used to determme if the'c .11{:'{5
it t‘d‘mth‘PKU‘- ‘S[f ihdétected and v ' ;




"subsequent mental wetardation ;however; early defection and: rne(hcally supet-
viged dietary treatment prevent severe mental retardation in most. ‘phenylke-
‘tongric inta Such* ost procedures hold forth sprooiseof normal thappy
lives. ’ B8

! 'Phe Alines 'Co; undertook he ‘development of ithe! Guthrle/test
'marketed dtéchnically refined: product ; b ; Y

U Phe discusmon ‘on! the' ‘Senate: ﬂoor*Was bza.sed-E on certam ute; supphed by;the
'Pubhc Hedltli ‘Sefvicerand the Chlldren’s Bureau 0f thewfﬁ)epartment of Health
Fducation, and Welfare. Ther i
‘should be corrected for the recor

"of \dhles Laboratones, Ine : : :
“Our Ames Co, has been in? lved m PKU fresearch for nearly 10 year AAn
1058 it piongered ‘i developm tand: brmgmg tomarket:ainrine! test - to:-detect
this condition, ‘dhd-has i intervenihg yedrs very matetially-ircreased kriowlédge
and attention to this preventable mental disease throughout the world.: ~While
not an 1mportant ‘produpet? m’terms of ‘sdles ‘voliime; *this' fest-hag: performed a
-s1gn1ﬁeant rolein mefhcme smce, if used. routinely, it ¢ould’ lead to'theisubstan-
tlal improvemeént; perhaps eve fvrrtual i mmatmn, 0 PRU it one of: the! causes
. fof ‘mental retaidation; il i i
SUEE was becavise of Afinés? "r utatlou 1 - thls ﬁeld ‘that a»Dr.sRober Guthne
brought his test concept to us. This test is done on blood and,- althoughﬂmuch
more dlﬁicult and expensive to’ perform it may have thie adv’antage of: detectmg
' PKU a'few ‘days’ earher than’ ‘ean’ g urine “Kmyésagreed manufacture
‘and market a: fest: ] 'uthrle eoncept and beégan-to do soin the €4l of )

i
‘time was spent in: 1eﬁn1ng'th‘ test to' meet essentla standards of’ quality and
uniformity. Ten substantlal ‘teshnicar: alteratmn nd -1mprovements wereire-
‘quired ‘before in‘ out’ judgmment ‘the testeduld? be'sdid fo be: suﬂiclently treliable
Lor general uge. Moreover, a new productjon: faelhty ‘hdghéen built-and ‘eghipped
to- manu.facture the test properly ‘bécalge b specw.l requrrements mherent irthe _

ochuct: . After this, a1 intensive: ‘educational campaign’ was! necessary to get-the
néw prodidet brought tothe attentlou of: healthfauthonhes an intoelinical-use’;
this was a costly undertaking. | R e

(“Anies has never had any monopol, ]_JOSlthll in-the market; there aré sevéral
'competmg producty that we know 'ofit GEE jog even: approached recovery
:of its-investmient in making thigiproduet available,: +The new producb was; orig-
inally sealed from our estimates to be s6ld at a prlce,resultmg dnidd cents: per test.
’After some: 5 monthy ‘of: manufactunng and marketmg experlence,hthr' wad re-
sible:for every ‘ehild bori-in: the United: Statee each year 10 be tested thlS would
amount to about $850,000. Yet it has been estimated that early. detection and the
avoidance of institutiohal care would save the. taxpayers $20 millionwhen ‘spread -
overthe lifetime of the PKU: viétims Borr: euch yealk. « T}:us 1s qult apart f1 om he
hiuman:migery which wotuldbe prevented . !
~HTnsgummary swe beliéve: that youar: company -hag: acted in the bl by
developing, manufacturing; and;bringing: into:iise -reliable tests produced ntider
-the high:standards of i quality -requiréd for: guch rproduéts. :Actuglly)thisitest
‘baged -on ‘the Guthrie:coneéptiwis ‘made iavailablé largely-asg a’public:service,
without expectation of:signifieant’ profit; as: part of ourirespongibility as:d leddes,
iri:this field: of ‘medicine: :‘We believe-it:has madeia worthwhile :contribution. -
Much more could be said about the inaccurate inferences which have been drawn
-in: the press:in this: matter butrwe: beheve the above represent the responsﬂale and
-s1gmﬁeant facte o : : = ’
N

Eexplam ‘the position.éfiAmes.- : IO ; N HEE
- Tt has:beén. 1mp11e-d ithat; by reason ofithe: fact that Dr Guthme ﬁled_a patent
application.covering this test:method-and thereafter entered.into:a: liceinse agree-
mext with:-Ames, this action resulted:in. delaying:disclosure of the Guthrie-tesi
methed:: This is-clearly erroneous.ii:Dr; Githrie:had: discussed hisitestimethod
An:public:as edrly: ag July 1960 atia geientific meeting i London:iand:further
publication:in .8, medical journalsfollowed in 1961 - Thus Dy’ Guthriew-dnven-
‘tign . was not: concealed: and. swas; public knowledge ‘almost 2 years prmr to/the
-Aprll 1962 ﬁlmg ofa, patent apphcatron by Dr Guthrie,: and long prio¥:10":the




-June 1962 agreement w1t11 Ames Co for. the development and marketmg of the
bléod-test,:.
It has: been 1mphed that the Ames Co ;0L Dr Guthme sought to estabheh
rlghts in the Guthiie test method contrary to ‘the Government's rights. :
.. If this were the case, I.would be/highly alarmed, .: However, the facts are to. e
contrary At 21l times Ames Co. and Dr. Guthrie and his priv: ate -SDONEOTS . recog-
‘nized.that any agreement. was.subject to. the agsertion: of eontrolhng Government
rights. The June 1962-:agreement between, Ames, Co. and. Dr Guthrle Was ex-
pressly subject to the prior rights of the Government, '
1 have had an opportunity to read verbatim the, contraetual agreements One
clause specifically requires that Government laws are controlling and recogmzed
Moreover; the suggestion that Ames and Dr Guthne were acting mdependently
of the Government’s interest ignores the plain fact that—as recognized. in. the
provision thatthe agreement was subject'to the: assertlon of Government nghts—
the Surgeon General had the power to review:and approve any license agreement.
and to: nnpOSe such: eddltlonel comhtmns as he beheved necessary for: the public
‘interest.: Sliniod ; I
(At,thls pom hihs __Young of Ohm took the chalr as Presuihnm Ofﬁcel )
Mr. BAYH.. M .,,Presulent yesterday,we had a. rath er_lengthy nd, I felt
enhghtenmg debate on the .various aspects- of our pate 1aW,;especielrly.‘in‘the
field of medicine and ‘health. The Surgeon General has the.power of review and .
-approval-and: has used i _extenswely I-Ie nged. it to, deny the. apphcatlon m this
.partleular case, i : sl e
- r-:Although the terms or QODdlthIlS for a hcense were neyer ,resolved smce no
-11cense was: granted adv1sers to- the Smgeon General had ndicated. that. if any
licenge agreement wereapproved,. it would; be; limited to.a imum’ duratlon
‘of 2.7ea7s. and, would embody other spec;ﬁc hmltatwns or COlldltlonS

Ames has: never had an excluswe 1cen‘;e,_ ( _Dr Guthr1e has ass:gned hls
‘patent: application to.the G‘rovernment N : )
.Eyven. though Ames,reeei_ved:-no. exclusive rights. fo Ven a 1m1ted penod, it
has;continued to.serve,the: public, interest by. making available a.fully developed
blood tegt kit and has. by. extensive.informational efforts dlrected Lo .the - pro-
fessions emphasized the value of PKU testmg
":In.this connection, it.has also'been:suggested. that the blood ,test klt orlgmally
made by Dr. Guthrie: -had. already: been developed and: tried, and that further
.development :was unnecessary.. This.is not true That product was at-best an
experimental produet for field trml use only
- The product- marketed by Ames.Co. is not the same p1 oduct as produced for the
field trial.; ‘Ames-Co. has: spent $93; 000 in, research and development.on the prod-
uet, and:a number of: 51gn1ﬁeant changee were reqmred to be made in- order to-
- produce a marketable product. - L
.. While certainly-a- eoutnbutmn it must be reeognlzed that the test pmduet
-that was being produced by Dr. Guthrle for. field trial. was -being:- made. under
relatively rudimentary conditions in a rented -house and.with only limited facili-
ties available to him.  Dr.Guthrie contacted .the Ames Co..because he recognized
that.the product had to be.developed: and: brought out under the: direction. of a
‘modern:pharmaceutical company that had experience and broad skills.and: faeili-
ties available to it, since he knew that Ames Co: had experience:in just that:kind
of testing: Also, it: was-demonstrated at the tlme that thére were- defects in the
test..and that further development and reﬁnement of the produet wes ebsentlal
;before use by the public in general. -

. Products:to aid-in the: diagnosis of chsease requlre as h1g11 an order of -atsur-
ance as possible that the test results will be accurate. The danger lies;istudy -
shows; between false positives on the:one hand and false megatives on the other
hand. A false positive would cause undue apprehension; although the haby would
always be rechecked and the fact that it was'a false positi¥e would. be confirmed
with-no harm: dene. But.a false. negat1ve~1nd1cat1ng that the disease.was not
present—-could be tragic.. This iz particularly true in the case.of tests.for PKU
since, if undetécted and untreeted the result may and probably.will.be irremedi~
able: brain damage.. Thisis: 5o since corrective elinical: treatment ‘must be taken
as scon- after birth as Hossible, if the: désired: results are.to be obtained.

Asprivate company:cannot- distribute @ dlagnostw test produet for pubtlic: e
until all known defects. are removed and’there is an” essurance of reproduetlblhty




“'of resulta and accuraey of performance Thig'¢are must be aXercized not- only -
for réasons of’ 1ntegmty, but! algo-to: falfill: adherence to Government regulations
'and to minimizé exposure to civil labilitiesi” Ames CGos-devoted congiderable
résources and scientific téclinology: in’ order to devélop a-marketable produet::

.. Let mé specify the additionak steps taken by 'Ames to improve the product-to

'make it ‘marketable, to make it d-product: of: dintegrity and:reliability, and:to
show that'a great deal of effort was required from the time of ﬁnal testlng to the
time of selling it over the counter'to the public in general:
" First. The micro-organism B, subfilis ATOGC 6051 was changed to B. subtms
ATCC 6633 Tor better standardlzatlon This was necessary because ATCC 6632
was readily “available’ from reputable commereial sources while: ATCC 6051
was not. There were available exacting control standards for ATECC 66338 which
were not deﬁned for the ATCG 6051 stram of the B subtzlw used 1n the or Igmal
kit

Second. The heat dr1ed - gpore’ suepensmn in the 01-1g1na1 klt was changed toia
liquid suspension in'a gealed ampule! It was necessary- to malke- this' change: to
“kecure standardization and to have-a reliable: means of securing an exdct range
of viable spm es,- ThlS eould not be aecomphshed by the origmal method of heat
drymg : :

"The poembxhty of contammatmn strongly ex1sted in the orlgmal method as
spore vidls werée' open to ‘the atmosphere during the required:drying procedure.
The sealed ampule pronded mammum accuracy as to spore addmon to_the tebt
"medmm e
"o ophird. Sinee heaf: drying was" ehmlnated the total spore count per ampule Was
decreased. This refinement was based’ upot’ considerablé Ames regearch effort
to drrive: ‘At'a definite spore eount per ampule whleh would result m optlmum
By eadablllty of tHe fést;
© “Ioirth. ‘The glieoge’ conte wis, décreased from T to 0 5 pereent The reason
for ‘this change-—although it appears to be relatwely mmgmﬁcant——nevertheless
wa's'td improve the:stability of theé lend producet in terms of assunng maxnnum
_hfeqpan from'date of ngiitufacture'to date of nse. :

Fifthi Werric' chloride wasg ‘eliinated to plevent turbidlty in the ﬁnal dlS—-
solved mediim, - This- improvement again resulted in mcreased 1eadab111ty of the
test méditm; an ‘importantattribute of such test. -

Sixth. Sodinm ® suifite ‘a5 nged in the original kit was changed to rsodmm
'eulfate in' the: refinement “process to be in keeping with the growth medium de-
-seribed in the Demain study “Minimal Media for Quantltatwe Studies with ‘Baé-
‘eilhig Subiilis;” an-eéstablished reéference on. the subjéct to malke it uniform to
othier tests which are conducted throughout the eountry-on other products,

Seventh. The dehydrated medium produced at Amés ‘direction by an inde-
pendent Sotree was 4 definite: improvement over the original process. The orig-
inal method utilized a dry blend of ingredients which was found unsatisfactory
in that total dry’ing was diffieult to obtam and the method called for numerous
stages of mixing and: dispénsing.  This, in turn, required s’ ‘constant checking of
each mixture asit-was' completed.’ In changing to the dehydrated medium, Ames
was able to achleve definite uniformity of component ingredients, minimize con-
tamination exposure, increase stability, and meet commereial production require-
ments. This refinement also madeg; the test easxer to perform and lebsened the
pogsibility of error ‘by the user,” =

Righth: Ames’ refinement process eliminated the sepalate vaal of drled b-2-
thienylalanin used in the original kit, Ames incorporated the b-2-thienylalanin
directly into the  dehydrated medium, A décredse in confentration of B.-2-
thianaylalanin was found to be necessary to secure an optimum medium: These -
changes were pointed toward the good manufacturfing objective of securing
maximnum uniformity of essential ingrédients b¥: combining three of the original
comiponents into one debydrated powder and thereaffer mto one container as
opposed to three separate containers orlgmally ut111zed in the th Jt makes
‘the kit easier to use-and more reliable, " -

- Ninth: -‘An additional improvement was the utilization of five plastic trays and
covers in each of the Ames kits as opposed to.-but one:plastic tray and cover in
every fifth original kit. . Ames found it necessary to prowde 4 ‘one-time use tray.
The single tray and cover: per every fifth kit ag orlgmally devizged required using
the single tray- for repeated- testing, thus mcreaqmg contamination: exposure,
-I"V1dence of sueh contammatwn had been observed m the smgle tray method e
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1. Tenth, :In:addition to.the. reﬁnements set; fort.h ahove, conmderable time .and
.eﬂfort were expended-in developing guality: control procedures, and spem catmns
to:iinsure. that: ithe: product«as -manufactured in 1ud1v1dual atche nd. from
bateh: to batch would:be aecarate . and. efEectwe in_testin ew. of such
-gpecifications . and-procedures ;are—raw, materxal testmg, .moisture.. control of -
-test: medmm, 1dent1ﬁy contrel procedures, n:ucrobmlogleal assey on, B_‘ wbtms

:.Guthme product 13 an 1ntncate procese
Arabies, just born;, and i impoxtan hat .e go to the m:h degree to
-health and safety. : ; ‘
. All:of this. Work 011 .the 111h1b1t10n assay mvolved Substantml u y:esearch
personnel and considerable product development, including experimental many- -
facturing. . The, Ames quality. eontrol, methods. development. .group: worked. “ont-
.agsay procedures.for. phenyflelenm1 B~2 thlenylalamn and. medium components,
-thig-has been. expressly ‘commented. npon in item: 10, above The, microbiology
.gection and. the bmstatmtmal Section. of . Ames quahty control developed an
evaluation method for kit performance which resulted in a consistent.: pro-
.cedure. for: detexmination of;.acceptability of; the. finished, kit:.. This. teehno-
logical aecomphehment IFAs, 0nce, agaiu dd ion to the. other quahty control
procedurés set-forth in jtem 10 above . »
The above summary refutes a charge that no further development Was neces-
:sary to( market. the -product. commerem!ly This-, _development efﬁort requn'ed

IR . o
oM Presxdent there bas, been 2 censuierable amount oﬁ dlscussmn in. com—
mittee and om the floor of the Semate dunng the past several month bout
.some- unfortunate. practices indulged in. by certain, drug, eompames I.do.not
condone them. . I.do not,condone: the, chargmg of exorbltant .priced...Ames Co.
has. been aceused -of chargmg an. .exorbitant’ pnce for the product that it
developed from the Guihrie test, method .and it hag,. been. stated. that. such ‘
.product. could. be prodnced -for. $6, including all, coste, for.a. kit.containing-500
.tests. At the $6 figure,.the cost; per. test would. be. 12 cents per, test... Dr

Guthrie had been working under, Federal .grants, ior geveral, years. durmg the
.development of his blood fest- method ‘He had .receiyved. Public Health Bervice
,000, and _had Teceived addltlonal outsuie pnvate

.support. of more than $2
. support of about $100 000, ;

. : -
a broad seale. program | of ﬁeld trlal of tl:ue blood test method Dunng thm
__pro,]ect 3570, 20’{ was spent. by the Ghlldrens Burea,-u--- ;

,aerossathe, eountry.... A b £

:Eollowmg ‘

hild; fn,s Bweau gmms T Atigle .V, ot 1 Soctal
ot): for Gﬂthme PKU;J 0ject; ﬁscal years 1962—64 ;

’ Specml pl‘OJeCt grant
Staff____

E':‘ TOfBl
_Cost of PKU ﬁeld t

‘I‘ota-l_ -

1.::/Thig table: shows ‘the; errors:in-the:statigtics- of: the «Children’s
:to . what: the  product cost: o make call partlcula attentmn to the cost of
'_the test kit materialsof $61,467.- i i ET

‘Althoungh: in . several, mstances the I‘ederal agencues suggest that ‘the cost
,per test: of . the. :Guthrie it was:1.2. cents: per:test; this: is clearly -erromneous.
The. budget supplicd by: the: Children’s: Bureau: mdlcates that' the:actual: cost

_ of the test kit matermls alone was 9.2 cents per test based on the number of
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blood "snd rine tests—-665 D02 -detually” perfolmed ‘duringi-the -program.:: It
should be noted that thls is" fok - matenals cost> onlyand; -does not melude
‘ andsdistribution’ i sinee: it- ascribes

) 'the LGh'ldrens Bu ean

!
 budge B ' SRS i L .
.. Only the eost of the test material is mcluded, and-even: §0: the cost Was several

timés the aThomit’ofthe reliable cost. :
It iz impossible to determme what the actual cost per test was durmg the
Children’s ‘Butean “progrant ‘However, it ean-be: conclugively. proven-that the
" per test cost was more than 9:2centsiand not the1:2 cents per test as m(hcated
in the agency statements. .., )
But regardless of 'what' the posts’ may g may not e for &' govemmental-
agency engaged in manufacturing diagnostic, products, Ihe pertment question
is what are the costs—and resulting’ pnce—-—of a’ reputable, ex-per nc‘d ‘Privite
compaiy that must assume all legal responsibility for and- sta ehmd its
products. ” Further, "it is “impractical to-compare the cost { i
origingl fleld trial test umit with tbat of the Ames product:”
gimilg¥ to eomparing a model T Ford to a 1965 Lincoln. Although both are
for the sdme function, the model T is chviously a PidientaTy form of trans-
portatmn and the Lincoln is 4 very sophmtmated hlghly refined product
Tt s 1mportant that m1sconcept10ns concerning - the price of the Aniés product
be corrected. It is suggested in certain memorandums by the Children’s. Bureau
that the marketed prrce of the Ames Co. £0r the- Guthne ‘et kit was $262 50
est.

DI . '

I do, not Eknow where this 1nformat10n wag obtamed 11: iz wrong, It is
erroneous It i falde;” In faet, the test kit Has been’ produeed only in units
of 325 since the’ meept;en of its: marketmg by therAmés CGoi The price-per
test ‘of the Amies kif was’ 42" cents per test from’ Névember 1963 until Aprﬂ"
1964... At that time the pricg was cut to 21 cents per test.

The miscoheeptions cohcerning Ames selling price 1mp1y
‘profit. This also is wrong.
In this connectmn I ask unanlmous consent to have” prnited

: “I‘rom T oseph H, Ho i
“SubJect Ames PKU blood test it s P i
. “In accordance with your request I have recewed our-, sales and eost records
s in regard to subject prodnet:
“In my opinion, the accompanying statement of unrecovered costs at April 30, '
1965, on. Ames PEU blood test:kits-pregents fairly.the: data shown therein., . 7
“'I‘he unrecovered cost to date of $181,828 does not include the cost: Qf ;
%50,000 for: the film, ‘PR Mental : Deficiency..Can. Be ‘Prevented; nor. does: it
inelude an. allocation: for;corporate: overhead; expense;: such: as executive,. legal :
) ﬁnaneml o admlmstratwe These 1tems have been exeluded because it-is. felt
'they may. be controvermal : iss 1 B
. “The records. ghow .that our eurrent selhng prme for the. Ames PKU blood ; test
kit is'20.8 cents per test and that: our directsproduction and distribution,costs are:
6.6 cents. .per test.., . However, affer-making allowance for: continuing. marketing,
research, and. d1v1510na1 administrative expenses, I estimate our total operating:
costat,17.4. eeuts per. tesi: This: leaves an: operatmg margmrof apprommately
34 eents per test. i : “ i
#If Ames ix.able .‘to;sell tests: or 20 percentkof 'the total .:potentml: market
of 4-million habies, -tlus Would produce annual operating margm of some $27 000,
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At this rate; asswmingno: further reduetlongn,prlces ifawill talm about 5 ye‘u‘s to,
recover those costs yetunrecovered at April:30, 1965.. -

L Prior to April- 1964 our-selling: price was 41:7 cents per.| test However at th,at‘.
tnne our production -anddistribution costs-alone were:15.1 cents,per test.. This.
higher cost was due to heavy quahty control charges and other mcreased expensea ;
attributableto the: lea,rmng period. ;. i G i f il

e Dlstrlbutm
';Adverusmg- i
'Sellmg P

Cost of research and development commencmg i
Cost of spec1a1 equ1pment and facilities.

'I‘otal unreeovered costs at Apr 30 1989____"'

1Represents dlw.sum expenses hasica,lly allocated ag 2 percentage: to net sales. 'N i,
%mounte are mcluded for rpmate admmistratwe overhead expenses of Miles, Lnboratoues, .
GRS N

o R o, May 96, 1965,
“Fhe BoakDb oF DIRECTORS, o e
“Miles. Labmatomes, Ino, e
“_Flichart Ind, L e ) : i .
“Drak SIRs: We bave e‘cammed the conmhdated financidl statementc. of M]les :
Laboratones, Ine,, and its subsidiaried for the years ended December 31, 1962,
1963, and 1964, and have, pre‘nously expressed, our opinion thereon undex dates-
of February 11, 1963 February 17, 1964, and February 19, 1965, .Our examina-,
tiong were made in accordance wtih generally accepted anditing standards and |,
acgordingly included such tests of the accounting records ahd such other aud1t
.ing proeedures as we considered necessary in the circumstances. Lo .
“As a supplement to the foregoing examinartions, we have etammed the state- :
ment of unrecovered costs at April 30, 1965, on Ames PKU blood test kits and.
. made such- additionnl tests of the pertinent accounting records and performed
such other auchtlng procedm ex.a8 we considered necessary in the circumstances.
In our opinion, the accompanying statemnent of unrecovered: costs-at Apeil 30
1960, on Ames PEKU blood test klts present.s fau-ly the data shown therem :

“Yours very truly, el : : ;

“PMCE _ATERHOUSE Co e

Mr BAYH; It w1ll be seen that the publlc accountmg ﬁrm report supports the"
analysis, 0w RN
HThis: memorandum mdlcates that the total operatmg eosts are’ 174 cents ‘per
test;leaving-a: margin: -0f approximately 3.4 cents per test:- ‘Against this the ‘Ames:
Covig tiying to.vecover costs which to ‘April 80, 1965, were:yet unrecovered in-
the amount. of $181,823. The unrecovered costs were- la,rgely involved.:in' the’

reésearch ‘and the development of: the: produaet :and acquiring speclal equ1pme11t~ :

" and. faeilities required ‘for theé: manufacture of these: test kits.

“Phere. is a. very small: potential market for the: produet -one’in which there i

ig:little .volume and:very.little hope of profitability. - Further; in: the ‘highly

scientifically - oriented:pharmacentical:industry there is also the problem of ‘prod-
uet obsolescence becduse of new research and technical achievement, - Research“
is now bemg conducted by other ccrmpames in thls very area of mechcme

i
{
¢
i
!
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_On\e»pr_o_d_uct 1e'be1ng te_sted nov_v»‘ which; _11’ 1t prm_fes tp? pe? euceessful*’=could

he igedd It isdiffiealt, theﬂ to insure: tecovery of the unrecovered costerto date
I do not-believe that the: present costviw providing: an uncomscionable profit. i -

In keeping with its responsmlhty, Ames Coyjthas uhdertaken anextensive: pro—
gram of education concerning this form of mental retardation, and the use of
its product for the detection of this vondition. Such costs are a part of busi-
hess operations and must be assigned to the products involved, These costs in-
clude. such ‘i ag edlcal hterature, informative. mallmgs and scientific ex-
hibits. " In'this particular case ‘Ames Co., is not asszgmng to thlS product certam
other educational costs which counld ttributed toit. -7~

An example of the latter is the sound’ motion’ plcture entltled “PKU%Mental
Deficiency Oan Be Prevented:’” “Atfies underwrote’ the productlon of [tHisfilm,
wlitch -was producéd under the direction of and narrated by Harry A. Walsman,
PLD., M.D;, professor: of pediatries,-University off Wisconsin:Medieal: School...
Fifty prmts of this film: have beerimade for Ames!:film 1library. - /There:are an
average of 65 to 70 showings per month, and it is estimated that: the: il « has:.
beéfiiviewed by weéll over 100,000 persons + The film:i8 shown t0 medieal; nursing,
afid meédical technician studentss hospital.medieal and nubsing staffs; medical; .
nursing, and medical technician soc:etv meetings; and even:to.college and high-
school ¥eience: students.: Several--State public: heaith agenc1es have purchased
prints-of thefilm—at ¢cost of the: ‘print=-for their filmlibraries:: :

" I had the good fortune to:&ee-the:film. T ‘believe that: most Senators would
recogiiize thé importance of striking out:as. forcefully:as We:can: in:every.way
" posgible to prevent meéntal illness and mental retardation. :If:it weére; possmle,
we should offer 'to Ames ‘s type of “Bhmy". sward for the ﬁne productlon and
the ‘public gervice that is being rendered by the-film;! ;

In summary, an’anglysis. of the.expensesifor the Ames blood test kit W111 show
that the price 18 in keeping with good business practices and well W‘lthln reason. -
The product ig being méarketed by:Ames Co.,y at a reasonable prlce

S Onir ’V‘ltlon is:becoming. increasingly aware of the-serious effects of mental
illness, " Millions: 6f-idollary are spent:annvally in adeffort to: cure those.who-
are afflicted. In fact, this” Congress: has recently:embarked:upon .a- program:
which' will result in mvestlng significantly - higher: proportmns of our natwnal
resources into euring and caring for those who are mentallxr i, FER

“Fortimately for our:country, men-and -Women of: science. and medlclne in both
mdustlv and academic life have recognized the need to do baftle againstimen- -
talilinéss long before the. maJorlty of us in' the: Hallg ‘'of ‘Government.:: Becguse
of their leadership, 51gn1ﬁcant ‘technological -acecomplishments: have: been: made
not ounly ‘to- treat mental 111ness afte1 1t has been dlaf’nosed but to prevent the
very occurrence of the disease. i

‘Df. Robert Guthrie hag been one: of the academlc contrlbutors He has con- i
ceived a test which will help make it possible to save several hundred American-:
babies, boys and: girls, and’ eventually ‘men and-women,. frém heing: afflicted-with
mental retardation each’year. How muchiwiser it:is'to'detoté resources to try
to prevent an illness from occurring thah to be:faced: with the altematlve of
.spendmv ‘many times:this amount’of: Tunds and effort for treatment, :

"Ames Co. industrial scientists had-developed a urine:test to:détect PKU before
the developitient of the ‘Guthtie hlood’ test. -Ames Urine test, although. it may
have the dlsadvantage O deteetmg PRU a few-days laterthan the Guthrie blood
test;, cortinues to bé tsed and’'hias niade a‘continuing sxg-mficant ‘contribution’ to
medical selence, Because of the effort devoted to the cause of ental retarda-
tion prevention by Ameés Co:, many ‘young' Americans are whole and happy-in-
stead’ of ‘facing a lite‘Tong' tragedy of rétardation. I, :fof one, think ‘that Dr.
(xuthme and Ames Co. should be complithented for the effort they: have madeéefor
the developnient of effective blood tests'dgaingt PKU and for the affort Ames (ol
has made to. make thls product leadlly avallable 1:0 members of the medlc-al pro- :
fessmn :

We'in the Clongress and in- the Stdte leglslatures. recogmze our reSpOnSlblhty to
enact programs whichi'devote more of our resotices to.an attack Agaitist - the
dreaded mental diseases which ‘are fampant- throughout ‘the’ country But I b
lieve that we must also, recognize that mental illness can beé'arrésted only with
the full coopera.tlon of g*overnment ‘industry, scientists, and educatlonal msmtu-
. tioms.: - e :
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:I:make that:staterment on the floor of the;Senate and take:the fime of. Senators
only beeause T:-believeit iy important.that;when we:make. accusations which tend.
to imake: such’. cooperative ventures. between mechcme, government and. educa-
tiondl : institutions: less:thanidesirable; we- are;in .fact not; serying ;the DUrpose:
which ' we:all: Feally. wish:to: serve; namely-rapid-elimination.of mental 111ness
Wherever itmay appear and:in whatever_form it may appear

of mtroductlon'of B 1809 a b111 to estabhsh &: umiiorm natbional: pohcy concernmg o
property: riglhts and: 1nvent10ns,; to (communleate eomments and any prop-osed_
amendments to the b111- TR i

i

L the bnsm ques-'
of umni: ‘

Government pa‘tent»pohcy i ; i
HPhei following clanfymg ea.mendment are;: po; ,
the comments appended Phege! amendments do. not; affect the demgn of the b111
nor ‘do-they result in changes inthe underlying policies; .. o i
: Page 3,/ section 3{b) _(1) lirie-24,: change ‘the: prompt and full d closnre t0;
“au iprompt disclosure”, .- i g
H@omment --This. conforms the use of the' erm
QUIREMENTgE with ity definition in:gection-2(£). - pieal Pl
‘Pédge 4;section 3{b)(8);line 13, aiber."licenseb ingert 'shall inely. y
to:grant : subhcenses of ithe same scope -toithe extent the ontracton Was legs.].ly;
obligated to do so at the tire:the contractwas awarded and? &
VComment,—Phis will’ avoid placing the contracton.in:a: Pos mn :)f 1nconS1stent
contractual obligations:’:-The inserted:language: has been: adopted Lromr NASA's;
waiver regulations where!it-has been employed since 1962, :
! fection 3(b) (3} Hne 15, atter “part” 1nsert pericd, strike * nd” and 1nsert-_
“Such license and right” i ;
@ oinment. —Th1s is: an>ed_1t0r1a1a modlﬁeatlon neeess1tated by
amendment T D
- Page: B, sectlon 3(b) (5Y; 7y I subSectlon (a.) after “has not* in
threenyears after a-United. States patent issues.on such mventlon” T
- Comment—It would-seeny that.a .eontractor. should: have. a reasonable :
within which to demonstrate efforts to bring the invention to the point.of practlcal.. :
application.: The 3 year penod is: the same;as. that employed the Pres1dent1al )
memora.ndum i 5

he next prevmun

dential memorandum, A compulsory license; would ‘app'ear unnecessa'i'y if
1nventlon igalready available either rOyalty-free T, O, Peagonable te1ms
Page 5 sectxon 3(b) (6) line 18, after. “may” mser 5 in

O'tymment —See comment above w1th'respect 10, amendment to sectmn 3 (b”(l) y
< Page:15, section. S(b) line 6, after. “granted” {second ser ence)‘, ganeél “under”
; : 3 by =6 :

adoptmn over. the other
i Very truly yours
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i S He weipesng el NEW HAVEN, QONNG-May . 26, 1965
MGGLFLLAN Co Tl
Senate Omce Bm,ldd/ng- -

8.-1899,-and 8. 789. s PR ‘ Bt : ‘

Upon careful review: of these lbllls W()uld‘say“'thaf~ithe' -'Si 899a proach of
Senator Longds neither: practlcable nor geceptable:’ It misinterprets ‘the purpose
of:the ‘President's: statement - ont patent ipolicy’ and: iereates’ a- gitiation which is
notiin ‘the begt-interests:ofi the publit orthe: contractorss Tn-contrast to Senator
Long's: bill; -Senator:Saltonstall’s : bill ‘includes various’ and suhdry matters, 1.8}
inventive-contributions: and:awards-therefor; amendinent to 28 U.8.C; “gectiont
1498, iéte; T these respects it- requlres‘some Teflection ‘and- perhaps: some’ it~
vestigation by the Presidential Commission in order to develop suﬁiment- £
D’.l&"f:lOD. agto thenécessity fof makmg guch changeés: ‘ : ' ’

» Thisg’ lleaves, for ‘the ' most part,’ ‘your own’ bill; si; 8. L1809, ag! the lb 1'which
should ‘be given éaréful and most serious: considerdtion by ‘the’ Gongress ‘at: this
timeé} o However, this: bill "does: requires ab least somie ninor ‘¢hanges, prnnanly
centering-about the 1mp1ementatmn of the: Vernment patent ‘policy; 'so asg'to
fulby'develop the beneﬁts "dto ithe puthc' Siresult: (Of - the ‘vesting: of the tltIe
i the -Govérnment.- idi iG :
suggest the following’ amendmeints - to*
amendments would strengthen the bill.

:iPafe:b; section 3(b) (6} amend té read ag follows :

2 H(8): pronde in the’ event ithe: ‘principal or exeludl “jwany invention
areracquired by thé ‘head -of the: agehcy, on' behalf of the Tnited States, and:
stch ageney head:does not: ac'tually file o peatent appllcatmn inforder to 'secure”
aipatenitin:the United Siates or'in: any: foreigh' country’ tefore 4’ predetermined
time; ssaid"predeétermined : time mot: ‘being” greater ‘than ‘nine’ moithg' from the
date of disclosure of: the invention to'the agency and any ‘event not less' than:
three mohths before:the !statutmy 'bar: date, - appropmate “eanstwhereby the
prihcipal:vights:in: the mventlon will-aiitomatically’ revest! m‘fthe ‘contrdetor” i
eithier -(a): notice’is notigiven ‘by:the agenty head to the” Gontraetor ‘that &*
patent appheatmn has getually been filed within the above-mentloned ‘predes
terminied timeé;or / (bY ‘the agency head notifies the contractor-that he doeg not
elect to'file a patent apphcatlon in the United States ‘or in'aAny foreign’ countries .
beforé the: predetermined: timé éntioned abeve sibject? to the 1'1ghts reserved

be11ev theee_

tothe United:States in subsec*tmn (1) (2) of th1s sectlon Had

- Page: 15 ‘pection S(a) ;

“Wlth” deléte: “or Witho ! s P gl

“Page 15, séetion S(a),:- line 11, after’ “the Umted States” add each agency is’
required: 'to ingtitute appropriate jud1cia1 prc»ceedmgs o enforée the” pnnelpal
ownership rights of the United’ States i order 't6 ‘preveit others from usmg
1ts ‘patents Wlthout jhe payment of -approprists - ‘Toyaliies.”” :

- Tmsparticular, T propose that section 3(b) (6} be amended to provlde tha,t it
the' Government ‘takes fitle to-aniinvention ahd does not’actually file a patent’
application within a predetermined - time limit;’ the cohtractor theén be granted-
the right to regam the: title and be permitted to'file g patent application, subject,
natutally, to' ‘the rights ‘reservedto’ the United States i section (b} (2y of!
section: 3, 5o’ ‘that: protection will* not’ be -lost’ to hoth ‘the- contractor ‘and “the’
ugs Government CAsisedtiont3 (B) (6) 1s_eurrently ‘written, there ars’no pro-:
visions which malke it necessary for the Government to actually file a patent
application (assuming the invention is patentable) unless it so desires. If
the Government does not file a patent application, then the contractor is not
getting what he is supposed to gét under section (b} (3) (fhat is, an irrevocable

54-400-—65—pt, 2—18
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none\duswe royaliy-free.: hcense fcu the praetlce of the mventlon th.r ughout_
the world). =
If the Government does not ﬁle and the eontiactor eannot ﬁle heeause he;
does not have title, it is conceivable that someone, at a later tithé, could file-an’"
application covering the same:invention: and.thereby prevent -either the Gov-
ernment: or. the: contractor om.: using:the invention. .Additienally; .there. is no:
111st1ﬁcat1011 for allowmg the Government; to permit inventions.tobe kept: secret.
or become abandoned or disregarded due to (1) a statutory bar because:they:
have not, tlled in. time, . {2) .the administration: feeling that they have:not.suffi-
clent, funds to, ‘file patent. apphcatmns, or: (3). the administration mof: desmng to.
file .patent. applleatmns on-selected mventlons, unless the contractor: is. glven an:
opportunity to at least attempt to protect the invention. -.In:-substance, in:the:
present clause. (6) .of gection :3.(b), .you have attempted to: -acecomplisi this pur-
pose with regard to. forelg'n rights,  It-is.believed. it should ‘he extended to the:
rights in the United; tates 80 that protectwn =14 i
general, . : Pl
With further regard to the present blll-,. sectlon (6) 1f the Umted Sta.tes did:
not .file an application and the contractor. could-not file-an application, foreign
competltwn could enter:into ‘the,U.8, market even, though: the-U.8. Government.
was the.first to own the subject. invention and; could have filed a. patent applicar:
tion. This 18, an_ additional basis. for,my. .belief..that:the- contractor shonld:be. .
given the chanee to file im; the event. the Government does.not.file a patent: appll—;-
cation in-the United; States Accmdmgly, amendment .of section 3 (b)(6).a
enggested, should he . conmdeled in. o1de1 to.fully. pmtect ‘the: Government the, :
contractor, and the public of the United States.: .
Addmonally, I propose - that -section:4{b): be:. amended to plzuce Aa tlme hmlt
on. the retaking of. greater. rights.than. a nonexcluslve license where the admin-
istrator or agency head believes that pubhc interests .would .suffer: as a..result:
of the contractor retammg_ the principal exclugive rights in the invention. . It is
unjust to.retake.title,from the contractor,after he has;filed a patent;application:
and invested capital fm & perlod of years. to exploit - the invention. . - Further, if.
this. peeurs, contractors Wlll be deterred from making capital. 1nvestments il -
the rights are firmly' establlshed . By, placing 3. limitation, such as.6: 1nonths, ;
definiteness would prev: 1. and. .the contractor .conld-then:. make this -plans.for:
exploitation. of any.. and;all 1nvent10ns on Whlch he has, 1n1t1ally, m01e than
A nonexclusive license, =
‘With further regard.to sectlon 4:(b) I propose that .in. alI =fa11ness, it ther
contractor initially.iiles a, patent application, he. should be. reimbursed .for - the
costs.of filing and. prosecutmg it in. the Patent .Office, if. the ageney head deter-:
mines that the U.8. Government. shall take greaterthan a nonexclusive licensge.:
Inasmuch ag the contractors are.not. paid for filing patent applications, it woeuld
seem Tair that if they expend their own funds they should be reasonably:com-:
- pensated in. the event.that such: patent rights are then:retalen-by the, Goyern-
ment. after; the. Government has, initially, permitted.the contractor to take the:
principal nghts. This’ would- be..in line; with ; the. constitutional- requuement
that property should not be ta.ken without due compensatmn oy :
Also,. I believe, ‘that: eectmn 8(b) should be amended so. that: the agency head
cammot grant any license without the payment of royalties..: The major conten--
tion. of fhe individuals supperting.the Government’s. takmg title ;of inventions
is thet the eontlactors have been.given: title to p10pe1ty belonging. to the: public,.
in other words, it.fs: 4. giveawny prograu. 1t seems to me that if we:.permit-a.
license te be granted.on .a mvalty-free basis that, thls, again, :1s:just: another:
type .of giveaway. program. .If the Government is; going to become-the owner
of .4 patent,.it. should act as.an owner..-Patent.owners: do.not: glve loyalty-free,
licenses, unless they are given somethmg in. 1eturn L L
_Asg an adjuact. to this,.I propose that section.8. (a) be emelnded to requu-e the_:
Govemment ‘and/or the agency head. to- mstltunte appropriate judicial proceedings:
to, enforte the prmmpal ownership rights: of. the United States.in.order to prevent.
others. from usmo' its; patents w1th0ut payment of appropmate 10ya1t1es This:
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should be m,ade.m‘_a,nda't_ory:,to prevent:a giveaway program from ensuing. Unless
this provigion is inserted, no one will take a royalty-paying Hcense with respect
to Goyvernment.patent rights. Without a policeman to enforce a- patent, there
is no justification for one paying the Government for the privilege of:ging it..
It should be the duty of the Government, as the owner, to. see that faic.and.just:
royalties are,paid so that users of the patent are. treated.on the samebasgis. 2.7 5
Tn eoncligion, if the UM, Government deS1res o become the owner.of patent
rights, it should be required to.function as an owner and, in essence, that requires
it to file patent apphcatl(ms and to collect royalt1es flom others usmg its patent
rights. Further, it should actwely enforce its patent 11ghts so.that no one fireg-
luads on'“the -Government’ and on, .other licensees who have Tisked ‘their capital
in exploiting the invention. Wlthout these provisions, the Gaovernment system
of title 'll be nothing mere than an p11: mto whlch everythmg ent:ers_
) and noth g comes out. . . )
It ig hoped that you w111 giv e these r:ommente cons1derat10n durmg the, hea1-1ngs

ReS;lSOB ) SRR

Senator JoEN L MOCIEILAN " SR O " :
Clhuirntan, ‘Subcommittee on Patems deemerks tmd Oapymghts,
Scfn,a,te Judtemry Oomrmttee Washmgtm, D, C' s

DEAn SENATOR \IOGLELLAN After writmg o you-the enclosed letter of Auguet':
24, T'ledrned of your, understandlng attitude durlng hearings last week. Through-
out the hearings, I have been partleularly linpressed. with..your desire to, get the
essential facts relatmg to the development of eompounds made under Government-- .
_sponsorship. o

‘The statements of Dr. James ‘A Shannon partlcularlv stluck at. the heart of .
the problem, and Mr, Walter A, Munns offered .a. -reasonable solution to the
problem. However, I wxsh to.add that the pmnmples suggested by Mr. Munn
should .be worded in sueh. a.-way. that mdustry will Enow .in. advanCe of- testing
and development exactly what its rlghts will.be, Othe se, no, agreements wm,
bé reached, ., ;

Sinee the' S'prmg of 1962 thousands of compeunds have remamed on the sliel ves'
for lack of proper biological. testing, . Until a law.is enacted, the arbitrary
lestmctlons still in effect will continue to gerve as a. roadblock -

In the spirit of the final hearings, why can not Dr. Shannon's and other healﬂh ’
offices of the Government be dirécted by the White House to disregard present
patent restrictions and to use its discretion .in::the .matter of disposition eof
patentable inventions untll leg-lslatmn has been passed" Otherwise, time, money, .
scientific advances, new - drugs and lives. are needlessly being lost because ‘of &
fear that the: pharmaceutlcal Industry will take advantage of the publlc

T.am pléaged also that the hearing record will remain open until Angust 31 to.
permlt inclusion of addi onal statements -1 hope the enclosed matenals will rbe.,

inchuded. T e : o
Reepeetfully ‘Fours

: JosnPH H BURCKHALTI.‘.R
Professm Pharimaceutical. Chem
APast Ohawmen, D%wwn of Med@cmal Chemlst?‘y America
Soc@ety) . .

< Hnclosures.




v . HOVERAMBRT PATENT - POLICY

CTHE NIVEBSITY oF MIOHIGAN,

Am@ ﬁrbor, Angust 24 965

Sefiator Toun L MGGLELLAN, ; "
Chatir-many ‘Siubcomiinitiee ‘on- Petems, Trad
B gy C{ommutee, Washington,'D.

T DEAR SENATOR MGCLEI.LAN P ease let me introdn _myself B am profelssor,
of‘ pharmaceu cdl’ chennstry, the Umversn;y of M1ch1gan, Ann Arbor, Mich, .. L.
was born in Columbla, 8.0, in 1912, the son of Bdward Burckhalter .of -Aiken.
Oounty, 8.C., and of Ehzabeth Stram, of Fort Smlth ‘Atle, T have spent 5 yean,}
in the pharmaceutlcal mdustry and 18 years. in umvermty teaching,. ., Durmg
the past 0 'years, I have been'a consultant to the National Institutes. of Health,
Last year I wag chairman of the Divigion of Medicinal. Chemlstry of the, Ameri-’
can Chemical” Soclety Tn 1962, 1 became the first” reclplent of the Research
Achievement Award in Medlcmal ‘Chemistry, a %1, 000, pri _sponsored by . the
American Pharmaceutical Association Foundation. I have directed. the research
and studies of 28 Ph. D. recipients and 24 post doctoral associates. “I am the
inventor of ‘drugs for malarla and amebiasis, and important fluorescent antibody.
labeling agents used for the rapid diagnosis of infectious disease. :

Pleage excuge,the rather immodest statement; I wish you to know how deeply
I arn involved, with research in new drugs and, therefore, with Senate bill 8. 1809.

P‘resent patent regulatlons of the Public Health Service have prevented my
students and me from having proper biological testing of the products produced:
under governmental support. If is ironical that the people through its Congress
and President specify that research Ieadmg tonew. «d.rugs be earried out, yet regu-,
lations instituted cver 3 years ago, ha've stynned ‘those, eﬂiorts and, frustrated‘
those of us who are caught in the middle, Thus, the taxpayers money, is being
poured down a rathole, in ‘eéffect.: Bnght; energetlc stu ents especmlly Wonder
What i&'wrong when ‘our Government works'at such eross parposes.

It has been-estimated’that fesearch” 1epresentmg 1ess than 1 percent of the'
funds: appropriatéd by Cohgréss for NIH-spohsorad vesearch has any’ chance of .
leading to new drugs. To realize the great difficulty of finding new’ drugs, the"
total® research’ ‘effort’ of “the ph rmaceutmal Avdustry at'a cost o ‘nearfy $30(}
mﬂhon per year has produced only ong ‘or- two truly, nove1 dmgs ‘each ‘year.
“hew drig g slight under the" mosgt faverable’
cucumstances Present governmental patent réguldtions and those’ suggestedj
by:Senate bills"which would make an 'exception of health-supported’ régeareh willl
greafly reduce, if not prevent entu'ely, the ik hhood of .he medlcmes from'
Giovernment support. ; . '

‘P¢ ‘go to the other extremie of no control; would it Tiot be better to have the .
relatively small outlay ‘of ‘money by Government go fredly to the universities, if
it’ eans assuring developmen of ‘movel drugs and reestabhshlng lmportant
collabomtlon hetween universi ‘and indagtry? 0

“The' Government ‘entrusts UHIVBI‘SItlES to choose quahﬁed faculty and research
agsoeciites to carry out ‘research) i It shonld: rely equally tpoh- the universities in-
regard o the development olf patentable inventions:’' The only &ontrols by Gov-
ernment ‘should be-thoseé réquiring reports of patent apphcatmns and’ of -develop-
ment; of'‘the- 1nventmns toinake’ certdin that new” “stibstandes” receive: proper
bidlogieal evaluatich: -Th case of ‘improper developiént, march-in’ rights could’
be exerted, which would be in the interest of the researchers, the nmversuty, ‘and:
the publie. Also, present or future antitrust laws, rather’ than’ legislation re-
stricting instedd ‘of encouragmg deveiopment of new drugs, seem o me to be the
proper course' for' ‘any ‘abuseés by industry.-

1 ami-deeply disturbed: by 'the' 1nh1b1tory ‘Sffact of present patent regulatlons
and by proposed bills which make an exception of health research: T presume
to stggest and hope that 8. 1809 will make the following provmmne relatmg to
Government-gupported research,

1. Patent regulations relating to research in the health sciences will follow
essentially the same principles as those in other fields.

2, Disposal of patentable inventions should rest primarily with the grantee
and his institution, especlally when the patent policy of the institution advances
publie purposes.

2 The Government should retain royalty-free rights to the 1nvent10ns for its
uses in Govermnent hospltals and facilities.
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.4, The. Government- should make; certain. that:patentable inventions:are being
d.eveloped by ineans of progress.reports: from the: grantee: and the collaborating
| .Ccompany. . Ma h-m clauses should -be brought ‘nto eifee ase of»1mproper

adevelopment et Do ; x |

G Industry should be assured of its rights:in advance 1) .
.- 7. Proposed Ieglslatmu :should: make, clear ini.any: patent:regulationsiithat
marketmg,nghts ito 1ndustry Wln not beJ endangered when, mdustry has borne-

-0f:your committee, .
Smcerely yours,

patent agreement and blanket patent agreements yre a.pparently not belng
processed between universitiés and the office of the Surgeon” General ‘the- overall
policy -is deeldedly Jiscouraging to the testmg by industry |
-either wholly: or in:part:-ander NIH auspmes “Hyen hefo:-e
‘was put-into effect, industry was wary -of festing' f

. there can be no doubt about mdustry 53 a.tntude

funds, but serious testmg would probably not be undertaken, :
+(2) ag -8 'means of fiding leads which they could: mdependently pursue——
in other words, an evasion of the spirit of the unrealistic régutation

‘Binceé seriousy: testing and: eva.luatmn of NI supported products by
-w111 ceage under: present policy, 'the! umversuty chemist ‘must look: élsew re‘fo‘r
'help ‘There ‘ara’ threetalternatives (1) “private” laboratories’ wh1ch'te : ‘
fee;: (2) umversn:y labordtories, and ' (3) Government  laboratories: i
‘ease; an expansion of: present facilities would bé' necessary For th 'followung
reasons; F'domiot belidve the: expansmn dfeithei wonld be'wise R

Tirst, is the fact that industry is already set up to do rapld eﬂi(nent geréening.
Industrys life- depends upon this fact. Because of in’ understindable lack of
‘incentive to produce new- drugs, it i unlikel¥that gither’ of the ty alternatwe
Iaboratories suggested ‘Fwotuld ever equaI mdustry ) potentlal v

Testmg ig an’ extremely expenswe operdtion. - The'cost of idolation or synthesm
of ‘g 'new’ substance ig:0ften minor when' 'compired to ity blologmal evaluation.
'I‘he feds of 4 'privite laboratory ‘would thus be proh1b1t1ve to'the NIH grantée.

“T‘have alrea,dy Had expenence ‘With testrng'm séveral ulztwereutyi pharmacology
laboratories, © In inokt cases, restlts  simp ¢’ not’ forthcommg—even after
several years., The saine is troe of governmental laboratories with the’exeeption -
of the’ crash program of CCNSO I should be glad to document these cases in
confidence, - ;

There remains the broader questlon of whether or not it iz good for our uni-
vergities and the National Institutes of Health to take on the business of sereen-
ing. Iam opposed teit. Applied, developmental work ghould not be thé’ provmce
of the Natlonsl Injtitutes and the universities.” “If it were, the next step wonkd
be '‘the manufacture: of drugs by -Government-and.’ umvermtae Do we Went to
-1ndustr1al1ze Government: and university laboratorieg? =i i
i+ The ‘wishes - and: objectives of Congress who iappropriate- NIH unds and the
people who pay taxes gshould be considered.: - First, T beheve Congress dnd: the
people are primarily concernéd with providing effective. medication: at reasonable
cogt.  Second, I believe that Congress and the people do not want-Government
or the umvermhes to perform funeétions which are most efficiently: done | by in-
‘dustry. ., Bven, prior to the new patent agreement form, indugtry was: wary ‘of
expending funds for testing potential drilgs. whose .manufacture.they. could not
control. '.[‘hus, for years the full mandate of Oongress and the people who have




.appropmated 1ncreasmgly large sums for pubhc health 1esearch ‘hag’ he
carried:-out: It is: as if ‘a:bridge were built except: for one section across: .
river.: Buch a:bridge, despite theicost; is worthless: 'Does (ongress wantisuch
a bridge? The missing section, in the case at hand, is proper evaluaticn”of

ceompounds made: under: Government SponSOI'ShIp The . new patent Fformi” makes
the problem all the more acute.

Government, as a nonprofit 1nst1tut10n, is rightly a- pam1nallst1c one, ThuS,
‘what:does it matter if industry is'oeccasionally subsidized to-the limited extent
-of -the .cost of inifial preparation of a chemical so long ag & valuablé new medica-
-ment is provided? Aectually, industry’s researeh costs are mcreasmg, while truly
novel drugs are decreasing in number: A small assist to mdustry in this case is
perhaps even niore realistic than a subsidy to agriculture, -

Actually, the portion of PHS expenditures designed-to lead directly to new
drugs is relatively small. 'l‘hus, dollarwise a cancellation of the patent policy
. would constitute a relatively minor glft to universities and-industry.

There is a- thordl question coneerning the acquisition of patents by the Govern-
" ment when ‘the inventor’ ori coinventor: is an’ employee of g -university or in-
stitute whose pay comes entirély or largely froin the university or institute.
In many caseg, the research.problem was. conceived before application. for a
grint or contract was made, or the inventive idea comes in the: case.of a.uni-
versity from a professor whose pay comes entirely or largely from hig university.

The Government, does not: purchase an inventor's brajns and: background when
it pays for work done by a student techmcxan or assistant. The great contribu-
tion’ made by Government in medicinal ¢hemistry iz in granting monéy which
pays for new basic chemistry and for the education: of a-student while he makes
.promising new compounds usually- at the suggestion .of his professor. . Suppose
A professor, conceives. of a.superior. method for the. production: cf a drug:  He
;_hap to assign the. problem to:a. Public Hea.lth research assistant (he might
Just all have been a Monsanto fellow).: : Under: present. and proposed prac-
tice, f] umvermty conld not. contml the- mventlon .Years of experience, hard
work, and study have enabled fhe. profesqor to plan -resea,reh - The Government,
of eourse, did not. pay.for his education.and does.hot pay. hls salary. - -1 helieve,
.therefore,; that the: umverslty and. the professor should have much vome in the
disposal of such inventiong .. .- )

Here -are my. opinions: regardmg prope1 patent polley mvolvmg Government
grants and. coptracts: . .

.1 feel a, umve1s1ty, mdustry, ‘or other 1nst1tut1c-n should be allowed f;o Il'lﬂl\e
.'demsmns regarding patentable mventlons «developed. under grants and contracts.
Institutions should be encouraged by the Surgeon General’s Office to sign letfer

- agnm eements relating to disposition of patents. The. grantee institution should be
_alowed to.offer nonexclusive licenses to mdustry In.case a particular company
developed the 1nvent10n, it should have a. -yesr exclasive, marketmg of any
products e )

L It is assumed that a gr&nt or eontract 1s let by the Government,,because 1mp01-

tant ‘research or,development is: not being carried out. -The, Govemment cannot’
allow an area of research. 1mportam: to the. safety 0T, health of i38. people-to be .
neglected, 'The Government is. a nonproﬁt, paternal orgamzatlon Its-policies
should favor. orgamzatlons which are astute enough'to employ smenhsts and engi-
neers. who, can solve important problems... A unlvers1ty or 1nst1tute should. agree
to a pohcy of nonexcluslve licensing, except when a partlcular company did the
de»elopmental work, . Then, that firm-should be granted exelusive malkenng of

) any product: developed for at least 5 years -

o 7. H. BURCEHALTER, - -
Pfofessor Pharmaceutwa»t? C’hemzstqry, the Umversuy of Mwimgan, Ann
Arbor,Mwh T . P

MARCH 6, 1963

N HDRSC}IE‘LF GLESN::R, . B ) ’ ) i
. Inventwm Coordinator, U.S. Publw Health Service, Washmgtom D 0.

DEAR MR, CresyrER : First;let me say that your visit to-Ann Arbor afforded me
much sgtigfaction. Your receptive.and objective attitude toward the problems
_arising from the present patent agreement form wag.most encouraging..: In accord
with youp suggestion, I am outhmng some. of the spec1ﬁe reasons why I hope the
prowsmns can be altered. EEN ;

1'1‘0 my knowledge only Senator Long of Lomsiona Con essm'm V:v ‘an of Mlchlgan
_and Chgirman of the Board Boyer of Smith, Kline & French have indicated that the inven-
tor should receive certain rights or Tewards Indeed creatlve mmds in umvelsities mdus
t1y anc‘l Govemmeut should I'ecewe speclal reward i
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The regsons; center around. the faet under present-regulations, of:industyy’s -

Vunwﬂlmgness to engage. in the serious testing:ofcompounds developed :under
-PHS auspices, and.the NIH grantee’s need for pharmacological.testing! by indus-
try. Based upon my experience and familiarity with industry, testing laborato-
ries, universities, and Government, I believe that the facilities of: industry rather
than those of the. other organizations will br'mg most. rapidly, most efficiently,
‘most economlcally, and most safely-—which is to gay to. the greatest interest of
the poblie—medicinal agents which are conceived in the-universities; Industry’s
existence depends npon:the efficient conduet of sereening .and: it algo has the
facilities in a-single coordmated orgamzatxon te see that a drug goes over.the
long series of hurdles. Without. patent provisions which-will enable industry to
participate in the development of a. drug, I cannot -visualize how an NTH-gpon-
sored drug will reach the people.. I .shall.illustrate the difficulty encountered in

our laboratory, under, present. regulatlons, of: getting over the nrst hurdle afteI‘

. synthesus—that hmdle being phar macologleal testing. . -

Case 1,—1In 1957, we culminated 12 years' effort in the laboratory by the synthe-
gigsof a partlculm compound to.be screened: in: a disease which aflicts:about 1/bil-
lion persons in the: world. . Two: emment -authorities in. the field -suggested that

.only.a particular Government laboratory could do the .screening, and they: .ex-
pressed great interest:in the results. . On March 29, 1057, I wrote to the Govern-

ment laboratory T have written a total of seven letters and held pln ate conver- .

sations with that laboratmy in an: attempt to obtain the test which is- available,
but I have failed to secure the.evaluation that the two authorities agree should be
-catried.ont: - The. sample is still-being held:by the Government tester. . .- .

Cmse 2. —On June 26, 1962, we Suhmltted a compound for pharmacologleal s_.tudy
._hy a. Government faelhty whose hiead has expressed.in.print.and orallyto e that
;thele is great ueed for.such.agents ag we-have heen preparing,. Three additional
eompounds were gubmitted,, the last on Novemher 19,:1962. .- Acknowledgment;. of
réceipt has been made of .only: the first,-and no; pharmacological results. have heen
-sent to.us; I know !;ha.t;.smeenmgls currently belng carmed -out, because I. Vlslted
_the laboratory : :

Case 3.—A Ietter d =1:w0 10ng dlstanee telephone calIs a‘t the expense of my
umversﬂ:y were mdde in- attempting : to reach thehead of a Government laboratory
which s concerned with a disease that: afflicts. AOVer 200 miliion persons in-the
world. I.wished to relay information and.to. seek to. 1ntereﬁt that. laboratory
in the biological "evaluation of a2 nontoxic substance .which -has:shown ; great

-promise in animsgls. .. No. response hus yet-been: received flom ‘the. dlrector al-
. though the initiay: contact was made-on January 11

fase 4~—|Several compounds were.-submitted ab@ut 2 years ago to a plofes-

sor in a department:of pharmacclogy of a Jarge, umvermty -'The substances, of

potential in eardiovascular ‘disease, were submitted -upon.the. request of the pro-

fessor. Desplte our. mqmnes concemmg resul'ts of testmg, 110 response has been_

received..

Case 5»«—14‘0ur c0mp0unds were recently *svnthesmed in 0u1 laboratory undel
NIH sponsorship; they are identified as G8-82 x 8, G882 x 9, G882 x 15.and
GS—82 x 18. More compounds should follow soon. The substances offer promise

in cardiovascular: disease. Several of the intermediates are potential anti~

convulsants. : I .domot know whete to-turn for prompt, reliable testing.

s Case 6—-Student WR has recently found- how- to -synthesize types of com-
pounds’ which. offer promise in cardiovascular disease. He, as well as student
GS, are eoneerned about where we can obtsun pharmacological testmg 013 their
compolmds TR

Casce 7‘—E1ght compounds 1dent1ﬁed as RR—33 37 38 39 and 42 DB_oé X
‘21 -and 24; apd 18-71 x-86; are desired by company X as potentlal arugs.
Howeéver, then' director’ of reseamh is concerned- about their right to malket
one"of them: should it show proinise,  This'is a factual situation, even though
none of the compeunds was synthesized under NIH auspices. 'I‘he company is
eohcernsd lest it might Iater bé shown that some NI monéy was expended in-
“lirectly during the synthesis. We stlll'hold the compounds and eannot pub-
_hsh Thafuscripts’ untll biological data are avallable .

I redlize “that in-thig-letter to ‘yow it i§ unnecessary to ase: arguements
growing out:of the citing of individual examples of our problems. I am sure
from our recent long n:hseussmus that we agiée on “the: dlfﬁcultles Neverthe-
“lags T gliall now thke the liberty of generalizing o ‘orderite- draw. a moré: com-
" plete picttre in case my letter is examined by a th1rd party Wht) may be less
: fam111ar with the 1mp11eat10ns ‘
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pm‘ehased under a Government grant are not-iised by.an industrially. sponsored:
student. {(Industry has shown no-particular concern-over.the: reversed . situd-.
tion, Iromcally,“most industrial fellowships in constrast to governmental. ones
involye no patent agreement the ‘primarypurpose is the support. of students 1n_
sciencel) “Indeed’ one of my most tlme-consummg and -harassing ~duties' is.
keeping separate ideas, students,'supplies;’and funds based -upon: sponsorship:
The natural-demands upon: a research professor are so great that he ghould not
be subject to such needless harassment. - @ :
Defenders of the present regulatmns challenge those of us who would change
them to offer statistical data in support of our claims.. In reply, I use a famous
guotation : “There are three kinds of lars: liars, damn liars, and statistics.”
How can ong obtain statistical facts concerning such a problem as we are
facing?: ‘Suppose there were a-governmental:edict; requmng that. thenceforth-
all ¢hildren be taken from their parents at.birth and placed in homes for ehildren
where they would uniformly receive the best poss1b1e education and discipline.
After all, it is well known' that many:children do not-receive; such. advantages
- at-home:" How could. one pr0v1de meanlngful statlstlcal ev1dence agamst such‘
an ediet? - : PRy
The present patent regulatlons were: made ingn: arb1trary way If stat1st1(:a1-:
information was employed ‘in ‘revision- of the patent regulations,-it-pertained.

to only & portion of the présent problem. ‘Present as well a8 past patent.policies . - . L
of the T.8: Public: Health.Service failed:to consider the necessity for collabora-~ . - -
tion between scientists in universities and industry.  Comimnonsense  tells:us:

that' regulations which: restrlct cormmunication between ‘medical scientists:are
pctentlally bad for the progress of selence, the eeonomy, and the health of the:
Nition,- - B :
AR artlcle ‘in Selenee (July 24—- 1964) desc.nbes the lmportance of colla 01a--'
Ction between thé two groups:of: smenhsts The faet that: foreign- nonindusirial:
vesearchiérs ojitprodiced: their -American counterparts by more than:2 to-1lican be
dtiributed:atleast partly if hot eéntirely to the fact that the: governmentak support:
in America has been very greaf and, for many years, has been' largely self-
defentmg owing' to ‘the requiremient of assignment:of: patents to thel Subgeon -
General.,”. Thug, a large potentidl’ ‘of ‘productivity ‘has been ironically dissipated
by Govelnment Sr_lentlsts flom other countnes stand 1n dleEllEf when theyr
leatn of our restrictions. o RSN .
AS d mieinber of an’ ad hoe comnnttee on:- patent matter of the Medlcmals
Chemistry Study Section’ of NIH,I have suggested that ouricommittee try to-
obtain certain facts which might be meaningful. But I cannot be too hopeful
because the question is one- involving prlnciples of economics and phllosophy.
of Government rather then gtatistics, )
Supportels of present patent 1egulat10ns ‘deseribe alternate plang ‘as a glve-
away of public’ Tunds to 1ndust1y Actually, the regulatmn ;
givedway to industry. ’
Commonsense tells ug that pohcy which assigns patent, rlghts to the I‘ederal"
Gm ernment will have the general effect of preventmo' dey elopment of potentially
valuablé drugs.. Inejlustry has made its. position statistlcally clear at least
in this regard. Based upon basic principles o economy, ‘their vote has. béen
almost unanlmously opposed to festing Government- -SpONSoTe ‘products Under
our system of free enterprise, industry cannot affmd to pour time and money
into developments whieh it cannot control for at Teast a reasonable period. ..
“Commonsense. tells us that policy which B.SSlgﬂS patent’ rlghts to the Govet'n-‘
nient will tend to diséourage the appllcatwn for patents. Commonsense also tells,
us that a policy which. either asgigns patent rights to the Government or tends
to discourage patents is'a policy which gives away not only governmental funds
but the talents of university scientists to.socialistic and communistic countries
which. own. their industries.and, therefore, need.not obey.the rules of private, -
enterprise. .  Admittedly, - these same- coyntries. already . confiscate industry’s
patented inventioms, but the policy of the Federal Government should not. be the:
ironic one of makmg further contributions: to socmllstlc countries while sunul- :
taneously depriving. itg industry of .the right.to develop promising new agents.
In other words, either .patent assignment to Government, or the’ failure to
patent, can reagonably. be: said . to have the effect of encouraging sccialism and
communism. abroad at the expense of American indugtry.. The.policy.would. also:
tend to encourage socialism at home; for, if Government continues to expand its
_ support of research under present patent policy, industry will become increas-
ingly a eontractor for Government and essentially wiil be owned by Govern-
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Holds. the: fundaniental :right to-.deeide -how: his ideas;will:be. developed.. .. The,
Government violates -elemental; individual -human, rlghts .and: dignity . if 1t eon-
fiseates: arprofessor’s knowledge and;experlence in exchange for: ﬁnanmal sup- .
port: for research-asgistaunts, supplies.and. equipment. . Such.is the: Case, beeause
of the patent: regulations. . For;the-sake: of. freedom of the sc1ent1st and, the,
health of the cmzen the regulatmns shoul ey ehanged i |

Present patent pohcy eontrollmg potentlal new me licines mltlated or deve,
oped under:the guspices;ofi.the . Federal: Government agsigns. all rights. to the;
Government. Three different biils introduced before Congress & year ago: and;
predumhalbily, to be reintroduced thig yeer; as presently: worded, would.enact mto
law: the:. present practice regarding: inventions; relating..to. public health.. . .,

-THe billg-are the following: 81290 (April-9;, 1863), Senator McGlellan. ,:.S
1433 (May: 1 1 63), Senator Long, and:. S 1623' (May. 28, 1963), Senator
Saltonstall.. PR AT ¥
o Baged upon my expenenee in mdustrys and umversmes and as a onsultant
to::National Institutes; of :Health, I contended .that-the. present patent practice.
and that which is proposed by the three bills,. while well meaning, fails fo-
recoghize the past fruitful collaboration between: industry and universities. whleh
has produced approx1mately half -of the dlugs bemg used ;in the World today

and to those sc1entlsts in’ umversn:les Whose research ig 'most hkely
patentable drugs...! . !

L wish first to suggest amendments to ‘the, hills.w, 1ch would promote g
of destroy collabordtion: between .the, .scientists of. 1ndustry and.. un1ver51t1esf
and,; therefore, -provide ibetter. proteetlon o, the health and economy. of the;
Nation. Afterward, arguments will be presented in support.of ;the contentmn
that present. regulatlons and, the. proposed :laws. are; potentially harmful rather
than helpful to:the;cause: of Jublc;health and wel 4

SUGGES'I’ED AMENDME T8

1. The form of the present, agreement, Whlch 1ndustry w111 ot s1gn, should'
be am,ended S0 that patent rlghts to mdustry s'own, 1nvent10 C j
ized by testing’ compounds for” umvers;.ty seientists” perf
sponsored research. . ... .

bl t

! atent and property:
rights. Thé tniveisity
pubhc Welfare allowmﬂ

W a umversmy “te hol
Government royalty free

“The st 1mmed1ate difficulty ‘caused by the present Public: Health Servme
patent ‘policy i8 that  grantees:cannot obtain. adequate ‘biological testing: of
products 'of their’ regearcl; ‘Industry which has superior faeilities and personnel '
for’seleenmg CANNOE" afford  to’ expend' Tfunds. without -advance: arife Of:
marketitig privilégés dt 1east for a 11m1ted Period of time: i cadniert
The Iogleal result of alldck of ‘testing orithe madequate testlng of poteutlal
drugs is' that they will' ot te 'faade ‘available to the: plakttio :
-Af'-second diffievlty facing the ‘university grantee is- the contmued and hauow-:
cords m makmg certal

mg xperlence of keéeping”




) laboratomes Ini the ﬁrst plaee thlS

';-'supplementali gr‘ t_‘ }

Py o feel that theifirkt: four: ‘cased demonstrafe elearly the lack éf’followthrough
-wwhich ; is dlikely: to-be-evident :ininstitutior ; ‘
-biological. screemng ‘igtthe prikeipal ‘goals -
of thig:letter in referencé to the eﬂlmeney of mdustry' in’ -screemn

- The answer to: thé: problem in‘ Ty opinion, ‘does not' i
.of gereéning laboratories dn - ‘Goverhment, “and 1 ni o tomes ’”&pphed
developmental Work should! not become a p nc1pa1 ob;]ecinve
h‘ :

»which:: the g‘rantee

o
<11c acbually A more’ acufte problem ‘regulig! d1rectly from' the lack of prompt
-rellable, ‘and -extensive pharmacologlcal“screemng’such as only ndustiy* ‘can
prowde It concerns prompt pu'bhcatlon of resul ripts which'

-at least a summary-of pharmacologlcal results 1s not meluded it the manuscnpt
‘Cases- 1, 4 and 7 mted 41 this le'tter 3 “gifuation’ wh
vented the pu.bhcatm ‘f th‘ree’ g

"the ‘broad problem: of 1nab1'11ty to pubhsh because of &' Iack of \blologlc
Case 2 demonstrates-the’ inability of a’student tor inelide pharmacologlcal
in: hig thesis and;: later iniia ournal-manuscmpt “MorTe ithfortant,
‘ing in medicinal chemistry-has beeh gragtly curtailed because chemlealdbaologmal
correlations are impossible, Cases 5 and 6 illustrate the dilemrida of my}‘ stu-
dents in-regard to cirrent studies: Not only'do We need tests for future ub-
Teation but’ £6r” gmdance in” fature! vnthese :
cate the ‘direet or future syn thesis;

‘ gwen

for the main 0bJect1ve of the grant t Also, mdustry conducty valuable sc'reem
(ing of the ‘same compounds 4n other: bislogical atesas, sometites a% many ag 10
‘to 20 additibnal tests. A single - ‘test ‘hag-been: estxmated as costing as’ much
438:$1,000, but the costs thégrantee and NIH nothing:

Again, 18t ‘me expréssg  the - plédsure: and: satisfaction: oft 9pend1ng 8G mueh
time with you in Ann Arbor in the informal discussion of our problems. / Your
;obJechve attltude 15 g'rea'tly appreclate 3

‘Professor;

': DECEMBER 23'1964 :

A STATEMI:NT 'm DR GL‘FNN’ ULLYOT OF SMI’I‘H, KLINE & FBENGH

. Emotlonahsm coneelmng the <1ck &nd e cost of druo‘s should not be allowed
to-distort the fact that the, net, effect .of. present governmental patent pohcy de-
feats the purpose of a grant by.preventing ithe.evaluation:;and. development. of
-compounds ag new drugs. The obvious, predmtable effect. of the. patent, 1egula-
tmns thus constlt\ites a serious, detelrentito essentlal collaboratlon betw en unj-

health of the Natwn Sclent,lsts from,
;..Egypt ‘have :stood in;amazement; Whe
cprovigions, . o 3 . :

:Aside from the necessuty of such collabora' ion. m pu ie health ‘the regulatmns
ought to be exammed in. the 11ght i

D el



ment. .- Such social - ehanges probably were not the: intent of: Abmham Lmeoln.--

when he said ‘that patents add the fuel of interestto:the fire of genius,: .. .
The question might :arise as to why a professor. continues:to superwse smd

conduct research under. Government- auspices -when. he- cannet cooperate. with :

industry in . neécessary:-development. . -An answer-is. provided -in -the: fact. that

.Government -grants support students,” Faculty cannot-easily refuse such-gupport:.
once it has been established.- Professors and:students are.interested-in mecha-n—,

isms of drug action. #nd . in.- contrrbutmg 40 knowledge .in:.that: -area.: -They:
cannot and: do not.wish.to change these interests; - which are directed toward the

welfare of mankind. They seek and need the competent; assistance of 1ndustry i

for confirmation of theirtheories and development of their! products:;

The question arises as to why. certain. pharmaceutical' organizstions. seek to:
‘bring: about a changeiin . PHS patent regulations. They are suspected of being.
motivated by the prospect of profit: at Government’s expenge. - This-suspicton is:
indeed well founded.: -Industry must make:a profit te survive.: But. scientists:
in industry are also motivated by the wish to resume fruitful:collaboration: with:

their academic colleagues and by their desire.to help faculty and students test

their theories.: : Névertheless, -virtually all pharinaceutical companies refuse:
to test: PHS3-sponsored preparations sinee they presently have no advance-assur-:’
ance that their:investment willi be protected and since théy- eannot risk losing:
large 'investments .in :their-own related research.. Industry regrets to:gee:the:
inefficient expenditure of public funds wwhich results from:: present- policy

Herein:lies its main concerd. - Industry doesnot need the compounds:of universi-

ties tosurvive, but we:in- the Auniversities need the:testing ifacilities of industri-
in order to- train: ou.r students and to fulﬁll our obllgatmns 111 Govermnent—:

supported research: :

Al proper funetlon of Government is .to: support educatwn ami research m-:'
neglected ‘areas ‘when peeded’ for the -national:. welfaré, ©* Thus, ‘goveriimental
cooperation with inditstryenables jndustry to:help the economy and to-pay-:
taxes so that -Governivent eéan:support-edueationand: research in-universities:

Prasent’ patext regulatlons relating ito public: health interrapt’ that cyclé-with

industry, ‘universities,'and the:priblic as losers.:  The Nation's antitryst’laws are:
designed to protect the publie frofu: abuse by itidustry in-all dreas:: That patent:
regulations involving drugs should constitute & special case iy & mistakeicreated :

through, mllsunderstandmg, emotionallsm, and political opportunism;. ' The same

basic 12wy of - econorniés -and’ motivation control the seatrch for new products, :

Whether they be food armaments, safety dévices, or drugs.
. Joserm-H. B‘URCKI—IALTER,
Pv'ofessor, Pharmaceutical Chemistry,
the University of Michigan, Ann Arbor, Mich,

L

CALIFORNIA RESEARCH CORP. ;-

IIon JOHN L. l\IcGLELLAN i I
Chairman, Patents, Trademar ks wnd C’opymght? Subcommtttee, ST
Commitiee on the Judiciary, UR. Senate, Washington, D0, . = : -

Diar SENATOR McCLELLAN & The following remarks express my v1ews and those
of my company on iegislation proposed by 81809 that would establish & uniform

national pohcy concermng mventmns made through research supported by pubhc.

fands.:

Cahfornra Research Corp, a subsudlary of Standard 011 Co: of Cahiornla,';

is ‘an organization engaged primarily in research and development. on:products or

processes related to petroleum. We have in past years undertaken an appreciable:

amounnt of Government-sponsored research: but in relation to our total program,
this has been a small fraction of our total effort—mot excéeeding 3 percent in any
1 year. We are glad fo undertake such contracts without profit to ws where
we have a particular baekg"rorund of knowledge or experrence that can be of
beneﬁt in-a Gevernment program

In my-opinion, §. 1809 1% a good b111 and w111 prowde a reasonable solution to a-
complex issue. ‘A comprehensive-bill of this type establishing basic guidelines-of-
Government patent policy for inventions resulting from Government résearch is
generally consistent with'the late President Kennedy’s statement of patent policy: .

of October 1963, with which: we were zlso in-ageeement. *>We would be opposed

to legislation, whether it be a uniform- national patent pohcy ot included - in -
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contribution to Government research Programs.
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gpecifie. r&;earch authorization ‘bills,: that ale contradlctory to the gmdelmes et
forth in President Kennedy’s statement. : : iy drhe st ol g

"Many: private firms such- as ours a1e 'Wl].l].llg to- utlhze then- hackground‘ f
knowledge and experience :on:- Government-sponsored regeaich projects: without
profit. - The most rapid progress in such:projects iz usuallymade when company”
seientists ass1gned to- it are-able to.draw freely: o1 the:background knowledge: .
the company ‘hag-aecumulated over: many- years of -experience.. '.]Z‘he G .ernment
agency is:‘thus able to-obtain the moost for theirresearch dollar: -

~Theincentive for a-company:to.undertake Government: sponsored research w111
be:diminished greatly:if:ithe: prlee «of | contributing ity spécialicompetence: is- the.
the requirement -that it 'must: give the -Governmentéxeclusive: title: bo ‘inven-
tions- and- technieal: information:developed :and:made possible: by: millions of
dollars of previgus companf‘inwest’me’nt’:in facilities iand background: research.:
In our: oplmon, Government agencies will- find it: diffienlt--to: obtain contrdcts:
for-research in many: cases 1f thls requlres the contractor to place m Jeopardy
his‘proprietary position::: : 1

2L donot:-intend. to; 1mp1y from the foregomg that t;he eontractor should always
acquire title:to:invéntions. : There are sitnations . wheréd it- is. reagomable that.
the: Government shouldiaciuire  title. | It is essential-that Government’ sdminig-:
trators be given: flexibility. to meet! these gitnations w1thout adopting the title:
‘policy throughout: 8..1809: recogmzes th1s and we are in agreement Wlth the
priné¢iples it sets forth,: - :

(Certain aspeets: Where 8. 1809 could be clanﬁed have heen pmnted ‘ot by
witnesses at the recent hearings before the Senate: Judictary - Subeommittee, with.
many:of which we:.concur:: : For. example, -the seetion.on compulsory - licensing,:
section 8(b)(4), would be improved, we believe, if the reference -to :‘reason--
able: terms .and : conditions? were:-amended to::include “and at . reasonable
royalty.” - However," it ig:not- my.:purpose:at:this time to.review these .sug-.
gestions in. detall; rather they.should be;left to:the committee to.-decide on: the
hasis of the:various recommendations made by industry representatwes. R

I helieve -that 8. .1809 provides 4.proper:balancing-of iprivate and: publlc m-
terests It will: meet: the, Government- needs  while: furnishing:'a- reasonable. in-:
centive and protection :of. proprietary. rights: to. compames able.to mahe a.real.

Smcerely

ATOHELDER, {Pr_e-'m'd?ﬂ

©. Dmlio AND MONTGOMERY, -
N CoUNSELORS AT LAwW,
R “New Haven, Conn., June 16, 1965.
Re Government patent pohcy and hearings with regard to 8. 789, 8. 1809,
and 8. 1899. : .
Senator Jouw L MOGLELLAN,u IRERS
Chdirman, Senwte Judiciary. Subcommitiee on Patents, deema,wcs rmd C’apy-
mght.s, U.8. Senate Office Building, Washmgton, D C.; RIStE
(Attention of Mr. Stephen:G:Haaseri) - f a0 . s
Sir: In view of the hearings being’ conductetl by your committ'ee‘ ‘and: the
impertanee-of: such proposed-legislation: touching on -Government patent policy,
I: should: like.to:subniit to the subcommittee for;inclusioniin. the hearing.records:
the-iviews of :the.writer: as :chairman of: the legislative .committees: 0f. both the:
Connecticut Bar Association (Patent, T1adema1k and Gopynght Sectmn) and-‘
t]:[e Coninecticut Patent Law Associgtion.: i :
I gy elamﬁcatmn:or dlswsswn 8 deeme' .necessary -or adwsable, kmdly

This is the prepared statement of Anthony P DeLio; for mclusmn in: the reeord

m connection with. the hearings on &, 789, 8, 1809, and. 8. 1899. .

- Anthony P: Belio:isithe chalrman of the Leglslatlve Gommlttee of the Patent
Trademark, and: Copyright: Section of the: Connecticut -Bar.- Agsociation as- Well
ag the chairman :of:-the: Legislative :Commitiee of.the ;Gonnectieut. Patent. Law.
Association, and submiits thig-statement on behalf of . hoth. assoelatlons, not to
mention varmus and:sundry: dnyventors and. corporate patent owners.




AN PR AV T ATEAA LY L e LN ALY W o WAL L AU

~Anthony ‘P. DeLio.is a former patent.adviser. of:the Office of . Naval:Research,
,U §.:Navy - Department,. and :now- the semor partner in: the firm:of : DeLro &
-Montgomery, New I-Iaven, Conn:; - i : i

-The. Federal . Government’s: patent po -y; wrll have ar—reachmg effects upon-
.the economy of:this -country in.the wears -to:come:and:therefore :any. legislation
touching on this area should:be carefully construed and considered.: Accordingly,
‘the - Congress must - address: itself: to.thei.question of- the Government’s patent
pohc;g:r withiwell reasoned criticism:and-understanding.:

~Ag 6ne heging an investigation into:this area; two. polmres are ev1dent
pohcy is- the: so-called-title: policy,! wherein the:Government:takes :title o all -
inventions developed with or as a-result:of-the expenditure of: Government: funds,
. while the other’policy is the so-called licemse:policy, iwhereii the: ‘Government
-takes: a: license under -the: partlcular mventlon, pat nt fte: d atent-apphca.tlon
-leavmg title in the contractor. i

BACKGROUN D

One of the largest Go ernmen omplexes 1nvolvedrm 1 searc,h and development
s the Department of Defense "It the, past rt followecl 4 license. pohcy with the
Government taking fitle only in those cases where the natlonal seeurlty was
a factor,. .Even when. the Depariment of Defense did, not tale. title there was
sufficient maehmery avaﬂable to, _delay the grant of a. patent to a contractor £0
as-to ostensibly “ei11” the, tent, to, int ‘ere, once gran d

.it had.no useful life, : o

Perhaps startrng W’l_ th \Atorcue Energy Aet.o 1954 thele Was a ehange in
thinking in. connection . W1th Government—sponsored research and development
programs. By certain, provrsrons in this .act; viz, sectrpns 151, 152, and. 153, the
Government would Tetald title or be vested wrth t1t1e 1o all 1nventlone useful in
the utlization of special nuclear material or atomi energy in; an atomiic weapon
The Space Act of 1958 contained pro isions similar to the -Atomie. Energy Act;
viz, sections 305 and 306, whereby th Government could take title to mventmns :
developed with. Government funds... The, Space Act d1d contain some measure of
flexibility ag to the’ veetmg and takmg of, t1t1e at least as, 1nterpreted and
administered by the Spa ce Agency ‘to date.

Due to the legislative programs of the late _enator Kefauver ami Senator Long,
as regards Government; patent policy, the late President Kennedy issued 4 White
House policy statement in 1963 setting forth some guidelines for the Government’s
policy as to patents. Essentially, the polmy statement specifies that the policy ig
established for.all. governmental .agencies with respect to inventions or discoveries
“anade in the course. of or: onder any. contract.of. any Government..agency,-but
subject, to. speelﬁc statutes, :(suchias the. Atomrc THnergy Act .and. the, National
,Aeronautrcal and Space. Admmlstratlon,Act) hlch speciﬁcally provrde JFor .1 h
dispogition of: patent mghts ”
.+ . 1, Where the principal. purpose o the eontract 1s to create develop, Or
., .improve (e} prodncts, ( b) .processes; or (o), methods which are intended, for

.. commereial use by the, general publ t-ho; road, or equ‘ ed. for such

‘uzeé by governmental regulatlons H . 5 :
. 2. Where a prindipal, purposeé. qf the conirac for, the exploratron ato
, flelds’ which direcfly concern the:publieheal,t .piblic. welfare boo et '
8. (@) Where the contract is in/a ﬁeld 0 ncée. or technology in whmh
*'there has been little significant. experience outside. of work funded by the
o Government ( b) ,,where the, Govermnent hasg bee the piineipal developer of
* the field ;’ ’ ) ’
4, Where the services of the. contra A
i Government—OWned research or product
4nd directing the work of others, .

‘Under such circuinstances the Government shall normally aﬂqlul‘e ‘the prmclpal
or exclusive rights throughont the world in.and to any inventio
*"In execeptional circumstances the eontractor may aequire rlghte greater than
2 nonexclusive licenge if the head of the department or. agency (with which. the
contraetor ig dealmg) | certifies that the grant of the pmnapal or, excluswe rlghts
‘to the contractor, will b rve the public intérest.

The White House pol1ey statemient. also specifies that’ greater rights may be
acquired by the contractor ( that s, greater rights than a nonexcluswe 11cense) y
if; after the invention has been ‘idéntifted, the’ invention” (1) 'is. not & primary
ohnect of the contract and (2) the acqulsutlon of such greater nghts is necessary
to call forth prwate risk eapltal

( o:) for the operatmn of a
(b)) rlcoordmatmg
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i In another.section of the pohcy statement it is:stated that when two or-more |
-potential ¢ontractors are judged:to-have presented proposals of equivalent meut,
their willingness to grant the Government the pnncipal or exclusive. right in. the
resulting inventions will'be anadditional factor in thie-evaluation of the propos'alq
.The:policy: statement:specifies that where the purpose of the contract iz to. build
.upon exigting Inowledge ox: technology for use by. the Government and the work
.ig in. a field of -technoldgy :in i-which: ‘the contractor. has . fequired .techuical -
competence (know-how, experience,<patent:position), the contractorighall nor-
-mally . acquire; principal . or. exclusive: rights :throughout the world .with: the
‘(overnment acquiring -at-least.sn irfrevocable nonexcluswe royalty-free 11cense
.throaghout.the world.for governmental PpuUrposes.
If: the principal .exclusive rights in-an mventmn are retamed by the contrac-tor,

- (1} .thé:contractor must:agree to provide written reports at reasonable intervaly

upon request. by the Government agency on the commerecial:use ithat: is: being
made or which is intended to be made:of the inventions and (2) the contractor
and his licensee or his assignee must take effective steps within 3 years after a
patent hag issted on the inventich, to bring the invention to'a point of prac:
tical apphcatmn ‘or in the alternatnre make the mventmn avaﬂable f01 llcensmg

'royalty free to-conipetitors:- B

‘Notwithstandiug the: above where the prmcxpal or ewicluswe rlghts are aes.
‘quired by the coniractor; the ‘Governiment shall hiave the right to reqmre the
-gontractorto license another on a nonexclusive royaltyfree basis. :

The TFederal Council for Science and. Technology, in _consyltation w1th the
‘Départment of Justice, has beeh commissioned under thig, White House policy
statement to report anuually- on the effectiveriess of the policy’ and a Patent _
Advisory Panel has been éstablished under the I‘ederaL Gouncu for Selence and
Techiiology to work out the details,

In the 88th. and 89th” Oongresses Senator Long was succassful in attachmg
riders to several bills; viz., the Appalach.la blll and Otliel'b, Wmch I'Iders set_
forth a title partent pohcy for the ‘Government.

In recent months the proponents of thé title pohcy have elted Vamous abuses
by those dealing in patents; viz., the PEU situation and others, in an’ effort to
gain support for further title pohcy riders and/or the adoptlon of an ovemll
'txtle pohcy as regards Government hnanced research and develapment

‘ THE nmr.oa

: Historlcally, the patent system hag proven 1ts Worth especwlly in those na- .
tions whére 'the tinderlying: economy: is still Basically free.” Those who gecept
this view: feel that ‘the.adoption of a title policy will weaken the patent system
Yrith- its attendant ill effects upon the-economy and: the Nation as a whole, " As’
such, any change in the policy from, say, the flexilite Department -0f Defense -
“{Ilicense) “‘policy ‘to’a title policy must be earefully weighed and analyzed. In
addition, until the proponents of ‘a_title poliey can guarantee no ill effécts upon
‘thé économy and, more mportahtly, upon the mvestment ‘of risk capltal there
should be great reluctance to adopt a so-called title policy.

In vietv of the foregoing, one basic questwn that should be considered is
whether or not the Government needs title in order to satisfy its needs or re-
quirements. ‘Since the (Goveérnment, is not a manufacturer, sivce the Govern-
ment does not make it a pohcy to license inventions for profit, since the Govern-
ment has a ‘limited staff ‘of patent specialists and since the Government has
little expertise in evaluating inventions from a commercial standpoint, it would .
seemn unnecessary and inadvisable for the Government to take title to inventions
‘developed under Government-financed research and developmem: programs, So
tong as the Government obtains a license under the invention in guestion, it and
the publie 1nterest is sdequately protected. The reason ig that the contractor
cannot sue Government coniractors. for 1nfnngement in v1ew of tltle 28 seetion
"1498, of the United ‘States Code, whicli 'states:

SWhenever an invention described in and, covered by 4 patent of the United
States is used or manufactured by or for the. United States withiout license of
the owner thereof or lawful right to use or manufaetme the sathe, the owner's
remedy § shall be by‘actlon against the United States in. the Court of Claims for
;the recoveryr ;)]".' his reasonable and entu'e compensatlon for such use and MAng-
] RN ‘ R . ;
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Since the Government:hag a.license, .the.eontractor, having tifle to the inven-

ition cannot. ploceed agamst the Gevemment in conneetmn -with the. invention, in
questmn i
On'the other. hand leavmg t1t1e m the contractm stunulﬂtes the mvest:nent of
) rlek capital :to ‘develop the invention. commerciaily, because .the’ eontractor has
an exelusive property.right in and te the invention. In addition, the contraetm
.is ineclined to .seek: and. obtain as.much foreign . patent. proteetwn as:is. com-
mensurate with ‘the inv ention s, ﬁeld of-use.and.the, eontractm
prises. . :
- Accordingly, it is approprmte to reflect at: th1s Juncture as to whether or ‘not

Congress .should enact legislation. and, more importantly, what type of. legisla- -

‘tion :ghonld - be.enacted. . In -addition, might it not.be advisable to wait for rec-
ommendations from. the recently announced Presidential- Commission -to. Study
the Patent System, before enacting legislation which will have far-reaching eco-
-nomic effeets. It s submitted that.the:.Congress ought to “take.a minute” to
weigh rits responsibility to: the Natmn in: connecton with thxs matter 1n 0rde1 to
-best serve the publlc tuterest. e .

: . ‘s rnopoenn I.EGISLAIION

Thele are several bl].lS pendlng in the Senate ‘TlZ 8. 789, 8. 1809 and 8. 1899
:111 eonnectlon with Government patent polxc,y, and it iy unportant that these lnllc-.
,be carefully viewed in llght of the above.,

To begin with, S, 1898 (Senator Long, 89th Cong) prescmbes an inflexible
title policy, whlch takes title where Government funds are expended. Regardless
of whether the Government needs title, it must take title under 8. 1899. As such,
the policy preserlbed by.this bill is not in keepmg with the 1nderlying basis of
-the Presidential. policy . statement nor is it in keepmg with the best interesls
of the public. When tifle to an “ifivention vests in -the Goverpment, - when a
patent is taken out by the Government, and when the invention and patent beeome
available, royalty free, or otherwise, on a nonexclusive basis to all, little, if any,

risk eapital will be invested to commercially develop the invention im guestion.- '

In addition, since the Government is not involved in the business of world

trade as an entrepreneur,. there is; little,incentive for it to take out patents in

other than this country. As such, there can be a loss of (patent) protection to
the United:States as an entity, w1th its.attendant loss. of licensing revenue, which
is-a gain for the competition. Aceordmgiy, such'g-title-poliey would relegate more
and more inventions and pafénts to the growing® gri eyard of Government owned
inventions and patents. .

} Ae far as 8. 789. (Senator Saltonstall 89th Cong.); and . S 1809 (Senatm

between the tltle and heense polmles, but preserxbe in reahty no more than & -

sugar-coated title policy. -

Any one familiar with the Workmgs of large COI‘pOI‘atIOHS or Government
agencies is keenly aware that only on rare occasions will the administrator . .or
his-aid give up title to.an invention; based . upon the:criteria set forth 'in. these
bills. Once the Government has- taken t1t1e, 1t Wlﬂ. become even more dlfﬁcult
for the contractor to-get title back. . .

In Sendtor Saltonstalls:bill, 8. 789 machmery is set up for the eontlactor to
get title back; but in-each. instance Judgments are necessary whieh would:tax
the-powers:iof a:Solomon.. -Accordingly, the net result of the Saltonstall bill. will
be:that the Government wonld 1nvar1ab1y take t1t1e and. in some few mstan(_es
title might revert'to the contractor.:: -

The same applies. to Senator McClellans b111 v1z, seetlons 4 and theleof

A8 such, none of the bills: currently before the Congress possesses the flexi-
bility of either the P1e1dent1a1 polley staternent or ‘the Department of' Defense
'pohey : :

-iGOMME\‘rTs AND CONOLUSIONB C

' Under Department of Defense pohcy, the Govermnent obtalns a-license under
“411 inventions developed as a resulf of Govérnment-financed research and devel-
opment programs. If a policy is, adopted ‘which. is practicaily or ostensipbly:- a

title policy,” it will drive many prospective comtractors with the desired - and

necessary. expertise out of the business:of Government, contracts. .-In addition,
'those wher contlnue to seek and obtam Government contracts Wlll be caleful to

1e1gn enter-
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keep a clear line of' demarcatmn between company sponsored and Government-
sponsored résearch programs. - When research is to-be.conducted in an area
which is gensitive as concerns Government patent policy, the contractor: will.see
‘to it that né Government funds are used in’an effort’to avoid any. question of
the Government’s. title to an invention or- patent: * The result is that theGovern-
ment will not end ‘up with a liceénse—it willl énd up with:nothing.:: -As such; pro-
curement - by the ‘Goveroment: will' be” ‘gubject toran: increasing - percentage «af
propietary ‘rights, which-are inencuombered, By’ ‘Government licenses, with:the net
' result that the publie interest will not be best served.
o In-view of the folegomg, it is’'suggested that s policy: must be. adepted Wh1ch

18 ﬂemble efiough’ to -give the Government title in-those [instances where it is
neeessary £ the ‘Government ‘o’ have: tithe, buit which first: resolves theé doubt
of 'title in ‘favor ‘Of thi contractor,sreservmg to' the Government a royalty-free,
irrevocable; nonexcluswe worldwide' lidense, - :

Inoan- efi:ort to meet this -chailenge and : to satlsfy the requuements for a
ipriictical ‘everyday ‘policy ‘Concerning: Government-sponsored researcht anid devel-
opment, pleage find attached. hereto a bill which:hag been’ approved: by:the
Connecticut Bar Association ‘and-the Connecticut Patent Law Association. In
many respects the proposed bill is similar in its tone and, approach to the bills
of Senator Saltonsfall ‘and. Senhator McClellan ‘It leaves title in the contractor
with the Government always obtaihing: a license and: plovules macl_nnery and
,brocedures Whelehy the Government may take ‘title n order to bes serve the
‘public interest, viz, the public health safety, and seennty.‘ ‘

It is respectfully urged that’this’ subcommlttee dnd the” Judmlary Gomm1ttee
of the Senate give careful congideration £ the guéstion of Government patent
policy ‘and the Droposals before ‘them and that each member pause” “Just o
‘mintite” to ingure’ to iheé’ public that” i it will be best served by &y

_IN'THE SENATE Or THE Rty STATES

A BILL To prescribe #'ndtional polley With respect to the: determmatlon and disposltion of
. ..property.rights to.inventions; made in.the:.course.of ex]%;rimental -developmental, -a:

_ research work conducted, under ntracts or arrangeme ith ¥ ed, §
ernment and for other purposes.™ - e

"or Ameﬂw in. Ooa_vbgress asse bzed Tha th1s ;
InventlonsAet” e HECRITTRRR] R

DEFINITIONS
T ST it

- 'As used in th.l'S Act—

- Bee;
: (a)n'.['he term “executive: department
partment of the United-States. s = i1 5 i

(b) The term “agency” denctes any 1ndependent establlshment qn the execu—
iive.braneh of the Goyernment; the ‘Government Printirg: Oﬁice the lelary of
Congress, and ‘any-wholly.: owned: Government corporation; ! N : :

[{e)i ' The term “head’ used iniconjunctioh - with -executive: department ) agency
denotes the head:of such: executive:department ‘or agency; except:that: the-Sdere-
tary of Defense shall be the head of the Department: of’ Defense-and of each
military-department: thereof; and:in . thé.case of -any authority; icommission;, or
-other-agency, control over: Whlch is éxerciged: by more than one 1ndw1dua1 sueh
-term nieans the:body exercising such controly i : .. c

(@) The term “contract” means any contract agreement commltment or
undergtanding entered into:between -any- executwe department or agency and
any other person for the acqultlon of any property or the performance of
gervices by ‘or on’ behalf of 'any  executive depar nient or agency. Such term
indludes ‘any: ‘assignment;’ substitiitiof 'of ' pattics or subdoniract of *any’ tier
entered into" or execnted for or 111 ¢onnection w1th the performanee of that
eontract - : :

(e) The term “person” mcludes any mdrwdual {
-Agsocintion; ingtitution; or othér Yegal entity. S

(£} The term “invention” means any invention, digcovery, or improvement

- which appears to be reasonably patentable under title 35 _United States Oode

rporatlon, partners ip, £ ﬁrm
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(a} Each contraet entered mto hy an executwe department or: age,ucy of the
United {States and each subcontract-at all tiers thereunder,:which. has:as one
of it purposes: the: performan_ce‘of-.-experi.mental,edevelopmenta-l,-- or:research
worlk, shall.contain provisions prescribed by such.executive department or agency
-governing the :disposition Of‘properby--ﬂghtsim and to inventiong. made in the -
performance: of such. work: thereunder. . 8aid:: provisions shall. state:that the
contract i§ subject:to-the terms and condatmns of this Act. -Said provisions:shall -
grant to’ ‘the United States-a. propnetary -interest..greater than:that set forth
in subsection (b} of this section ‘in any::invéntion first:conceived or reduced:to
practice in the perfox‘mance:ofrsuch-.work where 4. determination by the pertinent
executive department ‘or agency that the public-interest: requires-that the: Gov- .
efnment: receive a proprietary interest: greater-than -that. set forth -in subsection
(b} of this section.  The determination:of whether the public-interest.will best
be served:by Government ownership:of. an-invention developed under a contraet
shall be based upon such factorsas whether the contract-=: - :

: (1)} calls ‘for- exploration: into :fGélds - which- dn'ectly concem the prubhc

health, safety or secumty and the mventmns 11ke1y 'ton result therefrom Would
be useful directly in such fields ;or 7 - Py

(2) is‘intended to: preduce ONE: O more: end 1tems the use of whleh is hkely_'
to be required by law indurtherance of the: publichealth, safety . or security.

{b) As-to those contracts not iwithin.the purview::of sibsection: (a);-there.
shall: be: reserved to. the.United-States in-:all’ instances:an: irrevoeable;: non-
exclugive, nontransferable; Toyalty-free license: for the:practice throughout the
world, by or on behaif of the United States or by any foreign government pur- -
suant to any treaty or other-agreement with the'Government of the United States,
or for the Government for governmental purposes, of each such mventlon Whach
résults from performance of such contraet.

(e) Acqumltlon of the rights spemﬁed in subsectlon by ocf this sectmn shall
be déemed sufficient in all cases for the protection of the public interest, so that
additional rights shall not be reqmred by any. executive department or agency
except upon certification by the head of stnch exécuntive department or agency
with respect to particular mventmns that guch addltlonal nghts are requlred
-under section. 6 heréof, - - i

{d) The acquisition of & propmetary mterest greater than that set forth in
subsection (b) of this seetion by the Government to‘an iivention shall be subject
to the reservatmn of an 1rrevocable Worldmde, nonexclumve, royalty—free llcense
pames it any, which license whall be aselgne_ble to the’ suecesssor c-f that part of
the contractor’s business to which such invention pertains.’ .

{e) Subject to the provisions of subsection (b) of thisg section, an executive
department or agency may, whenever a.conteact provides.for the. takmg of 1"1ghts
to an invention by the Uhnited States under subsection. (a) of this section, waive
the rights. of the United States to- such invention at any timé on such terms and
conditions as may be, determined to.he in the best. mterests of the. United. States
Walver shall be granted under the followmg criteria:. . .,

) (1) where the contractor has. had,. substantlal expemence and backgrorund

. in the field of technology to which the invention pertains and the mventlon

would have been a probable resalt of acquired skill or expenence .
(2) where the invention is a natural adjunct to other 1nvent10us the
patents for which are: owned.by the. contractor, and which in the course of
time would probably have been developed by the contractor;
. {3)where the -invention ig- of such characterithat:its. commercializatlon
.would.depend upon speculative investment to.a: substantlal degree of a kmd .
rdinarily-facilitated by patent proteetion; . ::.:
. 1,{4) : where the invention has: resulted from the continuatmn of develop-
ment work in which the contractor:has invested amounts: which are:substan-
.+ :itial in eomparison to. amounts alloeated to such development by the Govern—
--:ment under the confraet ; or- i :

{5) the invention has been developed by a small busmess concern W1th1n
... the meaning of section: 8 of the Small Business: Act;~whose economic welfare
... and competitive posutmn would be enhanced: through aeqmmtmn oft title to
the invention. . )

54-400—65—pt, 2— 10




The granting of a waiver by an.executive department or agency shall be aceom-
panied by findings of fact made by the head of such executive department or
agency, which desreibe: fully ‘the ‘basis under-which the waiver was’ granted.

(f) Whenever the provisions of subsection (a) of this section require the head
‘of ‘an exécutive department: or agency to take:a proprietary interest in an:in-
vention:greater than that specified in subsection (b} of 'this: section, he:shall
take such: greater interest unless he:determines, after examination of the.facts
of :the part‘leular case, that special eircumstances. indicate. that the contractor
should receive all: right, title, and interest in:and to the invention, subjeet to
the proprietary interest reserved. to the United States in subsection (b).of this
section, and that the .public health, safety or securify. would not. be affected
advelsely as a result-of the contractor receiving:said: rlght, title and 1nterest
‘The criteria for making-this:determination shall be-— :

{1):that the:interest:of the partu:ular executwe department or ageney :

-will not be adversely affected ;: )

- (2) that the:iinterests of other executwe departments or- agene1es of the
Government willnot be adversely affected ;- -
(8) that there is a present eommermal value and potentlal pubhc use

for the invention ; and :

o (4) that.the- developer of ‘the lnventlon can reasonably satleV D‘Jbllc

- demand for and use of the invention.: :
Prlor to making this deftermination, the head of the executlve department or, -
agency shall thake findings. of - fact. thereof. : These findings. of ‘fact shall be
communicated to- the heads of :other executive deépartments or agencies whose
interests may be:affected by .the determination. - The responses of such.other
executive. departments or-agencies shall be considered by:the head of the executwe.
department or ag’eneyr concerned when ItS determmatlon ig: made IR

FURNISIE[ING OF IVFORMATION

Smc 4 (a) Any party entermg 1nto" 'contract under sect:lon 3 hereof sha]l
furnish to the -appropriate executive department or agéncy a.written report
which shall detail full and complete technical information eoncerning any.inyen-

. tlon, digcovery, or improvement made in performance of such contract, in accord-
anee with sueh rules and regulatmns as the executlve department or agency may
prescnbe
" (b} Any patent Whmh isstes to a contractor on an 1nvent10n develeped in
the performance of a contract shall become the property of the United States
angd the patent be. dedicated to thé publie, if upon .a ﬁndmg made pursuant to
subsection {¢} of section 6, and in the event an appeal therefrom. is. taken, such
ﬁndmg is. affirmed by a proceedlng brought under section 7. hereof, that the
eontractor knowingly and Wlllfully Wlthheld reportm of the - nvent:lon requued
by an appheable contraet : S .

Sl

LICENSING OF i'.l.’A'Zl?]i:NTS

Sne 5 Whenever the Gevernment ‘tales a proprletarv 111terest in an mventmn
greater’ than that'specified ‘in subseetion: (b} of section 3 and makes available to
the public use thergof, the- Government shall ‘grant to the contractor whlch pro-
duced the invention an irrevocable exclusxve, royalty—free license for practice of
said Invention if within three years of the taking of such interest by the Govern-
ment, ho actual use is made of said invention by another party. Suéh license.
shall be granted upon apphcatlon by the eontracter to ‘the - pertment executlve
,depa.rtment or agency et . . S

ADMINISTRA.TIVE PROCED‘URE ch DETERMINA’I“IONS o
<BEe. 6 (a): Whenever the head of an exeeutlve department or’ ageney shall
dei:ermlne that an. invention,  made in the performance of: an obhgatmn arising
from a contract where the Unlted States has taken rights no greater thin those
specified in subsection (b)of section:8, has givén rise to new, unusnal,’and com-
pelling factors-related directly to-the public health; safety, or Securlt‘? which did
not exist-at the'time tlie contract was negotiated;: but ‘which reqmre reconsidera-
tion of the rights established under said contract, he shall \Vlthlll smtv ‘days
after receipt of theinforindtion onwhich:that-belief isbased—: ¢
(1):make a:deferminaiion Supported by findirgs of fact that he shall take
+ oft Behalf of ithe: United - States a: proprietary- interest greater than that spee1—
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-ifrediine subsectwn (b) of section:3. pursnant to.the provisions.of subsectmn {a)
of isection 8;:or-that he shall:-take no- greater rights. than are required. by
i+ subsection “(b)iof section: 3:bhecause the invention does:not;come within any

. of the categories:enumerated. i snbsection. (a) of seetion: 8...8uch determi-
nation shall be based upon that-crltema enumerated'm seetlon 3 (a) -and (e)

“i:-. hereof ;' and; < :

SA2): 1f the executwe departmen :_orsagency hea £ etermmes;to take on.
.~ behalf of . the -United States:a:proprietary. interest;greater than;that. pro-
s:owided insubsection. {(b) of: section-3, he shall: transmi to; the contracto;v

: -wntten notice of his 1ntent10n, swhich notice shall—-.; .. - Ress

“(A). specify. the natare of the proprietary: mterest in: that 1nvent10n

YT Whmh the executive department 0T agency head claims: on. beha]:f o the

o Umted States; . ; i
(B) state with partlculanty the basxs for behef t,hat the Um ed ) tates
©is entitled under this Act to take:such interest:in that7invention ;.and.
- (C) aecord to the contractor, or his duly authoriz_ed‘representative;'an
opportunity for a hearing, conducted pursuant to the provisions: of sub-
section (c¢) of this section upon the question whether the United States
is; entitled under thls Act to take such propnetary mterest 1n tlmt
© dnvention.: ‘

(b) If no appheatmn for a hearmg is made by the' contractor or any other in-
terested party, within sixty days after receipt of notice by the contractor,’ orifthe
executive department or agency head defermines upon the record of any such
‘hearing that the United States is entitled under this Act totaké a proprietary in-
‘terest gréater than that provided in subseetion (b) of section 3, the éxecutive de-
partment: or agency head shall issue with respect to that mventmn a written
declaration of taking.on behalf of the United Steates which ghall—"Ti00 ok

- (1) identify with particularity the invention to which'it 1e1a1:es and

(2) specify the nature of the proprietary interest therein so’ taken ‘on be-

o haI.f of the United States. Such declaration shall be served upoithe contrac-
“for or upon hig duly guthorizéd: raeprosentative; ‘and-a copy thereof ghiall be
transmitted to the Commissioner of Patents. - The-exeéutive department or
‘agency head shall advise:the COmmlssmner of: Patents ‘promptly coneermng

“ithe pendency -and result of any judicial review of guc declaramon

(¢) Whenever any section of this Act provides for'a ‘hedFing t6 be' condicted by
an executive department or agency into the question of the proprietary of any
determination made thereunder,’ there shall be-issued to the parties involved a
notice of intention to hold a hearmg not less than sixty days after ihe mailing of
‘such notice. . Any hearmg held under, this subsection shall be conducted in éon-
'fo1m1ty with the provisions of the Admmlstratwe Procedure Act. There. shall
be a right of judieiat review ‘under section 7 of this Act to any de 'smn'by an
executwe department oOr agency utidér this subseetxon

] UDI(}IAL .‘R.EVIEW

: 8EC. T.-Any; pe-rson aggneved by any .declaration -under. sgections 4- 5, and 6
may: under. the Mederal Rules of Civil Proeedure, title .28, United:: State»s,\Gode,
obtain a review. of such determination. in the United: States Court:of; Appeals: for
the District of Columbia or inh-the,court of appeals of the:United: States for: the
judicial circuit in which such party resides by filing an application for sueh -
review within saxty days after notice.of such declaration or determnation, Find-
ings of fact made in the administrative proceeding, if supported by substantial
evidence, shall be conclugive.. The! Judgment and- decree of the court ‘ghall: be
final, exeept that it shall be subject to review by the. Supreme Couit upon certw-
rari, 4% prowded in sectmn 1254 of t1t1e 28 Umted States Code

‘RIGHTS BY. IMPL ICA‘I‘ION

8. 8. No;rights- granted. under: . any mventmn 01 pa pursuant o sectlon
.3 or. section: B: hereof: shall be deemed to grant any r1ght by 1mp11cat10n nder
any othe1 mventlon or:pate t ;

GOVERNMENI‘ PATENT ?ROTDGTION y:

Sec. 9. (a) Whenever propnetary rlghts splemﬁed under subseetibh (2 ‘of
section 3 are taken to an invention by and in behalf of the United States through
a declaratmn of taking, the head of the executive department Or agency mvolved




ators and developers of. technology will be an, mcreasmgly 1mportant Factor in .
this growing international competitive struggle. If the représentatives.of Amer-
ican industry are to have maximum leverage. in this struggle it is imporfant that‘
they not.be deprived of the assei of patent protection in forelgn countries.

Tor thesé reasons I believe that, almost without regard to the allocation of
U.8. rights in contract-connected 1nvent10ne disposition of foreign. rights shoutd
normally be left in the hands of private eontraetors Necessary gafeguards In
terms. of comptlsory licensing in sitpations invoiving essentlal mternatmnal in-.
terests of the U,8. Government could readily be provided for.

I believe that with revisions related to the above suggestions, 8. 1809 would
well serve the public interest of the United States. I endoise the balanced and-
flexible approach which §. 1809 represents and hope for ifs enactment into law, -

We appreciate-this opportumty to express Our, views on ‘this subject. .If we.
can.aid the subCOmmlttee in pursumg thls matter further we Would be pleased.
to do so. ) : . ) R R .

Smcerely yours

) .FeAN.o;[_e KMcC nn,;—'Vk}oé Pre‘s-_men'r.__ g

e HAZELTINE Gonr, '
thﬂeNeck NY Juh/l 196‘5

Hon Jox L. MCOIEILA.N S
Chadrman, Subcommitiee onPatems deemwrks and C‘opymghts,
UJS‘ S(mmte, Wa.shmgfon D g P i

DEm SENATOE. MGCLELLAN For years we have anxmusly hstened to the in-
tense debates on. Government patent policy which have culminatéd. in 8. 789:
{ Saltonstall), 8. 1809 (McClellan}, and 5. 1899 (Long), now before .your com-,
mittee, We t}.unk it imperative that the issue be brought to an’ early éon:
clusion in order thif the harmt] Gecertainty in industry be ended. | .

Before cemmentmg on the three bills, permif. u¥ to outlm ‘ p y

.To us it is erroneous to .assuine that bécause’ the Government eXpends fundsr
in research. and development contracts with us, it ig the, father ‘of regulting in:

ventions. Such.inventions are the ou’cgrowth of our 40 odd; years acoumulatlon
of sgkills, experlence and.invegtment in electronics, a field in which, we are an.
acknowledged leader. We  think it gnite. fair that our Goyernmént partner‘
receive a nonexclusive hcense bt 1o inore, fbecause the intellectual property is’
basically ours—the creation of the brampo-wer of our skilled techmcal staff; Whlch_
we alene train, suppori, and encourage with private risk capital. :

All agree wrth the Government's desire to.have inventions.put, to actual use,’
After all,.that is the purpose of the pa'tent system, But we believe this can best=
be aecomphshed by preserving our, freedOm to exploit for proﬁt inventions which
are, in any. event our own creation, As prudent managers of our stockholders’ -
intérests, We are very reluctant to risk capital in developmg an 1nvent1on if we, ..
do not haye the shield of patents unhampered by fear. of Government relzure.
True, we will do it without patents if the gamble is a good one, but we will do it
more, often with unencumbered patents. And make no mistake about it—com-
siderable risk is invoived in further research, product development and mar-
keting, after an invention iz made, to put the invention in use by the public.
We do not believe you are going to ﬁnd businessmen as eager to take these nsks_
where the patents are in a Government gortfolio, :

The history of our company is very much gefmane to the subject. " Professor
Hazeltine left Government service at ‘thé end. of World War I with an idea on,
how to apply defense technology to the then-embryomc domestie radio recelver
market. The company was. formed arovnd him and grew to. its present size in
the intervening years, during awvhich it contnbuted extensively to the commer-
cialization of domestie radilo, monochrome, , telévision, and,. finally, color tele-
vigioh. - OQut’ of thig grew extensive contributions to defense electronms Patents
were, an extremely important part, of the business ;. 1t is quite probable that it
never would have developed without them..

Despite what Senator Long is said to have testlﬁed the petents, in practlcal
effeet were the result of many millions of dollars of Hazeltine’s own risk capital,
not. the Government’s. Senafor Long obviously does not have the facts. Of our
present portfolio of about 500 U.S. patents, very few were the offshoot of work
under. Government contracts and only. because our people were able {0 use our
prlor skills 11'1 the Government pro;eets Of the latter, nohe playeqd _anyﬂeu_bet@n- -




stukmg out sectmn 4(b) e
(£) The Coal Besearch and Development Act of 1960 {74 Stat 336)
by striking out section 6.
(g) Section 4 of the Helium Act, as amended by the Helmm Act ‘Amendments
of 1960:(74 Btat. 918)- is-amended by striking out the following language: “Pro-.
 vided, however, That all research contracted for, sponsored cosponsored, or au-
thormed under anthority of this Act shall be provided for in guch 2 manner that
all information; wuses, products; processes, patents, and other developments
. regulting ‘from: such research developed by Government expenditure will (with
such. exceptlons and limitationsif any, as the Becretary may find it to be neces-
sary in the interest of national defense) be available to the general pubhc Lt
(h) The Arms Control and Dlsarmament Act of 1961 (75 Stat 631) 13 amended
by striking out seetion 82. K
{i) . The Water Resources Resea.rch Act of 1964 (78 Stat 329‘) is a.mended hy
striking.out section 308, . - )
- {3)The Appalachian Regmnal Development Act of 1965 (79 Stat 20) 1s amended-_
by stnkmg out sectmn 302 ( d) -

EEI‘]: OTIVD DATE

SEc 14 ThJs Aet shall take efl’ect on'the ﬁrst day of the fourth month begln-
mng after the date of enactment of thls Act .

Sena.tor J OHN L MOGLELLAN,

C’ommattee U.S' Senate, Washmgt I s .
DEAR SENATOR MOCLELLAN :-I should like o submt for the ecord a brlef state-‘
ment of my personal views on 8. 1809 and 8. 1899 concemmg Federal patent-
pohcy on which your subcommittee held hearings last week::

s In summary; I favor, with g few exceptions, the terms-: of the chalrman s b111e
S 1809, and dppose the terms of Senator Long’s bill; 8.1899. - .o -

For: 10 Fears, my:applied. economie -and:; management research work has re-
quired frequent and -intimate contacts with: Industry. ~During the last-5 years, -
the bulk: of these:contacts have - heen with technically;-orieirﬂted::ﬁrms nationwide.
The.problems of - Federal patent policy have: entered -into. many-aspects of -this:
reséarch work: (which has been sponsored both by Federal and private funds).

Thig, experience,. plus study of the extensive hearings and. publications on ‘the .
subject of patent rights: arising from federally sponsored contract research; have.
led me to-conclude that with a few. exceptions, patent rights should rest:with.
private 1ndustry .or:ghould be . made.available on a limited-exclusive basis to.
private industry.. Hence, my . views are largely in agreement with 8. 1809, .

. Proponents of -the opposite viewpoint make . very appealmg arguments about
the merlts. of a Government title policy such as-advocated-in 8. 1809, .Almost
none of these arguments stands the test of scrutiny, in my:opinion. . For example,
the argument is made.that the Federal Government. should:take title to-all.
patents arising out of regearch supported by the taxpayers.to protect the public
interest from “giveaways.” But, rather than protecting.the public .interest, I.
believe a Government, title polmy harms the public interest by disconraging the
commercial: application of the fruits of the public’s R. & D.-tax- dellars—thus
tending to: deny. the puble new, better, or less expenswe products.. ¥ have been.
convinced of the validity .of industry’s argument in this regard. = Since industry
usually has to. invest 10 or more times:. the R. & D. cost of an invention in design-
ing; producing, and marketing it, there is a greatly reduced incentive to invest
large sums to develop inventions on which the patent rights are nonexelusive.

Returning to the chairman’s bill, 8. 1809, I feel certain that my few objections
to this bill were covered in detail in testlmony made to your subcommittee last.
week, 1 only wish to. state my belief.in the geneérality, that the more remote the
Federal Government can place itself in suech administrative matters as selecting
11censees and protectmg hcenses from mfrmgement the better . Such actlwtles,; ;




Our mvestments in: regearch and development. have averaged. almost 81 mlllion
per year. singe.the.founding of the company and are eurrently running at .over
. $2 million per year.- Practically. all of this R.. & D, mvestment has Come out,

of company funds without Government support. . :

Our-company is a pioneer in the practical commermal apphcatwn o-f atomlc
energy. to peaceful indugtrial uses. We. demgn, manufacture, sell and service
a large -family of preeismn radlatmn gaging and control systems especially
adapted to meet widely varying reqmrements of the matemal -processing indus-
tries. ‘We have installed well over 7,000 gaging and control systems, employmg
radioisctopes, in such basic material-processing indusities as ru'bber, paper, plas-
tics, tobacco, steel, and chemicals. Our products, sold under the: trademark
“AccuRay " comhme principles of nuclear phystes, advanced eleetromcs and
servomechanism theory to provide extremely precise measurement and control
of moving materials being processed.or. chemicals flowing in pipes without con-
tacting or touching the materials being processed. ¥For example, some. of our
gages measure the thickness variations in extremely thin, plastic sheets, such
as-are used ;for.food wrapping and packaging, and control the sheef profile to
tolerances measured in mieroinches at commercial process speeds.  Others of our
gystems precisely control the sheet thickness of heavy steel sheet traveling at
handreds .of feet per minute and almost instantly detect abnormalities that might
cause severe damage to the sateel-rolhng equipment, = Others of our gages measure
densities of liquid or «dry chemicals in pipes with accuracies of better than 1
percent or premsely determlne the f111~leve1 of matemals 1n bottles 0'1' cans on
high-speed conveyor lines.

All this has been made possible by ut111zmg radmtsotopes made available by
the ARC for commercial uses, withouf significait Governnient financing or sup-
port. In fact, the Government has only recently come to our company to take
advantage of our technology developed at our private expense. :

Patents have played. an..important part in protecting our substantial private
R. & D. investment, Our U.8. patent portfolio hos now grown to about 120 issued
patents with over 100 patent applieations pending. . Accordingly, cur company
is very much concerned ‘with Governmen‘t pohcy and administrative procedures
concerning Tights to inventions developed undér 'Government contract. We
would like: to help Government agencies make use of our, know-how but, under
the widely varying policies and procedures of various Governmeiit agencieg, we
find it difficult to-assure that our commercial rights in ourpaténts and technical
data will not thereby be jeopardized. We have particular diffienlty . in dealing
with the AR because of statuiory. reqmrements and the ARQ's vestrictive patent
and data policies. These problems are also present in. varying degrees in deal-
ing with the National Aeronautics and Space Agency, the Federal Aviation Agen-
ey and various branches of the Department, of Defenge.  Some of these prob-
lems. cannot at present be. completely resolved by the ind1v1dua1 Government
agency because of statutory. requirements; others are created by nonstatutory
departmental policies. . We hope that a few specific examples of recent prob-
lems-in dealing with: these Government agencies with: respect to inventions and
technical data will serve to.point up-the need for a more effeciive, f:heugh ﬂex-
ible, Government patent pohey Which. Wlll help us in deahng with: any Govern;
ment; ageneles -who may seek our.services. . : ‘ )

PRESENT PRA-CTIC‘ES OF' VARIOUS GOVE'B-NMIZNT AGEN OIES ON PATENT RIGETS

Tou aré mtmlately familiar with the present dwersmy in practice of the Gov~
ernment agericies and departments with regard to patent: rights. "It would -
appear helpful however, to review brieéfly these practices to see how they affect
a comipany in the pesition of Industrial Nucleomcs Corp. wliich is partienlarly
interested in developments relating t¢ atomie - -energy and has acquired: special |
eapabilities in this ﬁeld almost entirely" W1thout sponsorship by the U S Gov— '
ernment. :

Industrial Nucleonics Corp. has had an unusual’ opportumty to experlence in
actual situations the current attitudes and practices of varions Government agen-
cles:-on patent rights. In fact, within the past 2 years, Industrial Nueleonles
bag.negotiated with each of the Navy, Air Force, NASA, and the ABC, and con-
tracte have. been. obtzined from th agencies. or, departments I. will refer to
: of the practlce 0 £56. departments by usmg the actual lan-
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able for such purposes’ &nd I-kiiow of ho Government-agency whose mﬂndate itis
to get drugs through YDA approval. Ifthere areany instances wherea Govern-:
mient agency hagin fact accomphshed this; such-an occasionmust be 80 riare as to:
represent the exception that proves-the rule that in thig countiy virtually all of:
the’ drugs: presently employed -were” brought to the patlent a.nd the physmmui
through a pharinaceutical company. . ; -
Suppose some of: the basic research 1ead1ng to a potentmlly useful dru :
accomplished in 2 unlvermty under partial or even:complete NIH:subsidy: - The
distance bétween that dlSCOV&l'y and the ultimate approval of the drug by the:
FDA must be measured in years-and in hundreds of thousands or in millions of!
dollars.. Would a pharmaceutical company ever take thit financial risk -with-
out having some assurance of protection for at least a certain period of time?
My own feehng is that, under such conditions, shch a-company shoild be given
% semiexclusive license (the other partuer obkusly beang the Government Wlnch'
should retain rights té such-an invention ) for:
the date that FDA approval had been granted, Thete is a very good reason for!

That proviso—TIF, ToF Tmstace; The invention’ déalt with 4-machine] 4 company:

could estimate the potential market, the size of ity own investment reguired 'to’

brirg the product to the market, and the chances of recovering its investment and: /

of uItlmately making a profit.” This i clearly not the'cage with a drug. -~ Some:
of the most promiging drugs fell by the waymde after several yearg of- extensive
clinical festing, Furthermore, the less there is kuown about a given'clinical use
and the less precedence there ig for' sumlar drugs in that ared, the longer it takes
the FDA to grdnt approval—and’ properly go. T myself have Been’ the-discoverer
or codiscoverer of a number ¢f’ 1mportant drugs which’are now figed clinically:

In. two ingtances—the first’ ant1h1stam1ne and otig ' of ‘the ‘fitst’ oral contracep-
ti¥es—no similar drug existed ‘anywhere on thé market and a great deal of extra’
worls had to be done to convinee the TDA of the safety and eﬂicacy of such'drugs.’
In the case of the oral eontraceptive,. the time interval “between - my initial
chemmal digcovery - (while’ working at’ Syntex)- and ‘the-PIXA- approval wisg' 10
years, 6 of which were spent solely on clinical work; ' Théré sunply must be some

protection to the company for the risk it assumes. ' If thére will e né protec- | -

" tion, then, in my opinion, _the net regilt'of seetwn 4(&) (2 will be that very few\,
if any potential ‘drug dlseoverles made’ in’ umversmes under elther partml or'
complete Government support will redck the public.: 7 -

3. The definitions c-f ‘inventions made” in sections 2{e)-and (g) ‘are somewhat’
vague, &t least in the ared of drug regéarch, According to'the present operation:
of the Patent Office, 8’ discovery is considered pateutable only when a utlhty'
hag been demonstrated:”  In a drug, such utility is its' biclogical dctivity or the:
fact that the. substance can be transformed into another one with b1010glca1;
act1v1ty “Who is the inventor under the definition ‘in" your bill?: The person
whe first made the substance, or the one. who dlscove.red 1ts ut111ty‘? 'I‘he drug:
field is replete with exarmples of the follomng ‘type: i

Frequently a chiemist will synthesize a substance in ponnection with research
that may have absclutely nothing to, do with public health. -The research work
may have been completed nionths or years 4go and then one day this substance
iz submitted to a pharmaceutical company for general pharmacological sereen-
ing, which uncovers an interesting biological activity. Usually, further chemical
modifications must be made (in this instance, probably in the drug firm’s labora-
tory) before the best compound. is obtained which can then be put through the
laborious toxicélogical and clinical programs. Even if the very first compound .
sub:mtted by the outside chemical investigator were the ideal one and required

no futther chemical modification, the complete biological, toxicological, and -

clinical work would still be requued Who iz the inventor under. your present.
bill? The chemist, who made-the substance the fitst time, at a . university
under a Govemment research grant, but had no ev1dence of utility for it and
hence could not paitent it even if he wished to do so0, or the pharmacologist in
the drig firm who discovered the utility? How would such a case be handled?
The second and equally frequent oteurrence is where the chemist hag 4 very’
definite biological goal in mind when he first commences on hig gynthetic re-
search. When' the compound is finally tested, it is' fourid to he -inactive ox
toxic. However, when 'the same substance iz screened for some. completelv
different biclogital adtivity, it iz found to be active. " Again, WhO is the inventor?
I have-described two extreme cases, but there are many others that fall'in,
: between In each 1nstance r have assumed that the pharmacologlcal scr:

'ng;




in- the takmg of said: mghts may make appheatmn to the G‘ommmsmner of }?atents
“for the'issnance of a patent:therefor to suelrefecutive departmerit or’agency: head
oit: behalf of ‘the-United States.  If-it is:determined ‘by:the: Commissioner of
Patents that such: invention iy patentable; a patent shall: 1ssue to: such executlve
‘depariment or agency head on behalf of ‘the United States: o
(b) Bach executive department or agency head may grant a royalty free, non-’
‘exclusive . license ‘for'the practice. of any:invention for which:a patert is held
-under this: Act ondehalf: ofthe United: States if such-licenge-is granted in fur-
“therance of ‘a purpose:set’ forth-in subsection: (£) of gection:3.: -If: such: nonex-
clusive license fails to result in-the practice-of an-inventicn, such: execiitive de- .
‘partment or.agency may thereafter grant an exclusive:license subject to section
-Bi of this Act, provided :a finding: of fact is made by the head. of such-execuiive
department or ageney that an exclusive license is necegsary :toiinsure practice
-of the'invention. © Any party aggrieved by. such: finding of faet may bring pro-
ceedings under subsection:(¢) of gection: 6. of this-Act: - Any license under this
subsection may be- granted for the effectwe permd of the patent or: for & more
'11m1ted period of t1m fe : .

REPORTS TO THE CONGRESS ;

to: t.he Gongresﬂ Whlch contain—

.(1}. the. number. ¢f inventions dlSCIOSEd pursuant to such eontracts, .
{2 the number and .general nature of .such’ inventions with respeet. to
-.whmh the -executive department or agency acqmred mo greater. right than
those spec1ﬁed in subsection. (b) of section: 3, and a° summary of the ﬁndmgs

of fact upon which. such determma.tlons were made A

(3) the . number and, general .nature of mventmns commg under the cate-
. _gorles descrlbed in_subsection A(e).of section 3 wWith respect. to -which no
..., rights greater. than those spemﬁed under subsection, (b) of seetion 3 have
. -'been taken, and a simmary of, the ﬁndlngs of fact apon ‘which.such deter-
_;,mlnations were, made and . i
(4) the. number. and general nature of snch 1nvent10ns in wh1ch the ex-
ecutlve department Or -agency .has. acqmred a. proprletary mterest g-reater

. tha.n a royaltv-free 11cense

-..4‘—. Sy

- B'ULES AND REGULATIONS o

SEG 11 'The Secretary of Gommerce shall promu.lgate rules and regulatmns
for the administration of this A¢t. Each éxecutive department. and’ agency of
the Government may. issiie supplemental rulés and regulations required for its
internal. adiinistration and consmtent Wlth the rules and regulatmns promul—
gated, by the Seeretary of Oommerce e

SEV'DRA.BILITY GLAUSE

= SEG 12. If {@ny provision off this Aidt, or+the apphcatlon -of guch, prowsmn to
aliy persohn o cn'cumsta.nce, is: held 1nval1d the remamder of ﬂns ALt or the apph-
cation of: such pr0v1s10ns ‘toPErsons ior cmeumstan 58 other’-than ‘those-as fo
wh'ch 11: 1s he1d1 'ahd shall not be aifected’thereby e ind Ll

TEOIIN‘IGAL AMENDMDNTE !

SEO 13 (a) The Atomm Energy Act of; 1954 1s amended by strlkmg out sectmn
152 thereof (420.8.C. 2182).. -
(b) The National- Aeronautlcs aud Space Act of. 1908 s a.mended by stnkmg
out sections 305 and 306 thereof (42 U.8.C. 2457, 2458). _
{c) 'The National Science Foundation Act:-of 1950 is amended by stnkmg out
seenon 12 thereof (42 U.5.C. 1871). S
() Section 10¢a) of the Act of June 29, 1935, as added: by ‘gection 101 of the-Act
of Angiust14;1948 (60 Stat. 1085), as amended T United States Code 427i{a) is
amended by striking out the following Ianguage “Aviy’ eoritracts made jpursuant
to this authority shall contain requirements making the results of research
and investigations available to'the public through 'dédication, assignment to the
Government, or such other.means as the Secretary. ghall determine,”.




not be the subJect of patent applrcatlons or patents beneﬁtmg the investigator
or the institation. Having ‘stated 'these “tsyo- prennses Twould mew  like -to
point’ g’ that “the présent patent pohcy is ' probably: ‘nuenforcenble ihi its
current form and that it can be: pernicious if taken Tliterally: - ‘l‘heoretlcally
and legally, ‘thig wﬂl enable the Surgeon General- to' terminate mosét. resedrch

grants at wilt if”all -administrative’ procedures-are-not followed by ‘grantees, - -

since he now has thig prérogsative. I shall demonstiate below: with a; ¢oficrete
experrment that ‘the majority ‘of ifivestigators are- deﬁnltely violating the patent
procedure’ ag'it’ is now defined’ #nd: that they will ‘be forced to comtinue toido

‘g0, ‘becdiise it’ i§' completely impractical. - I-shall also show that, eéven- if the

grantees followed the present- regulatmns hterally, the NIH would be 111 no-
p051t1on ‘to handle the problem.” - :

I am presuming that.the chief’ purpose of the NIH grant program 15 the
development of new knowledge and new oapablhtles in' the ‘health sciences and
‘that such information shiould be niade available to-the: pubhc Thé traditional
and proper Way of makmﬂ it pubhc isi through the'!medium of séientific pub-
heatmn I am assummg, further that 1t 1s not'the pru.nary or! even secondGery

ernment " Indeed,’
by the Govemment they are: made avallable on-.
fulfilling the coneept of’ avallabﬂlty to'the public, - ’ ;

" Therefore; the. only possible’ Justlﬁcatlon for: patents ig tof safeguard the

public froid private individuals or organizations securing patents oh’ the bagis

of earlier publicationhs describing NIH-supported wotk] gincé sich’ patent ap-
plicatlons could be filed within a year of the publleahon date; prowded ‘éertain
other: .eonditions’ were met. " T 1magme thit occasionally such'a situdtion may
have arisen in the past and it is ‘conceivable that it m1ght 8.1'188 in the futare,
Howeyer, if we consider the fact that there are well ‘over 10,000 NTH: grants
in operation per year and that they give rise to’ probably ‘A larger: number of
pubhcatxons, it is fale econbmy in the’ extreme to- devige a’ gystem which will

cost s untold mllhons of dollaxrd in man—years to plug - a possible minute loop-
ﬁ .

hole.’: The reagon for eoneern and for my havmg performed th ‘sp
experiment olitlined ‘be Wy is-the followmg : A
Paragraph 'B2:22 (inventions dnd dlscovenes) ag pubhshed m the Federal

TRegister is covered in’ fiirther: detail in section 505 of the Granty’Manual- dated

Jz‘inuary 1, 1963. “The first- 'sentence of seetion 505, paragraph*A';- reads®
partment of Health,- Ddueatmn, ‘and, Welfare regulatwns (45 “CTR, ptsi*
and 8) provide as a condition that all inventions arising out of the Hctiviiies
aseisted by Public Health Service: grants and awards shall’ be prom/ptly w.w-
Fully reporied to the wargeon Geiieral” [ Biaiphasis supplied?]

Thls report aeeordmg to parag1 aph t take the followmg form

3 “o ronMAL Rmronrs or INVEN’I‘ION :

I respeet to mventlons reported dlrect to the Surgeon General for determlna-
tion.under Department: regulations; a. formal. report of invention:is required
in  the nature of answers to 18.guéstions - listed: in:the:outline  for invention
reports - {exhibit 2).-The form and:other speelfic mstructmns foxr: submlssmn
of the report will be provided upon request. w

“Progress  reports, which  may.:include descnptmns of 1nvent10ns, may not
-substitute for formal reports of inventions.”

In -other swords, -in: order to::prevent :the::glight: posmblhty that some other
investigator may:: patent: work: performed by: an NIH grantee, all possible
discoveries or inventions.should. be.reported to the Surgeon: General, who:will
then decide whether. patents should be ftaken out. .TIf 10,000 to 20,000 publica-
tiong- are produced..each .year out. of NIH-supported projects, the. possibility.
then. exists-that the Surgeon-General may. wish.to protect. several- thousand
or perhaps all of them by patents. In order to be able to:decide on this point,
he must first have the necessary .invention. disclosures;: .hmh cannot be the
usual annual reports of work performed:under such grant

NIH form PHS 3945 (dated Marech:1962, and now: meluded in: every new
grant application form). defines an mventmn in:the.very. broadest terms. . In
fact, these terms are-so. broad that; if the- eriterion: of patentability. is not

left open, to the individual investigator; a completely preposterous situation

must arise, T shall cite one specific example 1 According:to. the:present regu-

-.latmns, any mveutlon o dnscovery (W1th1n the broad deﬁmtwu of PHE-3945) -
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ﬁcult declswns whmh would be behter 1eft to the pmvmte sector if. appropmate
mechaiiisms ¢an be developed e : .
Smeerely,

o JOHNG WELLES '
s Head Imiustmwl Ecocnomws D’b’msmn L

STANFORD Uivzvmsﬁ*r, ‘ :
.. DEPARTPMENT O0r: CHEMIST
St%fﬂfd C"ahf August 30 196'5

Hon J OHN' L MCCLELLAN, Do
Sengte Subcomnidttee on Pwtents,
U.8. Sencte, Washington, D.C.

My Diar SENATOR MoOLELLAN @ L-hope that'it is not: yet too late to send yOle
some comments on your proposed biil, 8. 1809, Unfortunately, the complete:text
of ‘thi¥ bill‘reached ‘me only recently. I.am sure that you bhave received numier-
ous communications on the subject and I would like. to lilnit: myself:to only three!
points which have some bearing on my professional competence. As a university
professor, I have pubhshed geveral ‘hooks and-well over 500 gcientifie articles
in _.the fleld of organic.chemistry, largely on heasfth-related subjects, and over
half of this work has been supported partly or completely by grants from two,
Government agenmes {National Institutés of Health and the National Seience’
Foundation).” I have also had, and gtill have, intimate conneections with the
pharmaceutical mduatrywhavmg been a research chemist or director in two such
companies prior to Iy aéadeéntic’ career, and currently serving on the board of
directors'of ‘one ‘of thesd ™ (Hyhitex Gorp) However, noné of my university re-
search ‘g’ currently béing ‘performed in collaboramon w1th any pharma.ceut:te 1
company. N

-On the’ whole Tam very favorably 1mpressed Wlth your b111 and am largely'm‘

.'agreement w1th what you are trying to- ‘accomplish. There are three points,

however, where:I believe. that: modlﬁcatlons W111 strengthen the b111 and be of
ultunates advantagetothepublic. . oo :

1. You draw no distinction between contraef:s and research grants In uni:
versities, and: especially in-health-related areas, virtually all of the Government
support is obtained in .the form of grants rather than contraets.  In-section 3
{b) (1), your bill: requires “the prompt -and full-disclosure by the contractor to
that agency. oft any-invention made in the course of or under the contract:: . - .

+The NIH has alréady-been operating theoretically under this assumption: under‘
thelr revised patent policy.. In connection: with:its.publication in the:Federal
Register, I wrote: to the Burgeon Generalon July 24, 1963, indicating: that’such a.

| reguirement is totally unrealistic smce it eannot be- comphed with anid canpot be

enforeed.: -Many of ‘the comments in'that letter (especla.lly po: 2-4); of which T+
amenclosing a copy, also apply to section-3(b) (1) of your bill:i(every university’
geientist working under: partial Government support is 2 “contractor”) and I be-:
lieve that an appropriste modification inthe wording should be-conzidered.:
Other than acknowledging. réceipt of that letter, I neveridid receive? ‘any reply
from the Surgeon Genéral:: Senator Wayne Morse with whom I once had some!
persondl discussion during -a platie’trip on the general subject of ‘Govérnment:
suppoit-of ' academic: research: had this letter ‘and:soine related ‘material re-
published in the- Gotngl'esswnal Record (August 6 1963'? ‘p 13434«13440 and
especially pp: 1343913440}, .

‘2. In- sectwn 4(9.) (2), your b111 reserves prmc1pa1 o excluswe rlghts to thex
Government in any‘invention made in the field of- public hedlith! - While T Sym-.
pathize with the motive, the result of this clause—if permmted to remigiri—will’

- have: preclsely the opposite effect in that it will be'to the dizadvantage of the tax-:

paymg public.* ¥'am making his rather blunt statemetit fot the following reasofis.

To ‘my kiiowledge; durmg the past 10 yedrs probably hot a’ single important
drug has 'been developed 'in an American Government or: university laboratory
and’ brought to approved: human use through the TDA. by such’ &’ agency or
university. TUnder present FDA régulations (with Whleh. I agree), the possi--
bility ‘of such: an. event happening becories virtially zero, I would estimate
that, in the: eage of a new drug, it woiild“cost an' abisolitte minimum of half a’

 million dollatrs, and frequently several millions, to gatisfy all the FDA require::

ments for human use and for manufacture. No university has such money avail-




by some minformed, indiyidual, because 1t is poor sdministration and. 1neﬁiec—
tive procedure to. have a regulation on the books which no gne éan follorw
only purpose I ean see in it is that it now gives the’ Surgeon General & mean
terminating a. ‘grant in “midair” by pointing. out uthat a grantee has »nc-t follo
an’ administrative regulation. .

I recommend that the patent pelicy be srmphrﬁed and adapted to the de facto
gitaation:

(@) No. 'patents are.'to 'be ﬁled by any NIH grantee’ unless he' proceeds in the
manner outlined in the present patent policy (sec. 505 ( par. A).

() But, if the NIH grantee does not intend to file a patent apphcatmn no
specific report shonld be required of him, his annual progress. report and ‘the
eventual pu'bhcatlons Tepresenting suﬂiment ev1dence that he has comphed wzth
-the Spmt in which the grant Wag ! made . L . e

- Yoms smcelely, v e

.'OARL DJERASSI Prog'essor o_’f Ghemwtry

\Ir Chaxrman and dlstmgulshed memhers of the suhcommlttee, my ‘name iy
Robert C. Elderficld and I appear beforg you today solely as an individual vitally
interested in the future appheatmns 'of such discoveries'and mventmns as may be
fortheéoming: from’ our scientific and'technological -community’ to the “generdl
Welfare of the people of the United States.

I am g professor Of chemistry’ at ‘the Umverslty of Michigan,a member of<the
Natioiial Academy of Selences, a former chairman of the Division of Chemistry
and’ Ghemleal ‘Technology' of the Natlonal Research ‘Couneil-National” Academy
'of Séiences; a’member of the Board of Directors of the American Chemical Society
and chairman of the American Chemical Society Board: Comnnttees on Edncatlon
and- Students, Grants and Fellowshlps, and Infernational Aetivi
T hive ' served:on: vamoua-_‘-adwsory panels ancl Gormitt ‘o the Natlonal
Institutes* ‘of Health and ='present1y ‘gerving on fhrée dd iSOry ‘hoards to thé
ADepartment ‘0f the ‘Armyi- I am the author or coduthor of §ome -200- selentifie
paperd and-the holder of some 14 patents assigned to both- prlvabefmdustry and
various agencies ‘of' the Governfuent, I have: no: onnectlon Wlth ‘Any llld'llBtI‘la].
organization’ inferested in the pemimg legistati :

{Three bills are hiefore pour commitiée fors conmdelatlon S.
‘Benator Long; §:1809; introdiiced ‘by Senator: McClellan ; and -8, 789, introduced
by Senator- Saltonstall I undetstand o fourth bill, &, '2326 introduced by Senator
‘Dirksen;imay alsoibe: considered by the’ subeommltte .Wh.lle T:have not studied
‘this bill in: det_ il ppears to be Ao llne Wlth the phﬂosophy expressed in: my
stabement

“Previous testlmony has amply documented the arguments agalnst S 1899 and

I:d0 not propose. to:belabor:these.::'I intend, therefore, to confine my remarks to
§. 1809 and 8. 789. PFurthermore, I shall lnmt my remarks to-the. application
of the regults of fundamental:regearch:subsidized in.whole or in-part:by Federal
funds-in the umver51t1es of tlle country to the general heneﬂt of the people of the
Unlted Stateg.

. Previous w1tnesses befme you have emphasmed the COSt and the: ﬁnanmal I‘]SkS
1nv01ved in:the reduction of a laboratory #‘discovery or invention’:to practice or;
in other words, “development costs” in relation to “research. costs.’:. I should like

to -explore-this phase of the problem:a bit. further with partlcu.lar emphasis on .

matters affecting the public.-health, welfare, and safety of the Americaxi people.
I believe that a strong case.can be-made for the argument that cooperation be-
tween university . smentmts and. industry is capable of 1eturn1ng ]:ugh ylelds for
the benefit of £he publicin these areas. |

.- Let us consider briefly the history of chloramphemcol (“Chloromycetln’?) as a
pume example of the fruits of university-industry collaboration with resultant
tremendous benefits £o manknd, This material is one of the major antibiotics
useful in treatment of. typhoid fever, typhus, undulant:fever; and many: other
infections. In 1947, Paul Burkholder, then:professor of. microbiology -at Yale
University, working under a.pharmateuntical company  grant,-collected a. soil
sample in Venezuela, cultured this material, amd sent it to the company for
further testing. The powerful therapeutic activity of the antibiotic constituent
was then discovered. This was followed by extensive development work at the

1899 1ntr0duced by -
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is:done by a drug firm. . This assumption is well founded, being based on' my years -
of academic research where I.wasinterested in-having certain, substances. exposed
to a.wide pharmacological screening and found no Goverriment or.university
laboratory .equipped to do so.. : I still remember filing an NIH appiication more
than 10. vears ago. on natural produets from $outh. Amenc-an plants where the
NIH study section inquired where the biological sereening would be done.  I-
indicated: that I planned.to send the substances te various drug firms such.as
Eii Lilly: (& company with whom I had no formal connection. whatsoever at that
time, not.even as a consultant) and this reply was considered entirvely satisfactory .
by the NIH at that: time.. X{ I were to attempt to do thig now, I would probably :

~encounter great dlﬂiculty in locatmg 'any firm that, would be; mterested. in carrymg :
out such gereening,

- Why can such sereeumg not be d.Oll,e ,In unlversrty lalboratones‘> It is possmle
to find investigators in. pharmacology departments.of certain medical schools.
who might be 1nterested in. testing compounds for a very specific type of bio-
logical- action. that they happen to be interested in, but I know of ro such
department in the United States or elsewhere where a broad: I]:>1olog1ca1 screen- -
ing .for a. wide. variety of activities.is performed In, fact, many. of the best
pharmacology departments in medlcal schools. eonsnier such work beneath them
and are much, more interegted in studying the:mechanism of action of kiown.
drugs or actua.lly performmg biochemical research There is. nothlng Wrong.
with tlns, since such work is very 1n1portant but it does not answer the guestion
'of where such sereening can be performed. in i ',

- What about Government. laboratories?. ain;, sereenmg for ce1 tain actwmes
can be. done in certain. Goverument laboratonee, but - general pharmacologlcal
screening for a1l types. of_' potentlally interesting bmloglcal and, bactenologleal,-
activifies is not avallable in any Government laboratory If it Were, I would be
very interested to learn, of it,- - About 10 years: ago, while I wag a professor at
Wayne State. Umverszty, I submitied, various, compounds to the. NIH for testing
in: certam hormone aesays (a speclahzed s.nd very limited type of aet1v1ty) and
some. of the results: have, come in to me only during the Iagt 2 years. Frankly,

- 1had already forgotten ‘that I had ever submitted thede, substances. . I am not.
citing this example as a. criticism of the, NIH On .¢he contrary, the NTH is’
fulfilling its Teal mandate very effectively and is playing an. absolutely indispens-
able role in supportlng most of -the healthi-related basic research in American
universities. . Furthermore, a great deal of. hlgh-eahber inframural, researeh is
also being performed by scientists at tfhe NIH. General. pharmacological screei-
ing, however, is not,one of the funetmns of the NIH and conséquently. is not
done there to any extent .4t leagt: as far as I or many of 1 Wy Auniversity colleagues,
areaware, -

Thavethei 1mpressmn that the new NIH patent regulatlons have vn tuany dued'_
up this type of collaborative research between académic chemisty and the pharma- -
cological laboratories of drug firms. I believe that this is a plty, becaunse theré
ig little doubt that worthwhile drugs come. out of such collaboration and that
the one who. guffers ultimately.  is  the patient. . The preeent prowswn (sec, .
4(a)(2)) of-§. 1809 is unhkely to ehange this state of affairs, .

e Yours smcerely,, ) L

OARL DJE'RAS.SI P'r'ofesso‘r of O’hemtstry

T STANFORI} UNIVERSITY,_ o
o T DEPARTMENT 0F OHEMISTRY,
v ) Stanfwd O'a,hf July 24, 1963
Dr LUTHER TERRY coT :
Surgeon. General, Depafrtmem of ‘Health, Educamon cmd Welfm"e US Pyb-
lic H calth Sermce Bethesda Md.

Diar Dr. TERRY : In your memorandum of June 12, 1963 addressed to ‘all

NIH grantees, you invited views and.comments on the proposed research pro;-'_ '

ect grant regulatlons which appeared, in the Federal Register in early June,
This Jetter encomipasses both.comments and. criticism on the present patent
policy and ;I trust’ that 1t reaches you. before the explratmn of the 60 day
deadline.

At the outset b w1:,h to emphasme that I am discussing only research grants
and not research contracts, Furthermore, I would like to state that I am
in, complete agreement with  the: basic premige of the. NIH patent- policy ;

_ namely, that 1nvent10ns made under partial or. total NIH grant support gshould
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That sectlon 4(a)2, whmh applies_substantiailly the same restrictions to the
ares.of “pubhe healith,” Welfare, and safety” as are contained throughout the
Long bill (8. 1899), be modified so as to provide in positiye langnage adequate
incentive to. restore the pagt most fruitful collaboration between the university
seientists and industry which af present Lds largely vanished, Such agtion comld
not but he most effective in maklng available to the pubhc ‘at large the benefits
aceruing from the heavy mveetment of pnbhc funds i atters of pubhc health
welfare and rafety.

Specxﬁea]ly ‘I would suggest that a given pharmaeeutxcal ﬁrm be granted an
exclysive license under either NIH-owned patents or prefera,bly patent rights
released by the Government administrgtion”by the grantde™univerzities’ them:
seives on 4 new agent for'a mutudlly agreed on tefm of years for’ recognition of
its considerable contribution to the research and development effort involved as
well as for the risk of itg private capltal In retiirn the cotnpany stounld use its
best efforts to make such an’ agent promptly available- 10’ the ‘Puplic at a- reason-
able cost eommensurate Wlth the ﬁrms mvestmen of eaplt ; fac111t1es, and
knowhow, " 7 i s ae

In dlscussmg such-a pohcy wJ.th my colleagues I find: dlﬁerences of opinion
as to the duration of the exclusivé: lleense A good: bit depends on the base point.

If the period is ealculated from the time 4 given 'drug is available for the market
I would think a pemod of the order of 5 years would aceompllsh the objective,

If it is based on the date of 1ssue of the patent possﬂ:rly 10 years should be con-
sidered. The 10-year ferm seems reasonable if it is kept in mind that some §
years normally elapse between the d1soovery of a new agent and its avaﬂabﬂrty
“to ‘the public. 'The new FIDXA ‘rilés dlone reguire some 3 years of clinical expe-"
rience with an agent under close surveillance prior to its approval. -

The dmposmon of “offshoot” ‘patents’ arising. from efforts by the firm and -
financed exclusively by the firm dunng the ‘eourse of the development work
warrants’ eonmderatwn My feehng JS that these should remam the property
“of the firm: "

" Adequate ‘safeguards to ingure prompt performance ‘of the development Work

-and to protect the public from exhorbitant prices should be part of the licensing -
agréement, These are probably mét by the “march 111” prowsmns of the b1lls ag
they stand.. * S B

Tt is also 1mportant that e.ll contract arrangements be e
understood in advance of any pertlclpatlon by a firm; )

Senator Saltonstall’'s bill (8, 789) décomplishes essentmlly theésé ob;eetrves
However 1 beheve, as 1nd.1eated -aboye, that the 3 years allowed for placing a
new product in commerc1a1 use as given in section 6 is too short and should ‘be
rou ghly doubled at least in the case ‘of. neW therapeutlc ‘agents.

"From 1959 to 1964’ the number ‘of major new chemicals 1ntrodnced yearly as
prescrlptlon drug products declined. from 63’ to 17.  While during’ the same
time the aggregate yeirly research’ ahid developiient expenditures of the pharma—
ceutical industry inereased from about 190 million, to about 300 million. Clearly
thisg portraye a dramatic plcture of” mcreased ‘costs in research dnd development
Wlth a corresponding decline in major neéw prodnct 1ntroduct10ns and under-
seores the need for a reasonable degree of market exclusivity:

It has also been estimated that the time spent on, developmg Just one neW,
efficient drug, if only one person were involved in .all study and research, would
require 19 working years or 58,000 hours of the worker's life. “This WOI‘]{ and.
the attendant expenses in many caseg is completely lost if the safety and efficacy
of the drug is not demonstrated to: the complete satlsfaetlon of the Food and
Drug Adhinistration.

1 submit. that merely an investrnent of this magnltude in development of a
single drug whish is .covered by a Governmentowned patent provides ample
Justification for 11m1ted ‘exclusive, pr1v1leges for a cooperating company without
congidering, the high failure rate in the developmernt, of chemicals into useful
drugs. The alfernative is for Government to assime these development costs.
Otherwise'advances made pOSSIble by federally sponsored research will remam on
laboratory ghelveg indefinitely. .

In conelusion, I should. like to express
of presentmg my wews .

luded or. clearly

my appréciation for this opportunity




must be :reported  immediately: fo -the Surgeon. General. . When this is done,
the investigator,receives. . by. return mail -an outline” f01 invention report,
consisting of 18 questlons and. included as .exhibit 2 in the Grants Manual. I
personally have, received, such -a questionnaire, If I weré to, answer it hap-

_ hazardly, I could do so in.half a day; if I were to answer it in a really proper .
manner, it would take several days. - Only after the investigator has filled ont this
questionnaive and returned it to the NIH .will the legal staff of the NIH
decide whether this material is patentable, regardless of whether. the: mvesmgator
wighes to take out a patent or even whether he considers the matemal patentable.
I maintain that this procedure is not en:forcea‘ble ‘and Would have preposterons
congequences if any attempt were made. to enforce. it, 'Of the several thousand
- NEH grants, at least 50 percent are certain to wcoutam some invention or dis-
covery falling within the definition of NIH. form PHS 3945. Many of the NIH
grants will contain several. such mventions or discoveries.  Among the grants
in chemistry or bicchemistry,. L would estimate that over 80 percent. £all within
this category. - Any patent lamyyer. will confirm that the Qquestion of “p&tenta—
bility”. is very. difficult.to.answer. and that the answer. depends largely on.one’s
attitude. - If-one ig mterested in securing @, patent, a patent. attorney, can make
a;-good case. that R-given; su’bjeet s rpatentab&e while, the .exdct, reverse, .can, he
accomlpllshed if.the attomey is trying to prove that a given sub:;ect is not partent—

able. One ean estimate congervatively that, of all. chemmal patents 1ssued yearly -
by the: U,8: Patent Office, 50 to 70 percent : would be. declared invalid if carried
throngh the courts—the. reason being. Precisely: bhe- uncerbamty which, . exists
about the definition of a:real invention, ; I wonder whether the Surgeon General
. isaware o‘f the fact that many: patent apphcatmns arefiled and ‘patents. ‘granted
in the chemcal and pharmacewtxeal areas, that do not, melude any experimental

[

Apnl issue. OF these, I eould select onIy three (pp -900 1075 and 1086) Whlch

{ 1.could definitely.say.-did not, contain, patentable
stances,: (pp.. 936,945, and 1128),. anexcellent. cas ads for pa.tent--
. ability, mcludmg 2. statement of utlhty Of ﬁhe-re mmg hi artmlen, in- T (pp.
{923, 028,942, 964, 1098,.1108, and, 1118) a.good. case.conld be made for’ patent-
! .ability and in 4 (pp. 104, 1015, 1037, and 1041).. a wealk case. |
: Aecordmg to the present NTH: rules, 14 of. these hid 1nvest1gator$ should have
ﬁled an invention :record. . and swbsequentlw answered the 18 questions of the
outline for. invention. reports.. Reckoned: conservatively in -man-hours, this
would require 1 to 2 months. But the real work would start only when the
NIH legal staff received these docuwments.and started wading through them.
I would estimate that this experiment would have to be muktiplied at least
‘several hundredfold. each yeal to-cover all relevant grants and that the NIH -
would require a degal staff which would have to be 'much larger-than the examin-
ing staff of the U.8. Patent Office. It would also involve several hundred:man-
vears of investigators’ time to handle all the reports, answers, etc., and it should
be remembered that the most productive investigators are: those wwhith several
*  collaborators, who very likely have many such 1nvent10n reports eaeh year at
{ various stages of processing. . -
':_ To complete the above-outlined small wexrpemment from the Afplll 1963 issue of
the Journal -of Organic (Chemistry, T recommend -thai the Surgeon General put -
. 'a member of his staff on the job of checking the 17 grants to determine whether
‘any inventiom stafements have been filed. The chances are’excellent that he
Wﬂl find none, The chances are poor that he will find 2 o 3:and the probability
i infinitesimal that-he will find even 1()—let alon »the expemmentally determmed
14 which would-be.required. .
Does this meansthat=all .of these 1nVESt1gators are d1shonea>t that they are
us:,ng NIH funds without ful'ﬁlhng regulations, that they are 'ﬁlmg paten'ts sur-
reptitionsly ¢ The-answer 4s that the presenf patent policy Is impraetical and
unenforceanle hecause it cannot be practiced—either by the investigators (who
would end up having little: time for redearch if they followed literally the patent
regulations) or by the N¥H.-(which does not have even a fraction.of: the legal
-staff’ hecessary:tohandle hundreds of such reports annually) T eonclude,
therefore, that the! patent policy: should be ohanaed bhefore: an uproar is ramed
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the contractor of title in such 'a case. Suppose, further, that a contractor -
ha# ‘spent- -hundreds of -thousands:of: dollars:of-his own! money- i developing
an-idea: practically -to reduction to.practice:and then uses it: for the first-time
in connection with & $50000 contract. ‘The: contractor-icould,: perhaps,- very
easily have avoided usingthe idea-but, wishing:to cooperate to the maximum
with: the :Governmént he has applied: his best. technology . in: order to give the
dgency involved the Best-possibleisolution:to:its problem; ;Is.it-fair inisuch a
cadsethat the contractor lose: title?:i'We: believe . not.: Henee, awe , belieye- ihat.
subject inventions should-be:limhited to conceptions. :If; on review: of this rma!;ter
it is believed that-gome:Teductions to:practice. should ‘be! inclpded within . the
definition,: we 1espectfu11y submlt that exceptmns should be made when smtable-
equities'are present; : P

Referring to section 3( b) (a) the determmatmn of reasonafble terms and O
ditions. and,:perhaps, -the grant of compulsory licenses.is placed in the hands
‘of ithe agency:involved.  :It:seems: to us that it may: be advantageous from the:
Government's standpoint as well as from. the public-benefit. point of: view,: that
the' agency head do no more than supervise the grant:of the licehses or.be avail-
able as -a “referes”  In this manner, the burden of negotmtlng licenses. Would
be transferred from the agency head to the contractorin.an area. Whele we, .b_e-'
lieve: the contractor would be mere than happy. to assume the. burden, and “wh e
the agency head.is. usually not best able to: determine fair terms and eondltlons
There:is no such t}ung in fheares: of licensing of the use of standard ferms. and
conditions except in very limited situations. ~There is: no substitute, for depth
of experience in a field to appreciate what is fair and Workable and,-what is
not.: For example, what: is.a falr: rate of royalty?. What:is the proper base
to. which the rate is .applied? Should it be the entire.apparatus furnished
or-only the proportionate. part covered by thbe.invention? What should be
done :about information; grant: backs .of rights. posses»ed by the licensee, and
improvements? Should the. licensee or the licensor be required to police the
patent or patents involved? On what gronnds shonld the licensee or licensor
be permitted to terminate the agreement? Should the Ilcensee have the. nght to
grant. sublicenses? Should the licensee: bé required. to. exerclse Jhis-hest eiforts
in eonnection with the subject matter in order fo maintain the licenses? .
the license bhe exclusive or nonexclusive? In almost every.. mtuatl )
cigion must be made on a case-by-case basis. ’

Referring -to. section 8(b) {8), we note that there-ig. no excuse whatsoever
permitted for fallmg promptly and fully to report an invention. In view of the
serious penalty, le., forfelture, involved. .and because Teasonable men can well
differ on reasonable time for reporting as well as whether reporting is re-
guired, we would urge insertion of the wordg “in bad faith.” In support of
the above suggestion, it is noted ‘that conceptions and first actual reductions
to practice form the basis for.reporting of inventions. As a quick glance through
board of. interference and court decisions on interference situations will dis-
close, it is often difficult to determine.when & ¢oncention -has’ ‘beeri made ahd
when an actual reductior to practice has been made Many interferences and
court cases hmge on these ‘determinations ahd,-since there:is.usually: involved
airquestion ‘of judgment -with' respeet :to Whmh attorneys: will - differ, dt. i
believed that a sort of “rule of reason” should be applied in. this.area-and
that severe penalties should not bhe:enforced unless an element of fraud is
present : s

‘Referring: to section:d{a),: and more: partlcularly to the crltem 1dent1ﬁed
as-justifying the taking of prinéipal rights,: thele are. certain ambiguities or. at.
least certain degrees of mdeﬁmteness whmh im onr. oplmon, are likely. to cause.
future problema.

Referring to- subparao—raph (1), it would seem to. us of doubtful Value for the
Government to acquire title to all inventions' made merely because the invention
may be reguired for use by governmental ‘regulations or the public may become,
a,user:’ In this connection, we would distinguish, for example, between.a con-
tract having as an object an.improvement or cost:reduction.or some other minor
modification of a well-known drug-such as aspirvin ag . distingnished from research
directed to a significantly important medical advance such-ag. a cancer cure.
The same approach is applicable to subparagraph..(2).where you might. distin-
guish betwween an Improvement in:stair treads to minimize the danger of slipping:
as:compared with a device for absolutely preventing colhsmns between vehicles::
To . solten the impact:on: COHtI&CtOrS withont; disadvantaging:the public; both of :




company as well as by . 1nvestment of capltal in the huge vats and’ other equlpment
necegsary for the commercial productlon of a drug by fermentatmn and; of course,
not vailable at'maost universities, ' Later the ¢heniieal structure and & chemical
method for syntheésizing chlorampheriicol commerclally were d1scovered at’'the
company, Not only was this the first antibiotic produced by ¢hemical ‘methods
rather than by fermentation, but the chemical work ‘enabled the initial costs of
preparing thig lifesaving drug to be reduced greatly. Thig is a prime example ‘of
bensficial cooperation of umverelty persontiel with' industry.” If Dr. Burkholder
bad had 8 Government grang in 1947 and the restrictions of S. 1899 and ¥.1809
in therr present form were in force this very 1mportant therapeutlc agent m1ght

-not have been made ava}.lable to the public..

‘Andther ‘example ‘of university-industry . collaboratmn can- be found in the
pioneering drug diphenhydramine (“Benadryl”) ‘Thé ‘chiemical was prepared
by an aeademlc group at the University of Cincinnati under Dr. George-Rieveschl
and ‘was sent to a pharmaceuti¢al company for testing as an antispasmodie.
During  the general testing of the compound its very potent antihistaminie
activity was discovered. Today this drig i$ considered-to be the “father” of the
antihistamines and stifl one of the most potent and widely used of this class.
Once again,a most unusual drug mlght have been lost without 1ndustr'y-umverelty
collaboration... ;.. '
. Literally. tens of thousands of chabetlcs are ahve today because of tHe. avanl—
ablhty of insulin, first. discovered by Frederick, Banting at., the- Un1vers1ty of
Toronto and.made available .to. the. pubhc nby collaboration Wlth an. Amerlcan
drughouse.

.:Asg one:final example, one. can .cite the speetacnlarly nnpresswe reeord of the

go-called’ cortical hormones: ACTH isolated by Li at California; cortizone by
Kendall at the: Mayo Foumla,tion, ‘to mention -two. - Through 1ndnstry collahora-

" tion not only these, but improved, drugs, based on these early leads are now avaﬂ-

able for. treatment of 4 host.of diseases.. .

’I‘urmng to the present atuatlon, which. has arlsen largely hecause of restnc—
tions initiated - by the National Institules of Health, we find _that collaboration
between NIH grantees.and lnduetry ‘hés: substantmlly ceased Under these
restrictions. all- property. rights to a- chemotherapentic agent, revert 1o NIH if
any .NIH -funds, -however. small,:are .involved. .Let. us consider, a couple of
examples of,the potential harm arising from such. restnctmns .

.For the past few years with NIH eupport 1 have. been 1nterested in constﬂ;uents
of certam plants as poesnble therapeutic. agents Among others we, have found a

maceutlcal firm prlor to. 1963 WE have found exerts a profou.nd effect in lower-
ing blood. pressure in anlmals 8o far.we haye not succeeded. in separating the
active substance from the: other. constituents.of the bark largely because we have
had no way of securing the necessary animal tests gince 1962.. ‘The company:in

_question, in common with practically all others, does: not.feelithat it can sign the.

overly .restrictive NIH patent agreements. Wluch must be executed by the com-
pany prior.tothe collaborative work., = - .= :

+A:colleague of mine has on his shelf some: 26 compounds svnthesmed w1th ‘\TIH '
support and speeifically: designed -for treatment-of -hypertension and athero-
sclerosis. He is unable to get these screened by any: pharmaceutical firm..-.
.. The:-shoe also fits -on ihe other foot.. The same colleague 'also- hag on hig
shelves 11 compounds synthesized for control-of malaria-(a:very pressing prob- .
lemi Mow: in: southeast Asia- due to development of: resistance. to.the commonly
used: drugs). - Bupport. for the synthesis of these’ substances came from:a phar-
maceutical firm which naturally desires to retain.rights to them but which has
no faeility: for:secreening them for antimalarial action, Negotiatiohs with NIH,
which. does have such facilities; for doing the screening; revealed that should
NTH sereen them all r1ghts would revert to the Government.” =

Thud; collaboration’in this vitally important area has been- effectwely blocked
with lesultant unfortunate effects, to say the least on the genelal pubhc health
welfare, and safety.

- In thelight of the precedmg d1seussmn may I therefore suggest the followmg
mod1ﬂcat1on of ‘the-McCletan- bill (8. 1809), -which otherwise I con51der an
excellent DIH for Four serlous conmderatwn 1n the pubhe mterest :
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o (d), The- term “eontractor” means any. person and. any pubhc Or. pnvate cor-
poration, partnership, ﬁrm association 1nst1tut10n, or .other. eutlt ,;Whlch is a
party to-the contraet. . .. :

.{e). The term “invention! -_mean nventlon d1s _uvery, mnovatlon, or im-
provement thch appears to be reasonably patentable u.nder tltle 35 Umted

- Btates.Code, . ;. :

- A{£). The term “dlsclosure” means a. wntten statement suﬁicmntly eomplete .
as to technical detail, to the.estent availgble, to.convey. to. one skilled in the art
to.which the.invention. pertams a. clear understanding of the nature, purpose,
operation and, as. the case may be, physmal chemxcal or:electrical eharactenstlcs
of the invention: - -

(&) The term ¢ made” when used. in. Lrelatlon to any mventlon ‘means the
cenceptlon or first petunl reduetion o ﬁf&e%iee of such mventton 8 t—he BOHEES e£ ep
under the contract,

(b):: The term ‘40 bring to.the poinf: of pra.ctmaba.pp watlon means to manu-
facture in the case of a composition:or-produet, to practice;in ‘the case of a process,
or.t0 operate in: the ‘case df a machine or: system and, .in each -case, under such
conditions as to establish that the invention is being. Worked and that, 1ts benefits
are reasona.bly a.ccess1ble to the publw .

CONTRACT REQUIREMENTS .

SEC 3 (a) Whenever any Governmen‘b ageney entere mto a.ny contract Where‘
a principel purpoese is the conduct by a person: of o significant: degree of experi=
mental, development, or research work, there shall be included in that contract
prmqsmns determined; under regulatlons which shall be promulgated by the head
of that ageney, to be: éffective to carry.into effect the requirements-of this Aat.’

:(b) - Each contract entered 1n1:o by a.ny Government agency shall contam pro-
visions eﬁectlve to—. -

(1) require the prompt &nel f-ul—l dlsclosure by the contraetor to that agency

: of any-invention madein the course of or. under the contract; -

{2) reserve to the United States not:less than an 1rrevoeable nonexcluswe
nontransferable, royalty-free;license for the. practice throughout the World
by-or an behalf of the United States or by a-foreign government :pursuant to

- -any:treaty or other agreement with:the Goverhment.of the:United States
: m Jorceiat-the time the contract is entered. into, of eachisuch-invention ;. -
+ (8)-Teserve-to the contractor:not. less.than.aniirrevocable,. nonexeluswe,
. roya,lty-free license for fhe practice throughout :the.world. of ..each such .
-+ invention Aogether with. the right to. grant: sublicenses. of the same scope o the
© gxtent. the contractor was legally obligated:-to. do:so at the time the contract was
awarded. Such license ghall extend to its existing and future associated: and
affiliated :companies,. if. any, within the .corporate; structure of -which the
. -contractor. is. a part and shall be nontransferable, except that it shall be:
- assignable to ‘the successor of that pa,rt of the: eontractor 8 busmess to whlch.
~-sueh invention:perfaing; - . :
(4} reserve:to the United. States such grea,ter mghts in ea,ch such mventlom
~-+.a8 the head -of that a.gency may determme in comforrmty mth the prowsmns
.-.of this Acty. ‘
o (B) prov1de, in the case of the issuance to a,ny person other than the head
“of that. ‘agency of the prinecipal:or execlusive rights in any 1nvent10n, appro-;
priate-means whereby such agenicy head thereafter' may require the owner. of.
- those rights.to grant to other persons licenses for:the:practice of such inven-

tion, upon such reasonable terms and eonditions: subgece‘. to revvew. by the agency:. -

. head ol the request.of either party lo the negofiation as.$he TREF
upon- a determination made by such agency head, after: aﬁordmg the oppor-
tunity -of -a hearing to the.owner of: those rights; {hat- .{a) the owner of those
- rights has not within three years after issuance of the patent exerted substantial.
. efforts to bring the invention to the point of practical-application and (b) the
- - public interest would be better served by requiring the owner to lcense one.or:
1. more the issaanee bo other persons of . heenaes for the o practice of, that.
sodnventiong . -
e (B) prowde, 1n the event the prmmpal or eﬁe}uewe nghts in any mventmn.
- are aequired by the head of that agency -on 'behalf of the United States, and
1 osuch ageney head does not fimely elect to secure-a,patent in a.foreéign- country, .
- appropriste. means whereby sthe. contractor. may #mely. file; and retain such:
‘greater forelgn rights, subject to the rights reserved:to the United, States in;
subsectlon () (2) of tln:s SECt'{On,

54-400—65—pt. 5. 20
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ELE: RO 10"1 '-USTBIES Assocm-rmm )
‘.y:ton,DO Juzy19 1965' '

Hon JOHNL MoCLEILAN, & ' S e e h
Chairmean, Subcommittce. on Patents, deemwks, ond Oopyﬂghts of the Senate ’
Jwiwmry Committtee, U8, Senwte, sthmgton, .o
DEAB SENATOR MGCLDLLAN It is the purpose of this letter to- supplement the
statement transmitted fo the Subcommlttee on Patents, Trademarks, and. Gopy—
rights of the Senate Judiciary Committee in connection, with the recent hearings
ltels.tmg ‘to. 8. 789, 8. 1809,.8. 1899, and S. 1047, We. hope that'it wiil be helpful
{o your subcomm.lttee 1if we supplement our prepaved statement and add emphasis
E i) matters ralsed by 'other w1tnesses at the hearmgs of June 1 and 2, and
Julyﬁand’? e
o e a}.so have prepared a complete lme -by- hne recommendatlon for the ‘con-
Nice of your committee and staff.- Since the line-by-line, analvsﬂs of §..1809
11 mcluswe regardless of relative importance; it ig, so Tar ag we are concerrned,
of no consequence that this additional paper hecome part of the record. of the
hearing of the subcommittee and it Is offered only.as a convenience. .
. There is one.area where we would especially like to suggest thoughtful analysis,
In teﬁtlmony given on June 1, we heard d.lscussmns concerning the divisign of
rights betiveen the Government and between the contractors.  In discussing the
rights of Government, are we concerned with the right. thmg‘?, ;Are we sometimes -
t0q clogefo.the subject?  Are the rees obseuring the forest? . :

/The. Government’s ‘Tneeds, strictly speaking,, have, nothing k7 do Wlth who holds
tltle to an 111vent1on Every Government nee a1 be taken care of; adequately
with a. license.. :

; The pubhc beneﬁt is the key conmdez atmn and it does 1ot :Eollow automatleally,
in our opinion, that the public iz best served when fitle is taken by the Govern-
ment "We suggest that. economie growth is our prunary goal, New, technology
is very important to the achievement of that goal and many of us bélieve thaf,
that goal is reached best and fastest by leaving title, whenever poss1b1e, w1th
the contractor who i8 regponsible for the invention, . .

" This.is still a nation. where the Government .steps in only when non-Govern—
ment can’t of won't operaté. The question was asked on the first day, of the
hearmgs, “Why.does the contractor wani fitle?” As a matter of law, title
vests in an inventor or his agsignee ctmcurrently with the making of the in-
vention. - Hence, the contractor. owns the invention upon its conception. Why
does. the ‘Government want to deprive him of the invention? The Government
does not-take away the contractor’s, speclally trained scientists. The contractor
should retain title, under the prmmple stated above, unless there is a clear public
interest superior to the contractor. T:Ltle in the contractor should therefor be
dlsturbed as narely as it is possible. to do ‘8o.., It ean be argued that the pubhc.
mterest requires. the’ takmg of tltle only when the contractor wonlt or canlg ad-
véance the technology U

A lot. was said at the reeent heanngs about eommerclahzatmn of mventmns
We are.sorry that so little was said of, the lmportance of disclosure and yet
disclogure is the primary purpose of the patent. grant; ie., . the exchange of
Limited exelusivity for disclosure—not. commerclahzatwn bmt d1sclosure Some
very valuable inventions may be.commercially 1mp1ac~tlcable but they tr1gger efE
others which make commercialization feasible, .

" We. wish, 0 .endorse the position taken at ihe hearings concermng the deﬁm-
t,ion of “made” with respect to the making of an invention. The disposition
of title fo iriventions should be based upon “coneeptions™ and should not sSweep
in reductions, to, praetice.. Industry was unhappy when  the Departmient of
Defense, acdopted this 1ang'uage years ago at a tlme When the  Government
received .only a license and’ even. then excluded the tahmg‘of such licenses
when .certain condltmns were in existence. ‘For example, uppose that. modi-
feation is invented in eleetromc equlpment Its utility 'seems so obvious that
the company involved doed not rish to reducel it to practice or, perhaps, the
{hveritor has tested the idea to his own satisfaction but has 1ot yet demonstrated

it. and therefore has no .corrghoration. Now, suppose that 4 Government
sgency wisheg to develop some’ apparatus and the invention previously con-
ceived appears to be guite useful in fulfilling the work to bé performed under
the contract. Under section 4(a) (1), the confractor would lose title and yet
the eontractor has accomplished, at his own expense, everything except the final
forma) step.. 'We do not believe that it is fair for the Government to. deprive
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ch r1ghts ‘Thay b made

- In exceptwnal mreumstanees the determmatmn fi
At such ac on W111 best

él' the time of contactmg- 1f the age ead eertlﬁe

é.equlre, after ‘the mventmn has been xdentlﬁed greater rlghts than the nonex—'

clugive.license specified in section 3(b).(2). and:and -he'decides to exercise such

rights, he:ghall -withinisixty: days . after receipt: of:-the d1sclosure requued by
sectlon 3(b) (1): - !
(1)-niake ;& determination::supported by findings of fact,, tha he shall
acquu'e on behalf of the United States greater rights than the nonexclusive

4 (b):iof section 4¢e} o

i (2Y¥.if the ageney head determmes that he shall acqmre on: behalf of the
United States greater rights than the nonexelusive:license. specified in’ sec-
o0 tioh 3{b)(2);-he shall within: sixty days after making: such: determination
fransmit: to the contractor ertten notlce of hlS mtentwn Wthh notice
sha,ll— BRI

FOAY spec:]_fy the nature of the property rlght in that mventlon whlch
the agency head claims:oh behalf. of the United~States:; :

(B) state with partleularlty the.:basis. for: belief- that the Umted
. Btates:isentitled. under th],s Act to acquu-e such '-operty rlght 1n that
“rinventiony and: :
(C) aecurd to the contraetor, or h1s duly authorlzed representatwe,

1 ajy-opportunity. £or a hearing, corducted in ‘¢omplianceé with the provi-
sions ofithe: Administrative: Procedure ‘Acty upon. the q’uestm'n whether
. the United-Statés iz entitled: under ‘this:Act £0 "acquiresuch property
rights in that invention.

{b} If no application:for a hearing under: ‘section S(a,) (2): (C) is made by the
congractor, or his duly authorized repregentative, within thirty days after re-
ceipt of’ notice by the contractor, or if the ‘agency head determines upon the
record’ ‘0of ‘any such hearing that the United States i entitled under this Act
to acquire greatér rights than the nonéxclusive’ hcense specified in section 3

(B) (2), the ageniey head shall issue with ‘respect to’that invention a written

declaratmn of acquiring on behaif of the United Stafes which. shallw- .
(1) identify with particularity ‘the invention to Whlch it rélates; and
_17{2) specify the nature of the property right therein 8o acqmred on behalfl
-+ of the United States. ' Such declaration shall be served updn the contractor
7o of upon his duly authorized representatwe and a oDy, ‘thereof shall ‘be
tradsmitted to the Commissioner of Patents.  The agency., héad shall advige

Br0.6. (1) Whenever- an: ugencl hewd: deiqwires, the 5girmm‘paz:r~;yhté under
section 4(a), or any such declaration of acquiring.is:issued: by an dgency head

after hearing, or any final determination is made under section 3(b) (5) or sec-
tion $(b) (8), any party aggrieved:thereby shall be . entitled to a judicial review
of ‘the basis for such. declamtmn or final determmatlon by ﬁlmg a written pet1—

of the ‘United States for the Juchelal cu-cult in wluch such party remdes and

sefving a true copy of the pet}.tlou upon ‘the agency head within sixty days
‘after n0t1ce of such declaration or determlnatlon The ageney head thereupon

shall certify and file in the court a true.and correct. transeript, ef the entire
record of the proceedmgs upon which the, goguisition, declaration or determina-

,tlon wag based mcludmg all ev1dence taken and the ﬁndmgs and conc}.usmns
made by the agéncy head thereon. .

(b) The court shall have jurisdiction to hear and deterﬂnne any such pet1t1on,'

and shall have power fo affirm, modify, or set aside the aequisition, declaration or
determination. In.any such review, the findings of fact made by the agency head,

if supported by substantial evidence, shall be conclusive. If either party shall.

license specified:ins: Sectmn S(b)( ) pursuant to' the prowsmns of Sectlon B

the Commlsswner.of Patents promptly eoncer ing the- pendency and result:
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" theges cnteria n:ught be-frestrlcte{l to 1mprovements or mventlons of cntical
S1gniﬁcance in connection with the:.end: objective. These problems are partmu—
larly serious for would-be contractorsin drug and safety fields. :

I gection 4(a) (3), the Governmeént-may: acquire: greater: rlghts whenever the.

invention “might” confer:on: the: contractor:a *'preferred-or dominant -position.”
It can-be argued and has'been argued: sunder-the: present DOD regulations that,
every patent confery.a preferred position. . Indeed, thisis the purpose of the grant.
of & patent “Itds not thisisort: of: preferred position which you have in:mind,
we'are sure, and, ‘similarly;:others who have proposed this type of language have
not had thig' kmd of dominance in.ihind.. Therefore; it is:believed that it 'would.
be helpful to reword this eriterion as follows: “rights at the tlme of: contractmg:.
1s likely to confer orthe contractor a dominant positions”."

‘With respect to section-8(b}, we would urge that a carefnl study be made-'
because, at first thought, it appears t0 be repugnant to.argue -that the. pubhc;
benefit Tequires the taking of exclusive rights from. the contractor -only :to, in -
tarn, pass on those exclugive rights to another ecitizen or  U.S.-based firm,. It is
for thls reason that many believe that any citizen who wishes to-use a Govern-
ment-held patent; should be entitled to:a free; nonexclusive licenge. Both Salton--
stdll and Loug propose dedication. “We belleve this approach is sound in most
cases;, “In‘those cages where' exclnswlty isinecessary for development, we believe
exclus1v1ty ishiofild remain with':the: contractor The pubhc 1nterest ean amply ]
be satisfied by compulsory 11cens1ng co

“Referring to lines 10 and 11:-'on page 15 ‘the heense prov1ded thereln may be
granted with or ‘without the ‘paymerit of royalty to the United States. This type
of language can lead to governmental regulation of industry by determining who:
can have a license and how much he may have to-pay. It has been advocated,
for example, that the Governnient: grant exclusive licenses to-a small company

. to help: it grow larger and then when it iz large-enough to-stand on its own feet,

the license should be taken away dnd given to somedne else or the royalty rate

should be increased’ or ‘some other: #tep taken to remove any advantage it might
have. Many fear of Government entry mto the com',rol of the husmess
of the Natmn ‘

) Very traly youts,”

T L BOWES,- o
’ O’ haw-man, EI A Patents tmd Propmemry Inforniation O omm@ttee

+ : - TGRATIAM W MOGOoWAT, :
G‘eneml Oamsel Ezect mo Industﬂes Assoomteon :

Suoonsmnn AMENDMENTS '1'0 8. 1809

[Omlt the part struck through and msert the part pnnted in 1ta11(3]

A. BILL 'I‘o estabhsh & uni.form natlonal poliey COHCEIHIE" property rights in mventions
made through the expendlture of publm funds and for other purposes :

Be w ena,cted. by- the Senate wmi House of Represewtotwes of the Umted States-
o_'f America in C’ongress assembled That thlS Act may be mted as. the “I‘ederal
Inventlons Act” . . = bt .

: DEF‘INITIONS B
SEo 2 As used in thls Act—u ‘
(&) The term “Governmnent agercy” includes any éxecutive or military depart—
ment of the: United States, any: other. agency; independent eommiesion,: board,
- office, administration; oriauthority of:the Government, and-any. wholly owned
Govemment corporation. :
 (b): The term “agency head” means the head of any Government ageney,
except that- (1) the Secretary of Defense shall be the agency head of the Depart-.
ment of Defense and of each military ‘department thereof, and (2) in the case of
any authority, commission, or other-agency, control over which is exerdised by
more than one individual,-such term means the body exercising such control,
“{e) The term. “contract” means any writéen contract, grant, agreement, com-
mltment understanding, or other toriften arrangement entered into between any
Government agency and-any other person where a pfincipel purpose of the con:
tract ig the econduct of: expenmental ‘development, or research:-work. -Such term '
includes any-assignment,: subst1tnt1011 of parties, or subcontract of any. tier -
eéntered’ info or executed:forioriin! eonnectlon w1th the perfonnance of that’
contract.” . .




(N ‘Each agency ‘head’ may’ grant’ an ‘@ppropriote ckebusive o . j
license for the practice of any Invention for which heé‘holds & patent aequired
under-this ‘Aet on behalf ‘of the Unitéd: States. = Any such license shall be ‘granted
under such terms and conditions as the agency head shall determine to be in the
public interest. . Any such license may be granted for the effective period of the
patent or for a more limited period of tirhe,ard may bhe. granted with or without
the payment.of royalty to the Umted States L e .

REPORTS TO TI-ID CONGRESS”

SEc, 9. The ‘head of each agency thh awards any contracts of the class

~ deserjbed in’ sectlon, 3(a.) shall submit semiannual reports to the Congress
. coritaining—=

(a) the number of e¢ontracts executed.for each of the subsgectiohs éa);: (b);
and (c) of sectmn 4, and the number of 1nvent1ons dlsclosed pulsuant to-such
eontrac'te, o otaninie

‘() the. num'her and general na'ture of sueh mventmns w1th reSpect to wlueh the
agency acquired-no greater rights:than: a:royaity-free license in, accordance: with
section 4, and a summary of the ﬁndmgs of fact upon which such determmatlons
were made gndy 7 -

{e) the number and general nature of sueh 1nvent10ns Wlth respect to W]:uch
the agency.ihas dequired greater rights than a royalty-free license in. accordance
with sectiond and a sivmmary of:the. fmdmg,s of fact upon whwh J: determmatzm
of the applwebmty of eectwn 4 was bwsed T Lt IR

SEVEBABILITY CLAUBE

. Swme. 10. If: any. provision. of thls Act or the apphcatmul of sueh pro ision to
any .person or elrcumstance, is held mvahd, the remainider ‘of thig Act or the
application of sueh pr0V1s1ons to persons.or ei umstanees othér than those as to
Wluep itis he in ‘ , dthere ¥. :

Sec. 11, (a) Seetion 10(a) ef the Act of June 29, 1935 as added by seetlon
101 of, the Act of Augu.st 14, 1946 (80 Stat 1085, as amended TURBC. 4271 (a)y) is
amended by striking out the following Ianguage HAhy eontracte ‘made pursuant
to this authority shall contain requirements makmg the results ‘of research and
investigations available to the public through dedication, assig nment to the
Government or such other means as the Secretary shall determine.” :

7 {(b) The Natlonal Helencs’ Foundatlon Act of 1950 IS amended 'by strlkmg out

section 12 thereof (42 0.8.C: 1871} "

* (e) .The Atomic Energy Act of 1994 ig amended by Btl‘lklng’ out Sectlon 152

thereof (42 U, 8.0 2182).

’ (d) The Natlonal Aeronautles and Space Act of 1958 13 amended by— :
‘ (1Y striking out section 305 thereof (42 U.8/0.2457) yand V' °

(2) by striking out in section 306 ‘“the Inventlons ‘and Contnbutmns

Board estabhshed under gection 305 of this Act,” and insertihg in lHeéu there-

o of “an Inventlons and Contributions. Board Whleh shall !Je estabhshed by

" the Admmlstmtor within the Administiation.”. =+ ]

( e) The Coal Research and Development Act of 1960 (74 Stat 336) is amended
by striklng ot seetlon 6. : o

(f) The Helium’ Aet A_mendments of 1960 (7. Stat 9'18) is amended 'by strﬂnng
out the following language in section 4: “Provided, however, That all research
¢ontracted for, 'sponsored cosponsored, or: authorized nunder: authority of ‘this
Act ghall be provided for in such a manner that all information, uses, products,
procesges, patents, and other developments resulting from stuch research’ de-
veloped by Government expenditure will (with such exceptions and liniitation,
if any, as theé Secretary may find to be necessary in the interest of national
defense) be available to the geperal publie: And provided Further, That nothing
contained herein shall be construed as to’ deprive the owner of any’ backgrou_nd
patent relating thereto to sueh nghts ag he may have thereunder JroA

(g) The Saline Water Conversmn Aet of 1961 (75 Stat 628) iy amended

) by striking out seéétion 4(h); S

(h). The Arms Control and Dlsalmament Aet of 1961 (75 Stat 631 s aniend

hy striking out seetion 32 R T
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) (’D provide, ‘o the' evént' a patent’ a.pphea.tmn 18 ﬁlecl or any’ invention
- made- by. theé-contractor, approprifte means -whereb¥ the gpplicant shall be:
required to include w1thm the first pa.mgra.ph of the specification of such. ap=
-+ plieation -and any patent issuing :thergon, a- statement specifyiig that- the
. - Invention described therein shall'be:subjeet toithe provisionsiof thiz Aet) :
-3 prov;de, in the event the contractor does not make a prompt &nd f-uﬂ-
~disclosure fe the extent: reasonably- possible:to:thatiageney of.any invention:
; made in the eourse’ of or under thé confract, -appropriate means whereby
‘any: righte of the contractor in such- invention shall be void and such. rights
“ghall become the exclusive property of the head:of that ageney, -on behalf of:
the United States, upon a determination made by such agency head; after: .
affording the opportunity of a hearing to the confractor, that: the contractor
knowingly: and 4w bad fasth withheld rendering: & prompt ancl full dlselosure .
to that agency of such invention; and i
BT (9) provide ‘that nothing eontamed in. this-Act shall be construed as ‘Te-
“.quiring the granting to the United Statesrof any right or interest duly acquired:
“in or with respect to any patent 1esued for a.ny mveutwn not made iE: t-he:
- eodrse of o8 under the contract: TRt : B

PROPERTY RIGHTS OF T.&'E OONTRACTOR AND THE UNITED STA.TES

Sec. 4. (a) The agency head eha:l-l may acqmre, a,t the time of entering inte the
contract, on ‘behalf: of the {United: States, the prlnelpa,l or ea}elfeeﬁe rlghts in: a.ny :
mventlon made’ by the contractor if: : :

(1) the purpose of the contract is to crea,te or. develop, oF: +m-pfe=v‘e ‘new

: products, procesges; jor methods: which-are intended: for commeroial e by:.

-“the; general public;: or:which will be required {ar ‘such use by governmental:
-ovregulations: provided that - suck products, processes, or methods are of critical

signiflcance and that no reasonably competitive item is readily available; or -
{2)' the purpose of the' contract is for: exploratmn into fields which’ directly.
_eonecern and are of critical szgmﬁcame in. connecmon with. the - Pubhc headth;
- kealth welfare; welfare or safety; or: - .
(3) the contract is in:a field of science.or teehnoiogy in W]:uch there has
_been little significant- experience outside of work funded by the Governrent,
‘or where the Grovernment has been’ substantially: the sole sele; prineipal; er
prime developer of -the-field, and:the acquisition::of exclusive rights at the
-+ -time of contracting might zs l'a,.fcely to confer on the contractor 8 pref—efreé er
- -dominant position; or : k
(4) the zervices of:the Gontra,ctor -are for the opera.tlon of a governmentw
sv. owned research- or produetmn faclhty, or for coordmatmg a,nd du‘ectmg the
s work-of others.

In exceptional cirsumstances the contractor may relain eeq&l-re at the tlme of
contracting or upon disclosure of the invention, notwithstanding the ewistence of
any-of the conditions specifled in section 4(a) (1) to-{4), 4nclusive, greater rights
than the nonexclusive lcense speelﬁe in section .3(b)(3) if: the agency head

] detﬂrmmes eertifies that such action w111 best serve the public interest:. .

(b)- ¥here: Notwithstanding the provisions of section. (4){a); where the purpose of
the contraet is to build upon existing knowledge or technology to develop informa~-
tion, products, processes, or methods: for: ‘use: by the Government, and the work
called for by’ the contract is in-a field of science or technology in Which -the con-
tractor has acquired téchnieal compentence directly related: to an area in which he
has an established nongovernmental eommereial position, the agency head shall
asquire no grea,ter rights than the nonexzelusive license. specified in section:3{b)(2)
untess he ‘determines, after the:invention has.been identified, that there are
_ezceptional speeiat eircumstances -which indicaté that the: Pubhc interest would
guffer as a result of the eontra.etor reta.mmg the prln(upal or excluswe rlghts in
gueh invention: .

(c).- Az to any other contract executed under th1s Act tha,t is not mthm the pur-
view of subsections (a) and () €6} of this section, the determination of rights in-
any invention made by the contractor shall be made by the ageney head after the
digelosure required by seetion 3(b)(1) has been reccived. Upon receiph thereof
the sgency head shall acquire no greater Tights than the nonexclusive license speci-
fied in section 3(b)(2) unlesy he determines; after examination of the facts of the
pirticular:case, - that ‘there are spesiel exceptional circumstances: which Aindjeate
that+ the 'public: intérest would suﬂer as-a result of the ontraetor equl ng the .
prineipal: o exelisive r1ghts ;




During the. post-World War. I period we-were the first fo develop very high
altitude paraehutes for meteorologlcal 1ockets, and proved their feasibility.  We
have had extensive experience in designing critical helmets for military av1aton,
as-well as shrapnel-resistant helmets as used by tank crewmen. Our work in-
cludes the sturdy cross-slot webbing now used for cargo nets, safety equipment
such-as a carrier for live detonators, advanced heat-reflective clothmg matenal,
-and other survival equipment,

. It is discouraging to have creabed and developed 1n1:ellec-tua1 pmpe1ty and to
then have it appropriated.

We have presented our cases to adnumstratwe authomtles It is very unfm-
tunate that the rationale of justification.is more 1m1)0rtant than the determination
. of right.

We were encouraged for example, on a crash bas1s, to develop a survwal klt_

.container for the Department.of the Navy...
“Thig item fitted .into. the framework of company policy in that 11: was for mili-
‘tary usage.. It was in an area of. our techmcal competence and expenence, ang
partment of Defense wasg appar ently to be the sole cﬁstomer _ =
© . The requirement  was nrgent and deliveries Were stated to-be needed Wlthm 45
.days after the award of a contract... It was agreed that Gentex Would act, only as
.2, snbeontractor, and. would not subnut a direet, proposal 48.a. pnme, contractor

The (lentex part number or equal was in the spec1ﬁcat10n submltted w1th the 1nv1-

tation. : o :
" . Tlhe prime contractor proceeded to reverse‘ englneer the 11:em after the award of
the contract., The Navy then did three things

1, The pr:me contractor was perm.ltted to submit several protol:ypes, each of
w]nch reverse engineered our design, This was.in xiolation of the Armed Serv-
ices, Procurement. Regulations covering art1cles of brand. name. 01' equal,. -The
,matenal Jused was, apprommately one- fourth as «costly as that. which :we found
NECessary: to use. to. achieve proper. funetlon /The Navy's own. speclﬁcatmn drawn
etermma on for the use, of the Same expenswe

! y egui ement.nas-ettended more than a. months to ac-
-commodabe the pmme centractor’s desire to attempt to reverse-engineer,

-3, The contract was, amended apprommately 3 months after its award, with-
out a reductmn in pmce, to 1nclude a patent, ;ndemmty clause. Whlch would pro-
tect the. Nayy -against g Gentex patent, should one . thereafter. be issued, (The

'.cIau.,e employed was. unusual in that it dea_lt not with patent mdemmty gene1 ally,- ‘

but singled out the Géntex Corp. specuﬁcall i
The rationalization by administrative authcu ItleS for thxs actlon was that
(1} There wag then no valid issued patent. -
(2) Gentex had sold a single container to the Depaltment of Defense, WhICh

;was not in fact so; that the Department.therefore had .the. right to reverse. engi-

. heer or Lo, pBI'mIt it'to be reverse engineered,

{3} The prime contractor believed that he could make the art.tele at Iess eost

than we had quoted, and he was therefore entitled to reverse engineer it, even
,though performance under the contract was greatly déelayed. -
(4} “Absence of consideration to the Government, degpite the extended delivery

and the known substitution of inexpensive material, was not considered relevant. -

{5) Both the Navy and Gentex had heen too informal In detailing of rights to
intellectnal property. vwwhich: might arise, and without any apparent regard- to the
extreme urgency and short term for performance of the program

The correspondence is voluminous. - (See exhibit 1.)%.

Gentex developed an improved sound attenuating eareup for helmets whzeh
would permit the earcup to be oriented to the axis of the ear of the wearer.

The article was first submitted in small experimental guantities as a proprie-

tary item to the Radio Corp. of America. The Radio Corp. of America submitted
a drawing to the Air Ioree clearly marlked that. 11: was propqetary fo Gentex
Corp. {General Textile Mills, Inc.).
- The Department of the Air Force approprlated the des1gn, transferred it to
their own drawings, and asserted that they had a. right to it in. view.of 4 contract
they had with Radio Corp. of America,: We pwtest‘ed thls actwn several t1meq
verbally at a high administrative level. N : o i

1 Contained fn _committeé files. .
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apply to the couri: for leave to adduce additional ewdence, and shall show. to the
sat1sfaetmn of the courk that such addltr nal, evidence is, materml the court may
order such additional evidence to be taken by the ageney. head and to be. con-
sidered in such manner and upon such terms and conditions as the court may
deem proper. The agency head may modify his findings as to the facts by reason
of the additional evidence so taken, and he shall file such modified or new findings,
and recommendations,: if -any, which; if: supported by substantial:evidence, shall
be-conclusive with respect to:action: in the matter: nuder: consideration.: The
Judgment and decree of the’ court:shall be final, except that jt-shall be subJect to
review by the Supréme Court upon:certiorari, as provided:in sectmn 1254 of tltle
28, United States Code.
{¢) ‘Any declaration of. acqmrmg 01' determmatmn 1ssued under thrs Act shall
become final—::: .
: (1). upon the expu-atlon of the tlme allowed for- the makmg of appllcatlon
for an adinistrative hearing under this Act, if no guch application is:made
- within' that-time by. the recipient: of: notice grven under seetmn 5(a) or by
g ]J.IS duly authorized represéntative;or . -
(2) Jipon-the expiration of the:time allowed for ﬁlmg a petltron for jud1c1a1
.reweW, if no such petition has. been duly filed within such time; or:::= )
(3) upon the expiration of the time allowed for filing a petltlon fﬂr cer-
-tiorari if the.order of: the agency head hag been -affirmed:or the. petition for
Jjudicial review has been dismissed by a United States court of appeals, and
no petition for certiorari has been:duly filed; or -

:(4} -upon the denial of a petition for certmrarl, if the order of the agency .

head has been affirmed or the petition for rev1ew hag been dlsnnssed by a
K Umted States court-of appealsyor - -
. (B} upon the expiration of tefr days from the date of 1ssuanee of the man-
: -date of the Supreme Conrt; if such Conrt: directs that the order of the agency
- head be affirmed or that the petition for review be d1smlssed= o

INTEBIM EXAMINATION oF PA'I‘ENT APPHGATION

SEC, 7 Whenever the agency head makes a, declaratmn of: aeqmrmg 111 accord-
ance with the provisions of this Act, if he eoncludes that sueh inventioh may. con-
tain patentable subject matter, he may file W1th the Commissioner of Patents
a patent apphcatwn covering said inyention, unless one has.been filed by the
éontractor, even though such declaration of acqmmng has not become’ final as
provided in section 6 of this Act. . The. Commissioner of. Patents shall examine
such, apphcatmn, but shall not issue any patent thereon unti), he has been notified
by the agency head that stich declaratmn hasg become final, i Achich case the
pateis shall issie to the Government @3 asszgnee or that a final determmatlon
has been made that the United States is not entitled to any rights greater than
the nonexclusive Ticense specified. in section 3(b) (2) .in which. case . the. patent
shall issue to the inventor oF his assignee. The. Gommlsswner of Patents shall
proceed as provided in title 85, United States Code, except that nothing contained
therein shall preelude a party who has successfully contested a declaration of
acquiring from exercising all rights with respect to the securing of a patent on
such invention that said party wounld- have en_‘royed 1:E there had been no deelara-
tlon of aequlrmg by the ageney head . e

PATENTB OF THE UNITED‘- STATES -

Sec. 8. {n) Whenever an agency head ‘has taken txtIe to any mventlon by
declaration of acquiring which has become final or by authority  of any other
provision of this Act, and he has reasdn to believe that such invention is patent-
able, he may make a.pphcatlon to the Commissioner of Patents for the issuance
of a pa,tent therefor to such agency Yead on behalf of the United States. . If the
Commissiener determines that, such invention iz patentable, he ghall issue to such
agency head on behalf of the United States a patent therefor, Xaek szenew head

%ﬁkeeueheeﬁeﬂasmaybefequﬁedtepmteet&&épfeeervethepmpeﬁy
sights of the United States in any pabtent o issued o him: . Upen request made
by&ny&geﬁeyhe&d—%he&%emey@eﬂemleh&umkeeaeh&et}enaeheshaﬂ




The letters also discuss suggested procedural and policy changes o :

The- National Security Industrial Association recently . held, a series of natmn-
wrde briefing conferences, one of which was in New York, obh March i6 and 17 ,
1965. - BEvery speaker-for the Department of Defense stressed interest in receiving
suggestions for development programs, with the concurrent statement that if the
submitted program wag of interest.it would be funded by the Governinent. No
intefest was expressed.for the submission of prlvately funded developments

~ It appears:self-evident that ideas which were.only in the embryonic form would
be submitted to the Deparitment. Ideas would not be submitted for Government
funding which: had already been reduced to practice at the expense of the devel-
oper, and where the rights to related intellectual property would be entangled.. )

Beonomy in development work:is obtained. by many- inventors, each working
in: hig own field, creating progress in a.sound, effective, economical, and demo-
cratic way. The inventors should be encouraged to present their ideas and:
products to any or many:interested. groups- Wrth conﬁdence the,t the1r right to
their initellectual:property would:-he respected. :

‘There is no present court.or parajudicial. court to I'EVIEW dlsputes arlsmg out of
violation of rights to.intellectual.property.. An administrative settlement.is
slow and largely ineffective. Our own. experiences have. been poor: and . long.
délayed. ' The Office of -the:Comptroller General has little authority .if. any.
The Armed-Services Board of Contract- Appeals has no avthority, for invariably:
thére:is. 'no contract existing: covering the.matter in guestion:: A.guit in,the.
Court of Claims is-long, involved; expensive, disconcerting; and few -can afford
the time, thé’ dislocation of theu' normal effort and the expense, eonsrdenng the.
rigk: which' is involved. g :

ST did suggest to Gon‘rressman Emanuel Celler the creatlon of a peu‘:;l;ludlcml=
board patterned :after:the: Armed SBervices Board: of: Contract Appeals, to hear
matters involving the: vmlatwn of mtellectual property and other matters with.
the Department of Defense:: i G

The practice of appropnatmn demes e £ the frulte of further 1ndependent
research and-product improvementiito:the: Government. The: independent; in--
Yentor, havmg once ‘had. his property: appropriated,:is reluetant to make further.

subm1sswns Improvements 0 the basiciinvention by the inventor-who, by basic, -

experience in-the project-is best-qualified to-make 1mprovements ‘are. therefore;
denied the Government. - i
.. The reduction of:a  device:or improvement. to praetlce mvarlably suggests
improvements to the inventor. Grounded as he is in.the basic elements.-of:the
-degign, 'these ‘improvements are likely. to be: much.more mgmﬁcant than:are’
those which: suggest ‘themselves to. one 'merely ;interested - in appropnatmg by:
reverse engineering. L
Gentex ‘has continued to make subrmssmns of inventions and product 1 1mprove-
‘ments only orn-a very selective basis. - These submissions.are made only: to
agencies where there ig an expecfation that our rights to:the device.or improve-
ment will-be protected. * This is the Gentex experience and practice, but there are:
undoubtedly many other companieg who, faced with the same problem, have either.
handled it as we have or have followed the pohcy of eomplete Wlthholdmg OEE
information.- ;
" Drying dp the sources of progress is not the Way th1s countrys mterests are .
best bElV&d The country has grown strong by encouraging:and rewarding
productive effort.” The denial of encourgement and reward ean.only. destroy.
the historic basgis of this country’s progress.. This we believe shouldbe a matter
of great concern to responstble leglslatwe and adm1n1strat1ve authont1es
Very respectfully submltted
. LEONAR’B P FRIDDER Preazdem

: GENERAL ELEGTRIO Co, .
New York, N.Y., June 18, 1.96‘5
Hon JOIIN L MCCLELLA‘N,
Chairman; Subcommitice on- Patemts, deemar?ss omd O'Opymgkts, Senwte G‘om-_
mittee on the Judicigry, Washington, D.0. - .

"Deak SENATOR MeCLELLAN @ I am writing you to express my personal mews,
and those of the General Electric Co., concerning pending legislative proposals
respecting - Government patent policy. I respectfully request that thls Ietter he:
included in the record of the-current hearings on these matters. - -

No company hasa longer history.of successful collaboration: .with -its Govern-
ment in-respect to research and development for the n_atlonal defense than does




(1) The Water. Reaources Research Aet of 1964 (78 Stat 329) ig. amended
by striking out section 303, .

(i} The :Appalachian: Regmnal Development Aci: of 1965 (79 Stat 20) 1s
.amended by stnkmg ot seetwn 302((1) . )

EFFECTIVE DA‘I‘E

8go, 12, Thig Act shall take eﬁect on the fust day of the fourth month be—
ginuing after the date of engeiment, of thls Adt,

T GENTEX’ Con:e
Carbondale, Pa., July 23, 196‘5

CHAIRMAN, SENATE SUBCOMMIT‘T‘EE ON PATENTS, TRADEMARKS, AND COI’YRIGHTS
Wa.ghmgton, D0, [

Dear Sir: In reportmg prmr proeeedmgs of the Patents Subeom.m1ttee of the
Senate Judiciary Committee remarks were attributed to: you which indicated a
greater concern on your part'for the ethleal 1mp11cat1ons in; pa,tent 1nfr1ngement
than for poesﬂale materiallogses. :

I am in complete accord with your v1ewp01nt and m a long -msmry of- con~
tentlon with. varioiis Government groups, this has been our precise position.

The appropnatmn of'data eitheir before o after a patent: is:issued, when. sub-
mitted ‘in confidence or when confidence. i elearly 1mp11ed constntute@ in my
belief, an appropriation of intellectual property:: B

- The faet that a material loss may be involved 1s 1n(31dental to the 19.1 ger 1ssue
which you have cited. The practice :is. not isolated, is not unimportant. We
beheve that it is & violation of proper business practice, -

“Ag presndent of Gentex' Corp., I des.u'e it this context to present to you a brief
résumé of, some of th.ls Corpor tlo “eXperience with the Department of Defense,
particuliarly in relation to'the’ approp of intelle‘,etual‘pr perty.

We make this preseniation-as’vedpomsible citizens andiin the behef that' the'
hest interests of the country will be served by frank discussion. We believe that
there should be sincere evaluation of‘the ifipact the appropriation of intellectnal
property hag on technological progress and on the patent system...

During- the past guarter.6f a century the Gentex Corp. has been pnnclpally
involved in developing products of military interest,. All’ of onr developments
have-been privately: funded. Nog Government moneys have been used. .

, The Gentex Corp, has over 200 issued and pending patents.  Most. "of these
developments have been put to mlhtary usage.  We have deviged and developed
the designs, presented the conceépt or produet and séeured very few contracts for
our efforts in these developments Thig has been partmnlarl B0, smce W011d
War IL .. .., ’

While we' present the expemence of a smgle company,,“' > :easonable that
the same experigpces could be recited by other companies;. | Still others may have
had their intellectual property. appropmated and, then, belng d1scou1acred Gig-
continued submitting ideas.

There is no substltute for pr 1vate and encouraged effort to achleve a ‘high rate
of technologlcal progress. - Technological progress is most economically obtained
by the encouragement of private initiative.. This is the foundation of our demo-
cratic system and upon which system this country grew strong and great

The Gentex Corp.'s background is that of a comhpany which hag over the years
been oriented to meeting military requirements.. Corporite pollcy is that of using
its own funds to finance the riske. of development with the logical expectation

_that subsequent productlon Would perm1t reeovery, with proﬁt for the nsked
- capital. ’

During. World ‘War. II we had ‘the. pnvﬂege of developing and prUd_ucmg, or
only developing, solely. W1t;h our own funds, the complete parachute assembly on
the following assignments ; The droppitg of mines; .the 1esupp1y of pigeons; the
senobuoy. for locating submaripes; drop sonde for gsecuring weather data over
inaccessible areas; essential cargo WOI‘k for the Office of Strategm Services; .the
atomic bomb as. dropped over Nagasakl and Hiroghima. =

These were. among our. aselgnments Aceordmg to the best mformatmn avail-
eble, there was not one single repoited fdilure in a military. operatlon In ac-
cord. with -our:own records, approximately. 98 pereent of . our; requlred 1aw-mate-
rials were in the noneritical class.” LA . . .
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dynamlc Government patent pohcy, and for thls prmc1 al reason favor S 789-
und 8. 1809 over 8. 1899, - : :

I notée that 8. 1809 (as well ag ‘the- other bllls presently'undem' cunsnderatlon)
provide that ‘any exclugive rights retained by-any contractor in-‘any invention
made in the performance ‘of: Goverhment reséarch and developmiént are condi-
tional on afﬁrmatne action taken by the econtractor to- develop  the invention
for eommelcnl uses. " Thas, the public interest is- protected and unless 'a con-
tractor actually‘does Tespond to the patent ‘incéntives-and applies prlvate risk
capital to these ends, the invention ean be opened up o others who may. i

T recogmze that an accéptable patent policy must protect the public 1ntelest
hy seeing that pmf,Lte rights are not retained wheve such rights would' frustrate
elther governmental contractmg objectives or: 1mp01 tant considerations of public
mteleset S..789 and 8.71809 seek to accomplish'this by spemfymg contracting
sitnations in which the Government shall'norinally acquire ‘principal or exclus
sive rights in inventions made in such sityations. In the interest of flexibility
8. 1809 then plOVlde-S that the contractor may acquire greater rights thin a non-
excliusive license'in such’ situations if the agency head certifies that such action
is in the public interest. I believe that this is a sound approach and endorse it.
I suggest, howevyer, that some clarification of the guldelmes may be useful to

general agreement thag there are frequently c'ontractor eqmt1 s in such cases
-that would indicate: contractor retentmu of more than sumply a8 nonexclus:we_
licensa gnd suggest that “speci Ius pm i 1e be mcluded‘
in the wording of 8. 1809; Tl : i
A ‘special class of mventmn that I beheve deserv : d.lfferentl 1 treatment ig
that which the. Kennedy pﬂllcy calls nonpnmary object inventions. = The- basm
approach of deﬂmng ‘contracting sithations in whichk the’ chemment will nor-
mally aequire principal rights to all contract-originated mventlons assmmes that
most or all such inventions will bé directly associated with” the contract ohjec-
tive—the desired end produet—-—and essential to the obJectwe ThlS is far from
the case. Although hopefully, there are inventions ‘of this type. in each major
development program, there are frequently second&ry inventions—a temperature
measurmg device or a metﬂl strengthening process, for example—that were used
only incidentally in arriving at the desired énd result and dre by no means
essential to duphcatmg that result in the future It is these off- -the-mainstream
1nvent10ns that ‘often show. the gleatest potentlal for commercial’ application.
However they most often need incentives 'to atiract risk capital ‘to. bring this
about, I, therefme urge that provision be made for allptting ‘the contractor
primary mghts in 1espect to this class of mventlon, regardless of What s done"
\uth "prlmary—pmpose inventions.”
Related to the, suggestmn just made, there iz perhaps not enough deﬁmtmn in
S 1809° of the “prmmpal or exclusive rights” which the Government would ac:
quire in certain cases,, Do these terms necessarily equate o complete domestie
and foreign’ title: in the Government subject only to a nenexclusive license to
the contractor? It seéems undeswable to think in terms so completely black and
whité, Specifically in regard to the many inventions that will be made havmg
_nultlple uses, the Government could appropriately’ acquire prmmpal rights in
its primary feld of 111terest—agneu1ture .ot civil defense, for example-—whlle at
the same time permitting the. contractor to retain limited exclysionary rights
in. other fields, thus affordmg an incentive to bring about further development,
testing, ete., to put this technology to work in new fields.
f&lthough I understand that it hag been referred to in your current hearmgs I
believe that the importance of the mterrelatwnshlp between Government patent
policy and foreign frade can hardly be overemphasmed Hince World War II,
new and developing industries are emerging around the globe, and with improved
transportation and communications, thege {ndustries are competing in a world-
wide marketplace. The effects of. thls global competition are beginning to be
felt dramatically in terms of the Balance-of-payments problems confronting thlS_
Namon President Johnson's export expansion program ig a significant recog:
nition of the importance of the a,bllmty of American industry to suceessfully com-
pete in the worldwide marketplace.in relatwn to our national welfare. .The pro-
tectmn ‘thiat the patent systems of all major industrial countries a&ord fo eres
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“We- algo included the earcup in. tWo coriplete helmets subrmtted 4n confidence

solely for evaluatiow to the Department ofithe Adr ]."orce The specml features of
which helmets were clearly outlined i1 w¥iting. ’
“The Alr Fored subsequently -asseited they had- procured the deslgn from
Proteetmn, In¢” This s, however, 27 yedrs: later than our experimental sub-
‘misgion ‘to Radio Corp. of America. The Air Force subsequently also asserted
that they had secured the design from the Roanwell Corp, The matter is now
‘before the Comptroller General. A copy of the protest to the Comptroller Gen-
eral ig attached. (Bxzhibit2)*.

In the fields- of profective helmets, parachutes, caigo nets, heat reﬁectwe' .

material; carriers of live detonators, the story seems: 110 he the same—'creanon,
sublmssmn, acceptance, appropriation.
‘During the past year, the Department of Defenge has igsued a geries of Defefnse

procurement clreulars which attempt to clarify the ‘rights of iiventors fo

intellectual property.. There appedrs to be much! confusmn and lack of apprecia-
tion of these policies at the working level, pérhaps it part because of the faﬂure
of ‘these cirpulars to reach the root of the problem. :
We have been told: that-we shou.ld ‘not disclotie an 1dea to anyone 1n the

) Department “of Defense w1thout A’ contriet covering that disclosure. .- That the
drselosure shoi1ld not even'be made to' the contracting oﬁﬁcer until after such a
een s1g-ned Thig 1s obviously a condrtmn W]:uch 1s Jmpossmle to

farfilL
In the 11ght of this interdiction, however, the Oﬂice of General Oounsel
- Department of Defense, negotiatéd an agreement with us on behalf of the Depart—
ment of the Navy, Bureau of Supplies and Accounts. The Birean woild not
exeeute the agreement to effect a contract, desp1te pressure 'stated to have been
exerted by the Office of General Counsel. -
) The agreement was to' cover the test and évaluation of a su.penor heat reflec-
tive fabric which we had developed. The failure of the Burean of Supplies and
‘Acconnts to enter into the agreement in accordance with the stipulations sstab-
lished by the Déepariment.of Defense précluded considération ot the item. -The
failure did underscore the impracticality of attempting to comply Wlth the
protedure regarded’ as ‘essential to the protection of mtellectual property

We subsequently submitted the same heat refleétive fabric to the Department .

of the Air Force, which they then perm1tted to be Teverse engineered. ‘The
garment manufactirver who was'the prime c0ntractor undér the'Défense Cloth-
‘ing and Textile Supply Center; used our pricing, for ours ‘was the ‘voly product
available to the stated specification, at’the time of the orlgmal and even subse—
quent openings of the proposal under the invitation: ’

This reverse engineering, a§ with the survival kit; produced a product w*hmh
was inferior. In order to make deliveries under the eontract acceptable, the
esgential performance reqmrements for resustance to abrastoir were lowered by

- G0 percent on the-reverse engineerad produc«t This reduction in quahty level _

. was without any apparent material congideration to the Government,
“Thé preceding presentation details our experience in three specific mstances

" Department of Defénse policy with. respect to patents and rights in datais,

however, reflected in ‘letters dated Qefober 10, 1963, and OQctober 23,1963,
attached hereto ag’exhibit 3> These letters, between. Genbex and the Honorable

R. Tenney Johnson, then’ Deputy General Counsel of the ‘Army, crystallize the

issues involved. The corespondence.is a discugsion of a ‘Department: of Defense
policy statemént on:inatters of patent and mtellectual p-ropelty ‘

Briefly, there are three basic issues; - .

(1) That any appropriation of property rights by the Departmént of Defense is
a violation of ethiey and of rights gnaranteed under the Constitution; -~

(2) That the purchase of'a product resulting from a’ privately funded devel-
‘opment by the Department of Defenge does not of ‘itself eonfer the rlght to f:he
intellectual property which made such prodiction possable ;

(8) " That qiiotations' from: nonpatent holders were freguentlv lower than those. -

reecived from patent holders, even when the Department of Defense niade

fllowance for reasonable royalties.” .Itis pointed oiit that the royalty allowance is -

arbitraty, s $elected by the Department of Defense without an anslytical deter-
‘mination:of its adequacy.. Consideration 'is not given to the fa('tors of nsk
expense of development, or other pertment elements of eost

~ *Contfijned in cummittee files. - .

i-
L
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“fial role in ‘the’ success of the eompany 8 patent provram “Phere was no dackiof .
effort to promote’ theln, but for varieus practical | afid’ commereinl reasons, ‘the
effort ‘did “not succesd. “Moreover, licenses lindey them have always bgé; avaﬂ-
able to anyone who thought he could sueceed. L )
Under the ¢ircumstances, we ‘strongly urge the passage of your- S, 1809 We
would prefer to seée it stremgthened in certain dread to make more:certain our
unencumbered fight to inventions, which are ‘veally the result of -our owh expei-
, kniow-how, and cap1ta1 We would’ be pleased to offer sl}emﬁc suggestmns
mendment should ¥ou so desire.-
8-t 18,1599, We think it fundamentally erroneots in phﬂosophy and a-serious

' danger t healthy development of mventmns m the pubhc ancI pmvate mterest
Respe' tfully, .

L B Donns, Vwe Presfadent

INDUSTRIAL NUCLEONIGS OORP .
s CQolumbus, Ohio, Juby 16‘ 196;;

vi

‘Subjec : Senate. bill: 1809
Senator MOCIELLAN, : ; S B
Choirman, Senate’ Judtmar;r; Oommzttee Subcomm@ttee oR wtents, deema,rks

o am,d Oopymghts, Washmgton, Do - ) :

DAk SENATOR MCGLELLAN I régret that my sehedul ,did 1 tvxpermlt me to
testify before your ‘committee. I have, higwever; prepared a ‘statement, in the
appropriate number of copies, which I woul,d hke 1ncluded ag, part of the record
of the hearing on Senate bill 1809, .

I would’ appreclate recewmg a co 0:E the heamng tesnmony

’ Smeerely, YL ‘

.HENRY R. C-HOPE T
E’wecutwe V'tce Prestde'nt

S TEMENT or HENRY R. CHOPE- Ex UTIVE VICE PREBIDENT INDUSTRIAL :

_ NUOLEONICB Gom- GoLUMBUs, (8} 4

011 behalf of Industnal Nucleomcs ‘Corp. of Oolumbus Ohw, I am pleased
‘to have this opportumty fo ‘present “this’ statement for consideration by the
Senate Subcommitiee ‘on Patehts, Trademarks, and Copyrights. This state
ment is ‘submitted in conneetlon with 8enate bill 1809 (McClellan), proposing
8 ‘uniform national pohcy ‘with respect 'to mventmns resultmg from Government-
funded reseirch and development. . -

We ‘believe that the ‘establishment of a umform Government patent pohcy
is important and will have far-reachiiig effects on the Ameri¢an:economy. ‘We
believe that a propetly worded statement of legislative intent:and policy-is
ngeded to implement #nd expand the Président’s memorandum on: Government
pateut pohcy dated Oetober 10, 1968, and that most of - thé provisions of -8,
1809 ‘are” appropriately’ ‘direeted to proteetion ‘of -the public intérest: without -
stiflng frée enterprise.” T am ‘theréfore: makmg this statement’ on: behalf of In-
dustnal Nuecléonics'Corp: In general support ‘of ‘the McClellan HIL: R

Our eompany is perhaps unique in making vuse of a4 hew: famlly of matenals
developed entirely at Government expense—namely, a1t1ﬁc1a1 radioisotopes de-
veloped and sold by the Atomic Frergy Commission for gse in commereiil elec-
tronie measurement and control: systems. developed: almost -entirely; at private
expense by American industry...-We hope that @, brief history of the develop-
ment: and-products.of our company,, and a; brief. statement of .some of our recent
specxﬁc problems in-seeking to; help. Government agencies, take advantage of our -
experience and know-how without: comprom'smg our- backg’round rights in in-
ventions :and- technical data, may prov1de a..case, hlstory ‘helpful. to., thiy: sub.
com]mttee

IVDUSTRIAL JNUCLEON 108 ‘OQRE.

Our company Was fonmed only 15, years ago in Colum us, Ohlo, by’ three
young engmeermg— science graduates—of ‘which I was_ one with very little
eapital or prior busmess experience, | By dmt of hard WO k, ‘good fortune,
and some private ﬁnancml backmg, our’ company has very. 1ecent1y grown out
of the “small business” category. We presently have approximately 600 ém- -
- ployees.of whom over one-fourth hold engineering or scientific college degrees.
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General Electri¢ Co.’ " From - its v1ta1 work .in: submarine detectlon in. World
War I to ity egualty ‘vital roles In the development of radar, jet engines,-and
: atomle energy in and atter World ‘War IT; its cooperation “with “Government
in the national interest has been continuous.  ‘Whetre naticnal security: has been
at- stake,contracting -procedure has beén' given second place to meeting .the
national ‘ticed.  For example; during World War II, countermeasure equipment
to jam radar detected on Japanese' torpedo bombers was -delivered within 9.
days of the Government’s request—obvmusly w1th0ut regard to ﬁne pomts of
contractual paperwork !

In reviewing résults at: one of the company’s - plants durmg the fwar pemod;
Secretary of the Navy, Frank Enox, made the statement: *No single industry.
in Arherica has made a better response; a- guicker 1esnp0nse, t0 ‘our appeal for
help than General Bleetric: ~ I: don’t thmk what you ve done heie can be duph-‘
eated anywheremthe world.”

> However, 'in a time’ when fut.ure governmental coutractmg pohcy s bemg:
studied—as it should be—through opén: ‘eongressmnal hearings, we: believe. it
both proper and desirable that we state such-views a8 our experience in Gov-
ernment Tesearch -and development work hag. given us: respectmg pattelns of.
céontracting which we consider to be in’the public. interest. : -

‘4§ gensral'manager of the Atomié¢ Products. Division of the General Eleetnc.
Co,’ durmg the -early ‘postwar. period,: and as:vice president-engineering: of the
dompany since 1960, I have had a:deep interest-in, and concern.with,:both. the:
background matters referred to-above and the issies: discussed below. .

*T' am familiar. with: the -approaches represented. by the several: ‘bills peuchng
before the Senate’s Patent, Trademark, and Copyright Subcommittee: in its-eur-:
rent hearings and believe:that the preferred approach to-solution is to-be:found
in: 8. 1809.  I-construe this:bill-as oné-which places: maximum . reliance: on:
private development of inventions whilé recognizing areas. 01’ spec1a] natmnal
mterest which may require a measure of public control.. . .

Patents are pieces of property, Just like land: and bmldmgs, on: whlch ventme
busmesses are-built, Patents in:the:public::domain- are Just like any - -other:
public property—people don’t ‘build buginegsed.on them. It .ig very true- that.
soine public land and:some; public -buildings are needed—society, as @ whole,
uses . them. But patents are different-—they::are-eithen: used for busmess pur—i
poses or not at all—by anyone. .

Government itself has:no need: for. the- exclusmnary powers aﬁorded by
patenis.. . Government does not need power - to exclude others from. using, inven-
tions, 'mor would its doing so in-any way advance the governmental objectives
in ‘funding: research and: development,.. the. work of Govelnment ;or, the, pubhc- )
interest. -

-"‘Research for itself does no good. - The-results of research: do good When they
show the way to goods or services-that soviety values, . Much’ research ean only.
resut: in showmg that certain materialg or equipment, if made available, would,
be: useful. vaately owned patents can be 1ncent1ve to business.to. make them
available.: . )

+Althongh - some - minor: part of 1eeult‘s of Govenmqent-fuuded 1esearoh and
development may be readily usable in commercial products and services, it is
usually the- cas’e_‘.that-_much ‘more roney . and effort is required to develop an
invention for commercial use than is.spent in the original research. Extensive
product and market development;. including engineering developmnent, testing, -
evaluation, and marketing - effort, are essential.-to move: these items. into the
commercial-marketplace, and it is essential that private risk capital be atiracted.
“to aceomplish these diffienlt and speculative tasks, . Public funds and regources
shoitlld tarely .be used .to.undertake this kind of commercial risk venture.

As President Xennedy said in hig-statement of Government patent policy:
“The pubhc interest in a4 dynamnic and efficient economy requires that effort be
wade to encourage the expeditious development and. civilian use of these inven-
tiong. Both the need for incentives to drvaw forth private initiative to this end
and the need to promote healthy competltlon in industry must be we:vhed i
. the disposition of patent rights uider Government coritracts.” -

CInmy e undmstandmg, the underlying phllosophy and. approach of S. 1809, ( and
or 8. 789}, as in the cage of the Kennedy policy, is to permit private contractors
to retain limited ¢ommercial rights wherever such rights are likely to. provide
needed incentive to 'call: forth: risk:capital Tor the further development and
utilization - of technology:. I believe this to be the keystone. of-aneffective and




listed contraets is found in appendlxes I to V

A Ncwy Departimént .- RRTE IR P G .
. On ‘Tune 2371964, Industnal Nucleomcs Gorp entered mto a eontract w1th
thié Department of Navy, Bureau of Naval Operations- (contract No: NOw 64=
. 0551-f) for the study of various nuclear techniques to measiure the corrosion of
a metal coatéd with paint. This study involved ‘the use of considerable back:
ground technology developed by Industrial Nuéleonics Coip.,; including equip-
ment and know-how. The contract patent provisions (see appendix I) provided
that Industrial Nucleontes could obtain an exclusivelicense to any inventions
conceived or made under the contract, with a nonexclusive, frée lcense to the
Government, Such a study contract concewably opens ‘the door to the private
files of oar epmpany and is very dangerous to-accept without some positive incen-
tives. The contract provided the necessary incentive by holding out the oppor-
tumty to utilize the information and inventions developed for commerecial equip-
ment.  Industrial Nuclechics accepted certain undesirable aspects of the coxn-
tract, because of the protection which- would bé afforded on mventlons whleh

could have commereial Gse. '

B. Depwrtment of Aw If'orce

- On June 25, 1963, Indusirial Nucleomcs Corp entered mto a contract w1th the
Department of Air Force, Rome AirDevélopment Center (contract-No. AF 30
(602)—3123) for the evaluation of a system:-for tracking:a missile during lauhch;
The system- had been:conceived. by Industrial: Nucleonics: Qorp. prior-to the: con-
tract and involved the use of nuelear technigues.” Patent applications were filed
before the contract on several inventions relating to missile 1ift-off measurement.
The contract patent provisions :(see appendix. II) made no:reférence:tdp back-
ground rights ; i.e.,-a license to the Government in these inventions irfespective of
whether they were first actually reduced: to:practice under the contract.: Inven-
tions - developed -under: the contract  were:reported and the: patent provisions
provided that an execlisive:license 'would:be: granted to us, with:a-license to the -
Government: ‘'Theincentive for offering:our inventions tothe Government forpos-
-gible first- getual reduetion to practice under a further contract was that inven-
tions resulting from the.initidl contract and other contracts would be available,
protected: by an exclusive licenge, for commeréial development. - Again,:Indis-
trial Nucleonics Corp. utilized a gieat deal:of its technical know-how and equip-
ment to perform-the initial contradt.: The'Government had to come to Industrial-
Nucleonics Corp. not only for the techmeal‘ know—how but for the mvennons that
could have solved their problem : :

C Natmnal Aerommtws cm,d Space Admemstf ion

On: June o4, 1964 Industrlal Vucleomcs Corp enf:ered mto a contract w1th the
Natjonal Aeronautlcs and:Space Administration .(contract No. NAS 8+11736). to
evaltuate the ‘eﬁ’eetiveness of .eryogenic propellant tank venk systems operating
under o> near zerc-gravity conditions. . This, contract ealled for .a, wide range
study of techniques for solvmg the problem, with specific emphasis.on: flie ap-
phcablhty of muclear meaguring devices. --Our, special. technology and know-how
in.this field wag the renson for our receiving the contract.,. As a result of the con-
tract, several inventions were concelved and reported to.the. Government.. We are
pleased to have been able to continue the work, under a new .contract through
Douglas Adreraft, sponsored by NASA,

"‘Theé inventions ¢oncelved under this contract may have commermal applica-
tions, © Industrial Nucleonics realized the. potential value of the developmerits.
The patent provisions (see appendix IIT) provided for a petition of waiver of
rights, which has been filed by Indusirial Nucleonics Corp. for each of the inven-

*tions:. - Without: thls _opportunity ‘to obtain commercial ‘rights, it is seriously
doubted whether our corporation - would ‘have assumed such a small contract
‘(about' $18;000) to reveal ‘all' of the technigues. and knowledgeithat we could
muster to solve the Goveérnment’s problem. Ifwas the incentive for dévelop:
nient of 4 commercial system that-caused usite feel'the advantages of outwelghted
the disadvantages, primarily due to the favorable patent p10v1510ns "It s our
underetandmg that NASA is reasonable in its granting of such a watver and our
hope is that our corporatlon qualifies for it. We believe our company should qual-
ify, if any corporatmn inthe Umted States can quahfy
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On or about June 1965, Industmal Nucleomcs Corp obtamed a development
contract with the Afemic Energy Commission (comtract No, AT (11-1)~—14T1) for
study of the use of nuclear technigues and systems for maintaining helicopters in
2 desired formation. . We had stbmitted a proposal to the ARG which suggested
several possible systems. Appareutly the AT(C was quite 1mpressed ‘with our pro-
posal and,-obviously, the need for such a.system is very great in view of pre- -
sently inadequate systems for: mamtammg hehcopters in fo:matlon in bad

" weather. .

-The . contra,ct was preceded by. 1ong' and stranuous negcmatmns Wlth the AEG
concerning. patent. rights, At times our judgment suggested that. we should not
accept a research and. developmeut contract from the ABC, in view of unfavorable
patent provigions. Initially, the AEC peoplen gave ug little hope that concessions
could be made as far ag patent rights were concerned, in view of AR('s policies of
obtaining backsround license rights sg well as all:-title and rights to inventions
related to.atomic energy. . Bince this experience was our first encounter, with the
ARG, we were & httle u.ncerta.ln as to how the patent. prowsmns Would affect our
company.

The patent pronswns (see app. IV) which were eventually obtamed clearly'
show how the AEC is unable, under present patent policies,” foi promote the
development of nuclear technology and systems for commercial applications. . Un-
der ‘the. contract, Tndustrial Nucleonicg first had to grant to the Government a
background :license:in -all:inventions:which were made before the .coniract and
in-any way involved. in: the contract:work.. Obviously, this. provision raised a
getious. danger for-ms in guiding . our:engineers as to what to embody in the .

“contract work., ‘The AEC certainly could not expect us-to uge all:the background
technology wehawve. - Consequently, the Government had the risk: of receiving less
than.it-might have obtained under: a.more favorable contract arrangement. . o

Another aspect of the contract, not so. apparent to us at first, was the fact that -
Industrial Nucleonies would not:be:able to obtain an éxclusive license for com-
mercial use.in.any-inventions useful in the field of atomic-energy: . This meang
that our company, basically devoted to: the development: of atomic energy applica- -
tiong, cannot under present policies and statutes realize exchisive patent rights o
inventions arising out of work performed:under AEC contracts for use in the field .
of atomic energy. - Certainly, :this leaves small incentive for-any:company with
sizable private teehnology to deal with the ARG, More serious, from: the viewpoint
ofithe public interest; iz the fact-that the. AEC-is unable to reahze greatest beneﬁts
from:industry’s potentlal contributions,. ' -

- In this particular ABRC contract, the “type o patent pm\nsmn w&s very care-
fully worded so that we obtained an exclugive license only in inventions “in-
herently capable of a use other than in the productlon or utlhzatmn of nnélear
material ‘or ‘atomic’ energy.” - Untaveling this language we could obtain ‘an
exclusive license only a8 to inventidns oubtside our primary. field of commeriidl
interest: - Further, such Heensé wag Hmited to the useé of the invention “for appli-
cations other‘than use m the productmn or umhzatlon of specml nuelear matenal
or-atomic energy. v

- It ig quite dpparent that whatever excluswe hcense rights ale obtamed under
the present “type’' G" ARG paternt’ provmmns, they are of vesry llttle value to a
company in our eommerelal pomtlon

B. Pederal Aviation Administration

- While our company-hag not yet obtamed a contract w1th the FA_A, it has
presented severa} bid proposals.. It ig our understanding that the FAA follows
AEO:practices very closely. Thiz fact has cansed us some reservations in follow-
ing up possible WA A contract opportunities. - In addition, the FAA informed us by .
letter of May: 12, 1956 (see app:. V), :that it:wounld not. accept any:proposal. for
evaluation if marked. with a- “proprletary data” stamp.:;This has caused us fur-
ther restraint. in-submitting -any ideas:to-the FAA; since-it.is our-normal policy
to-maintain a-confidential status- for.the subject.matter, to prevent creating. a
statutory-bar.. Other Government agenc1es do- not s.ppear to have th:s restnctlve
d1sclosure practlee I v ) . IO
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ANALYSIS OF SENATE BILL 809

’ We have carefully studled Senate b111 1809 It seems to resolve many of the
difficulties we have expenenced in- Workmg ‘wiih the Government and in pro-
viding full support, using our.substantial private.technology. ..One reason why
this bill meefs with our favor is that the patenl practice of each of’ the Gov-
ernment agencies would be: placed on the same bagis, yet;with:some. dexibility.
_ As pointed out:above, the AEC is completely different in its: present approach
and this has seriously affected our ability to contract with the AEC,, 'We respect-
fully submif that. the: present AEC patent. policies. have hampered  the. develop-
ment of atomic energy for-commercial applications::.:S8. 1809 appears .to follow
substantially the present.patent practices of NASA and to provide: some flexibil-
. ity:.in a contract nEgOtJ.B.’IJlO]] dependlng on the c1rcumstances H_ence, we_gen-
erallysupports 1809 e no1il. hadier o ; DTIREIEY .

PUBLIO BENE’I‘IT DDRIVED FROM PATENT PRACTIOD INSTITUTED B‘Y BENATE BILL p 809

We submit that the pubhe will beneﬁt by the adoptlon of S 1809 espeolally in
the field of atoniic energy, As pointed out above, it is presently not possible. for
4 company with substantial private technology and private inventions to work
effectively. with the AEC without giving up some of its own rights, especmlly
il the subject matter has oommerc1a1 applications,. .

"In the alternative, some companies may take eontracts from the Government
yet not use their best efforts, sinee certain private technology would be withheld
to prevent grantirig a hcense to, the Grovernment or making-a. dlsclosure of
propnetary data to the Government. Of course, the risk of. pubhe disclosure
of data is always present when dealing with the Government ;. but.the pOSSlbll-
ity of obtaining exclusive rights to commereial developments camn, in. some im-
stances, outwelgh the disadvantages of such disclosure,-. We believe .that, devel-
opments in the field of atomle energy would be much more likely to. gei into the
hands of the public under a more favorable AEC patent pohcy Senate bill 1309
permits equitable contract Arrangements which ould | encourage companies, -
such. as ourg, to work with the Government and ultlmately make avaﬂable to
‘the pubhc the byproduets of sueh work. | .

I 1_;hank you for the oppOftmlty to plesent thig 1nformat10n to yonr commrttee

Henry R Ghope was born in Lomswlle Ky He studled’ mathematms and
science ‘at the Umversn:y of Lomsvﬂle dnd 'was gradioated- from the Ohig State :
TUniversity in-electrical: engmeenng "He holds advanced 'de eeg in engmeermg
sclences and applied physics from both Gahforma I t1tu e 0 Teehnol Y
aid from Harvard University: ' - L

During World ‘War II, Mr Chope served in’ the Armed Forc 8D
in. development and use of ‘electronic and radar eqmpm nt for meteo]
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purposes “and upper-an rad1atlon research He part1c1pated in many ﬁeld
experiments and tests, mcludmg radratlon measmemente in COIlllEC‘thD with
the atomic tests at Bikini-Atolk

Mr. .Chope was a.founder: and s presently exeeutwe vice presrdent of In-
dustrial Nucleonicsg Corp., Columbug, Ohio,.which. company: was- the first- to
gpecialize in industrial applications of atomic energy for on-line process measure-
ment and control. He holds seme 25 issues or pending U.8, patents in the fields
of electronic and nuclear measurement, automatic controls, compute1s, and
data p1oceesmg, as well as numerong correspouding f01e1gn patents.

He is 4 genior member of the. Tnstitute of Rlectrical and Electronic Engmeers,
of the Instrument Soeciety. of America, -and of the American Ingtitute of In-.
dustrial Engineers, -He hag, membership . in. the American Nuclear Society,
the American Association for the.Advancement of Science, Tau Bétd Phi, Beta
Kapa Nu, and the Ohio and National. Societies of Professional Engineers.
Mr. Chope. also participatés as a member of the Labor-Management Commit- .
tee of the Atomic Energy Commission, the Ohio Atomic Energy Advisory Board,”

and various committees of mdustry assocmtlons concerned w1th sclence, tech—
) nolog}', and patents o . . .

APPDNDI"{ X

lause, the fo}lowlng terms shall have the meanlngs_ o
set forth below : :

C(1) The term’ “Sllblect 1nvent10n” ‘medans dny : mventlon, nnprovement or
discovery (whether or not patentable) eoneelved 01 ﬁ1st aetuallrr 1educed to
praetlce either—-. =

: (@) in the: performance of the expenmental developmental or reeearch
work called for orirequired under this contract; or- B
(5)+In the performance of any - e\penmental developmental or 1esearch
Wle relating *to the- subJeeL fatter: of “this- cdontraet which® was ‘done- -
upon an understanding. in writing that a contract ‘would -be:awarded:
Provided, That the term “subject invention” shall not include any invention
which<is specifically idéntified -and listed- in the ‘schedule for the purpose’ of
excluding it from the license granted by this clause., .

{ii) The term “technical’ personnel” means any’ person employed by or Woﬂr-
“ing under cont1aet Wlth the contlactor {othe1 than a subcontractor Whose
tions 'arising tnder eubeontracts are set forth 1n (g) and (h) below), who,
by reagon of the nature of his dufies in connection with the pe1formance of
thls ‘contract, would regsonably be expected to make inventions, . .

(iii) - The term “subcontract” and “subcontractor” mean any suhcontract or
subeontractor of the contractor, and any Iower tler subcontract ox subeon actor
‘under this contraet. :

B(1y. The' contractor agrees fo and cloes hereby glant to the Government
an 1rrevocab1e, nonhexclusive, and royalty-free licenge to practice, ‘and canse to
be praetleed by or for the U.8, Government, throughout the world, each subject
:1nventlon in the manufacturers use,. and". d1spoS.1t1on according to. law, of.
‘any article or material, and' in the use' of any method., Such license (i) shall
" ‘be nontransferable, except that the Government’ shall have the right to grant
sublicenses to any foreign government or mternatmnal organrzatlon ‘specifically
for use in programs established by infernational agreements for Fesearch;
'development or’ produetlon of’ Weapons or eqmpment for mutual defense,
gad (i) ‘shall inclide the 'practice’ of subjéet invention in the manufaeture,
use, and disposition of any article or material, in the use of dny method, or
in the performance of any service acquired by or for the Govermment or w1th
funds derived through 'the’ m111tary assistance program of the Government
or otherwise through the, Government,

And the eotitiactor hereby agsigns. to the, Government all the nghts that the
con aetor would have to enforce the’ subcontractor s obhgatmns for the-benefit -
of the 'Government wi If there are no:sub-
contracts eontaining patent rights clauses, a neg: atlve 1eport s requ:lred The
.contractor shall. not be obligated to enforce the:agreements of any. subcontractor

hereund elatmg to the. obhgetlons of the suuboontractor to the Government
in’ regard to sub,]ect lnventlons .




(1) The eontractor I‘ECOgHIZES that the Government or a foreign govemment

the U 8. Government, may contract for, property or SEI‘VICES Wlth respect 1o which
the-vendor may be.liable to the. contractor for royalties for the use of a stbject
1nventlon on account. of. steh a cohtract, The eontractor further recogmzes that
it is the pelicy of the Government not to pay in connection with its contracts
or to aliow 1o be paid in connection. with: contraets made with funds derived
through the military assistance program or otherwise through the U.8. Govern-
maerit, charges for use of patents in which the Govemment holds a royalty-free
hcense In recognition of this poliey, the contractor agrees to participate in
and make:appropriate arrangements for the exelusion of such charges from: uch -
contracts or for the.refund of amounts, reeened by the. eontract01 w1th respect
toany such charges not go.exeluded. - ; :
. NOTE. —Patent provrsmns of contract No. NOW %Oﬁol—f (N avy)

! APPD\IDIX II

A As used in thls elause, the followmg terms ehall have the meamngs set
~ forth helow s -
.-(i) “The term “subJect mventmn” means any 1nvent1on, 1mprovement or dls-
-COvery (Whether or not, patentable) concewed oT ﬁrst Actually reduced to. practlce
either—: .- :

ol in the perfmmance of the experlmental developmental orresealch

‘work called for or required under this contract; or ', . L

(#) in the performance.of any experm]ental developmental or resealch
work relating-to the. subject, matter of this contract which was done upon

- an understanding in writing that a confract would be. awarded prov1ded

- that the term “subject 1nvent1on” shall not melude any mventmn which ‘i

specifically identified and listed in the schedule for. the purpose. of excludmg
. it from the license granted by this clause.. . - :

(11) The term “technical personnel” Means any person employed by or worklng
under eontract with the contractor (other than.a subcontractor -whose responsu-
bilities with respect.to nghts accmlng to the Giovernment. in inventions arising
under subcontracts are set forth in (¢) and (%) below), who by reagon of the
nature of his dutieg.in.connection with the pelformanee of thls eontract would
reasengbly be expected fo make 1nvent10ns .

(1ii). The terms “subcontract” and. “subcontractor” mean an;svr subcontract or
subcontractor of the contractor, and any lower tier subcontraet or subcontractor
under this centract.

- B (1). The, contractor aorees o and does hereby grant to the Government an
irrevocable, nonexcluswe -and royalty-free licenge .to pract1ce, and.cause to be
practiced . by or for the U.S8, Government, throughout the. world each subject
invention in. the manufacture, use, and digposition according to law, of any
article or matenal and in the use of any method.  Such Heenga' (i) shall be
nontransferable, except ‘that the Government .shall . have the right to grant
sublicenses-to .any. forelgn government or,. international organization gpecifically
for use in programs. established by mternatmnal agreerments for research, de-
velopment, .or production of Weapons or equrprnent for, mmtual defense and. (ii)
ghall. include the p1actlce of subject . invention in the. manui’aeture, use,, ang
d1spos1t10n .of any artlcle or material, in .the. use of ‘any methed, or in.the
perforinance of any service acquired by or for the Goveirhinent or w‘lth funds.'_
derived through the military- ass1stance program of the Government or’ otherw:se .
through the Government P T L i

{2): With respect. tou

-(i). Any subjeet invention made by other than techmcal personnel and

(ii) Any gubject invention conceived prior to, but first actually reduced. to
practlce in the course of, any of the expenmental developmental or research
work specified in-(a):(i) above; : ; ) e

. the obligation of ‘the contractor to grant a llcense as pro,ded ; (b)(l)
above, to convey title as ‘provided in (@) (i1} (B)-or (d) (iv) below, and o .con-
vey foreign. rights ag provided in (&) below, shall he limited to, the extent of the
.eontractors nght to grant the. same Wlthout lneurrmg any_,obllgatmn' to,.nay
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royaltles or other compensatmn to others golely on account of sald grant.” Noth-
ing contained in this patent rlghts clause shall be ‘deerned to grant any l1cense
under any invention othef than a’ subject’ invention.” :

C. Thé. contractor shall furmsh ‘to. the ‘contracting oﬂicer the followmg ih-

- formation and. reports concermng Subject 1nvent10ns Wthh reasonably appear
to.be patentable ‘
. {i) A written dm:losure promptly after c0ncept10n or ﬁrst actual’ reductwn
to practice of each such invention together with a written stitement specifying
iwhether or not a U.8. patent, application’ clalmmg the 1nvent10n has been or w111
be filed by or on behalf of the éontractor; - -

(11) Interim reports at.least.every 12 months, commencing wrth the date of
this contraét, each listing ol Such mventrons conceived or first actually reduced
to practice more than 3 months prior to the date of the report ‘and not listed
on a prior 1nter1m TFeport, 0¥ certifying that there are'no siuch unreported inhven- -
tions; and = -

(111) Prior to final settlement of this contract a ﬁnal report listing all such
inventions including all those previously listed in interim reports.

. D. In connection with each sub.]ect 1nvent10n referred to m 0(1) above, the
eontractor shall do thié following :*% : :

(1) ¥ the contractor specifies that a U S, patent appllcatlon clalmmg such
“invention will be filed,’ the contraetor shall file or catse to.be filed sueh applica-
tion in due form and time; however,if the contractor; after having specified that-
such an application would be filed, decides not to file or cause to be filed said
‘application, the contractor shall so notify the econtracting officer ‘at the: earliest
practicable date and in any event not later than 8 months after ﬁrst publlcatlon,
public tse, orsale, .-
© {f) If the coniractor specrﬁes that a U S patent apphcatron clalmlng such
jrivention has not been filed and will not he filéd (or having specified that such
an application will be filed thereafter ]J.OtlﬁES the contractlng ofﬁcer to the con-
trary), the dontractor halls -~ 7 77 e T sl

(o;) Inform the contracting offieer in- ertlng at the' earhest practlcable
date of any publication of such inveérition-made by or known to the ‘contrac-
tor or, ‘where applicable, of 'any confemplited” pubhcation by ‘the contrac-

- tor, statlng the date and 1dent1tyr of such pnbhc t1on or contemplated pub—

' lrcatlon ‘and. . : .
() Gonvey to the Government the contractor ¢ ehtire nght tltle, and in-
terest in such invention by delivering to the’ contraetmg ‘officer opon writ-

“ten request such duly executed instrmnents (prepared by the (overniient)

‘of assignmeént and application, and sueh other papers as-are deemed neces-

. sary to vest in the Government the comtractor’s right, titls, and’ 1nterest

_aforesald and the right fo dpply Lfor and’ prosecute patent apphcatmns cover-
*ing suéh invention throughout the ‘world; subject, however, to the rights
of the’ contractor in foreign’ appllcatmns as provided in (e) ‘below, and sub-

'=_3ect further 0. the reservation’ of a honexclugive and royalty-free license to

.. the contractor (and to his ex1st1ng dnd future -agsocidted and affiliated

'_compames, if any, ‘within' the eol‘porate structure of: Which' the contractor

is a’part) which license shall be’assignable to the suceessor of that part of
‘the” contractors busmess to which ‘such- 1nventron pertains ;-

(111) ‘The contractor shall furnish’ promptly: to the contractmg ‘officer -on Te-
quest an irrevoeable’ power of attorney to ‘inspect and make coples of egich T.&:
patent applleatlon ﬂled by or an’ behalf ‘of’ ‘the contractor covenng any such

"'mventlon, B '

‘(iv)" In the’event the’ contractor,

r'those other than' the Governme' it denvmg

¥ights from the contractor, elects not to continue prosecutlon of any ‘such TS, '

patent application filed by, or on behalf of the contractor, the eontiactor shall so
notify the contractirg" oﬂicer not less tham '60 days before the expiration of the
response period and, upon weitten’ request ‘deliver to the contracting officer such
duly’executed instrumerits {preparéd by the Government) as are’ deemed neces-
sary to vest in the Governmenf, the contractor’s entire right, tltle, and interest
in'such invention’ and the appheatlon ; ubJect to the reservatron as speelﬁed in
D(n) above;and’” :

{(v) The congractor shall dehver to the contractxng officér duly exeéctited tnsty-
‘mients fully’ conﬂrmatory of any 11cense riglits herein agreed to bé granted to'the
_Government.

.



.. B. The econtractor, .or those other than the Government. deriving rights from
the contractor, shall, as between the partles hereto, have ‘the exclusive right to
file applications on subJect inventions in: each foreign country within: .

(i) Nine months from the date a correspondmg U.S. applieation is filed;

(ii). 8ix months from the date permission. is granted to file foreign appheatmns-
where such filing had been prohibited, for security reasons;.or. :

- (iit) ‘Such-longer period 23 may be approved by the contractmg oﬂicer. S

‘The contractor shall, upon -written request ;of the contracting. officer convey
to the Government the contractor’s entire, right; title, and interest in each sub-
jeet.invention. in each.foreign country in which an application-has not been filed
within the time.above specified; subject to the reservation of a. nonexelusive and.
royalty. free. license.to the contractor together with:the right-of:the contractor to.
grant sublicenses, which license and right shall be assignable to the successor of-
that part of the contractor’s business to which the subjeet invention pertains.

F. If the contractor fails to deliver to the contracting officer the interim reports.
required by (e) (it) :above, or falls to furnish the written disclosures for.all sub-
ject inventions required by (c¢) (i) above shown to be due in accordance with
any interim report delivered under {e)}{ii)-or otherwise knowxn to be unreported,
there shall be withheld from payment until the contractor shall have corrected
such failures either ten (10) percent of the ‘amount of this eontract, as from time
to time amended, or $5,000, whichever ig less, After payment of 80 percent of
the amount of this contract as from time to fine amended, payment. ghall be.
withheld until a reserve of either 10/ percent of such amgunt, or $5,600, which-
ever ig less, shall have been set aside, such reserve or balance thereof to be Te-.
tained until the contractor shall have furnished, to the confracting. ofﬁcer

(1) The firal report required by (c) (iii) above, A .

(ii) Written disclosutes for all subjeet inventions. reqmred by (c) (1) above_ :
which are shown to be:due in accordahce with-interim reports.delivered under
(¢) (ii) above, orin accordance w1th such final Teports, oT. are othervnse known
to be unreported; and - .. - :

“(iil} The mformatmn as to any subcontractor requlred by (h) below

The maximum amount which may be withheld under this paragraph (£} shall
not exeeed .10 percent of the amount; of this contract or $5,000, whichever is less,
and no amoeunt shall be=withheld-unde1zthis paragraph. (£) when the amount:
specified by this paragraph (f) is being withheld under other provigions of. this.
contract. . The withholding of any amount.or subsequent payment thereof to the
contractor shall not be construed as a waiver.of any rights acerning.to the Gov-.
ernment under this contract. This paragraph. (f) .shall. .not. be construed as
requiring the contraetor:to. withhold any amounts from a: subeontractor to en-
force compliance with the patent provisions of a. Subeontraet .

.G. The contractor -shall, unless otherwise authorized by:the- contractmg ofﬁcer
as hereafter provided, include a patent rights clause containing.all the provisions: -
of this pdtent rights clause execept provision (f) in any subcontract hereunder of
$3,000 or-more having: experimental, developmental, or research work as one of-
its purposes.- ‘In the event of refusal by a. subcontractor.to accept such a patent
rights clause, the contractor (i} shall promptly:submit.a -written report to the:
contracting officer sétting forth the subcontractor’'s reasons for guch-refusal and
other . pertinent information which may expedite disposition of the matter; and
(i) shall not proceed with the subconiract:wihout:the written auvhorization of
the 'contracting - officer. - :Reports, instruments; and: other: information required
to be furnished by a subcontractor to the contracting officer;under the provisions
of-guch:-a patent rights clatise:in ‘a subcontract hereunder may, upon. mutual
consent of the contractor and the subeontractor {or by direction of the contract-
ing: officer). he furmshed to the contraetor for -transmission :to. the contractmg
officer.

< H: The contractor shall f:44 the earhest practmable date; notxfy the contractmg
. oﬁicer in writing of anysubcontract containing:one.or more patent rights-clauses;:
furnigh the:econtracting officer: a .copy: of -each -of.such -clayses; and- notify the: '
contracting officer when such subcontract is completed..;:"It=fis~understood;that:
with ;respect to any subcontract clause:granting:rights to-the .Government: in
subject inventions, the Government is a third party beneficiary;. and- the. con--
tractor hereby assigns to the Government.2ll the rights:that the contractor would
have to enforce the subcontractor’s.obligations for:the. benefit .of the. Goyernment:
with respect to subject inventions, - If there are-no subcontracts containing .patent
‘rights clauses, a negative :réport is required. . The.-contractor-shall-not. be:obli-.
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"ate to ‘enforde the ‘agfeements of any subcontracto "5hereunder 1e‘lat1ug Yo- the
obllffatmns of thé subeontractor to the' Government in: ‘regard:to Subjeét inven-
tions. (L) The contracbof- Tecognizes that the. Government, ora foreign govern-
ment w1th funds derived- through:the military ass1stance program or otherwme
thisugh-the (.8, Government, may cofitract for property ¢ services’ with Tespact
to which the vendor may be liable to thé contractor for royaltiés:for the: iseof a
subject dpnvention ‘on account of sueh a dontract: The edntractor futther recog-
iZes that it is ‘the policy’ of the Government not’ t¢- pay it ‘eonnéction with its
congricts, or to allow to be paid in-connection” with' contracts made with funds
derived through the m111tary assistance program’ or ‘otHerwise through the U.S.
Government charges for use of patents in which-the Government holds & royalty~'
fiee licehise:” In recognition of this policy, the contractor agrees to participate in:
and‘make appropriate arrangements-for the exclusion of such charges from such
contracts or for the refund of: amounts recewed by the contractor w1th respe(;t to
: any such charges not so'excluded.:
NOTE —Patent provxsxons of Gont1 act No AF 30{602)—3193 (Alr P01ce)

APPDNDIX III

AL Ag uqed in thls clause and’ in the pmperty ughts in mventmns clause of thls
contrace, the following terms have the meanings assignedsy -

(1) “Reportable item’ means any invention, discovery, improvement or inno-
vation, whethér or not the samé is suseeptible of protection under the U.S, patent:
laws, Whlch is‘made ‘in the pelformanee of ‘work under this contract or in'the
performance of any work done upon an understandmg m wrltmg that thls
coittraet wotild be aw arded; : :

(11) “Made’ means concewed or ﬁrst actually reduced to p1actme, and

‘making’’ means coneeiving of first actually reducing to practlce, ’

(iii) “Invention” means any reportable item which appears to fall’ w1th1n a
statutory class of patentable subject matter (35 T.8. 0 101 and 171) and Wthh
has a 1easonable pogsibility of heing patertable; - :

~(ivy . “Subcontract” and. “subconfractor” means any su‘bcontmct or subcon-
tractor of the contractor, ancl mcludes any" lowe1 t1el subcontlact o subcon--
tlaLtOI' under this contract;’ :

“(v): When this clause and the pmperty rights in mventmns clause ale m-'
elided in any - subconttact; “Ycontractor”’ shall be reac{ as subcontractor” ancl
“gontract’'shall'be‘réad as “subcontract”

vl “Pergon” means any individual, partnershlp, group, eorpmatwn, assoma- .
tlon ingtitution or other entity ; and -

(vi') “Administratort mcludes the Ad.mmlstrator of NASA and hlS dulxr au—
tho1 ized répresentative; -

‘B.-The contractor shall conduct a9 COntlnual review of the 1esu1ts of the W01k
performed under this contract for the purpose of identifying reportable itéms and:
ghall:-farnish’ promptly to: the contracting officer a Wrztten rerport concermng each
reportable item, - Such report shall: 1nc1ude

27{i)" Such -technical detail: ag iy’ necesary {o 1dent1fy, descnbe .and convey an_
understanding of ‘the mature; purpose, operation, dnd physmal (electmcal chemz---
cal etel) characteristics of ‘each réportable item ; P

~(il)o A designation of - each 'reportable 1tem conmdered by “the: contractor to
const1tnte an invention; % mecd

L) A-statementiwhich isets: forth the relatlonshm of each reportable 1tem
to the present contract work:; and -

={iv) . A statement of all apparent: ses in: Wh].eh each reportable 1tem may ﬂnd'
apphcatlon .

0 In addmon to the report reqmre-d in {(b) above the contractor shall furmsh
to the contracting officer within 1 month following each ‘semiannual antiiversary.
date of ‘thisicontract a summary :of the rev1ew act1v1t1es undertaken and the-.
results thereof:which ghall include : :

(L) Arwritten report as requned by (b) above for each reportable 1tem not
prevmusly reported ;- e

(i)~ A ‘statement  listing: each subcontract contalmng thxs reportmg of new
technoelogy: clause and:the property rights in‘inventions: clause, stating the name;
and-address’ of reach. subcontractor, - deseribing the W()I'k to be performed and.
giving the estlmated completlon date of each subcontract TS




D JAfter, completlon of the contract work and prior, to final payment the con-

or 'ert1fymg that there wele 1o repo1teble

'ltems and
(u) (Jonﬁrmmg or correctl 4 prevmus mformatlo,n subrmtted regardmg sub-
. contracts, ox certifying that 1 1o such gubcontracts, were awarded. =

CH. (1) In each subccmtract hereunder, involving, research experlmental demgn, '

rk, the contractor shall inciude the pr0perty
except for paragraph

. engmeerlng, _or development’;
rights in mventlons clause of. thls contract and th1s clau
AL below.

{2) In edch subc011t1 act hereunder'of over $50 000 which calls for work of the.

type described in (e) (1), the contractor ghall, prior to tendering final payment :
 : (i). Obtain from an officia]l having authority to execute such subcontract on
_ belialf of the. subcontractor, & letter celtlfymg compliance by the subcontractor

with this clause and the property rights in inventions elause of thls contract and :

. (il} " Submit a copy of such letter to the coutractmg officer. . |
3 In the event of refusal by a subcontractor to accept thig clauge’ and the

. property rights in.inventions clause or either of them, the confractor shall B

promptly notify the contricting officer of such refusal and shall ‘not éxecute the
-subcontract in question until provisions have been approved 1n Wmtmg by the
,contractmg officer for inclusion in said subcontraet,
T UEY (1) BExcept as prov1ded in subparagraph (2) below, if ‘the ¢ontractor fails
to comply with the provisions of this clause or of the property rights in inven-
tions clause of this contraet, there shall be withheld from payment; until such
“failures have been corrected, either 10 percent of the amount of this contract, or
_ $50,000, whichever is less. After payment of 85 percent of the amount of ‘this
_contract, ds from time to time amended, payment shall be withheld untit a reserve
. of either 10 percent of such ametint, or $50,000, whichever iz lesg, shail have been

set aside, such reserve dr balance to be rétained until the contractor shall have .

complied with the provisions of this clause and the property rights in inventions
clause as aforesaid. Ti the évent that the contractor dées not comply with the

. provisions aforesaid within 1 year after final payment {exclusive of the amount -
withheld) of this contract, any -amount actually withheld under the provisions -
of: this contract and authonzed to be. withheld under this paragraph (f) shall

be deemed to be liquidated damages for noncompliance with this clanse. No
amount shall be withheld under this paragraph (f) go long as the amouht speci-
" fied in this paragraph (f) is being withheld under other provisions of this con-
- tract. The payment of any amount or withholding thereof under this paragraph
"'{£) shall not be construed as'a walver of any r1ghts accrumg to the Government
cunder this contract.

(2) Subparagraph (1) does not apply When the contract 1s a o’ fee contract
with an -educational institution.” In no:fee contracts with nonprofit institutions
" otheér than' an-educafional mstltutmn, the percentage amount .specified :to: be
withheld in: subparagraph (1) above 1s réduced from 10-petcent to" 1: percent.

G. The Government may-duplicate, use, and disclose in:any manner-and: for -

- ‘any ‘purpose whatsoever, and have others so do all repmts requu'ed by para-
3 _'graphs (b) and (c) of thle clause : . . . : ‘

23 PROPDBTY RIGHTS IV INVENTIONS (VOVEMHER ]962)

A (1) An mventlon reported under the reportmg of new technology clause
of this contract shall bé presumed to have been made by a person described in
.. paragraphs (1) or (2) of section 305(a}. of the National Aeronautics: and Space
Act of 1958 (hereinafter called “the. act”), and under the condltlons therem
.. deseribed. - .

- (2) With respect to these mventmns desxgnated as such by the coutractor at
. ,the time of reporting, the. presumptlon of {a) (1) above shall be conclusive unless

'ﬂ-the eontractor at the tlme of . reporting any., such mventlon does, one: of the

’ followmg

: (1) Subm1ts to the. contracting oﬂ“icer a written statement, contalmng sup-
portmg details, demonstratmg that thé uwentlon had not been made unpder the
.oncumstances set forth in either paraglaph (1) o, (2) of eectton 305(9.) of the

.act; o

S (i) Not1ﬁes the contraet1n<r oﬂicer of the contractm s mtentmn to file a peti-
. tion for waiver of: the righits of the United States, to such ntlon, and files such
. ,petmon Wlthln 3 months of such notlﬁcatwn ) R




3) Wlth reepect to other mventwns, the presumptwn of (a) {1) above shall'

_he conclusive if the contractor fails to take orne of the aétiofis set forth in (8 (2}
“‘ahove within 30 days’ after notifieation by the Advmmlstrator thas the neportable
.. item hag been determined to constitute an invention.

“UB(1).If tha contractor files a petition for ‘waiver, he inay nevertheless file
the statement described in  (a) (2) above. With or without a petltlon for
. Wwaiver, the Administrator will review the information furnished by the con-

tractor in such stateme'nt and any other available mformatmn relating to the

“eiréumstances surrounding the making of the invenfion and will notify . the
. contractor of the deecision as to whether the invention had been made under the
. clrcumstanees set. forth m e1ther paragraphs (1) or, (2) of sect1cn 305 (a) of the
" act.
(), If the ‘contractor notifies the eontractmg Oﬁic«er of h1s mtention to petltlon
- for waiver as provided in {a}(2) above, but either (i) fails to file his petition
" within the time specified therein, or (ii) at ‘the‘time of filing. 2 petition for
waiver, does not file an accompanying wriften siatement in accordance with
(&) (2) above, the presumption stated in (a) (1) above ghall heeome conclusive.
- e With respect to each mventwn wlneh becomes the excluswe property of the
United States, contractor ghall’:
(1) Notify the coniracting ofﬁeer promptly followmg any prblic use or sale
.. by the contractor of the mventmn or auy pubheatmn by the contractor 'descnbmg
such invention; “and
(i) I‘urmeh upon wrltten request by the contraetmo’ officer, such full and

' eomplete technical and other information available to the contractor as will be -

,_aclequate for ready transposition to patent SDBCiﬁCH.tIOD form and for effective
prosecution. of a patent application, and, in addition, shall® execute or secure
execution of documents and instruments as may be determined by the Adminis-

. {rator to e necessary for the preparatmn and prosecutmn of apphcatlons for
letters patent covering each invention. .

Nom —Patent Provmmns of Contraet No. NA.S 8—11736 (\TAQA)

! .APPENDIX IV o

A Whenever ale mventwn or dlecowery is made or concelved hy the contractor
or its; employeees in the.course of or undet this eontract, which invention or dis-

.. covery is inherently incapable of a 'use other than in-the pr oductmn or utilization

+.of gpecial nuelear material-or atomic:energy,. the.contractor. shall promptly fur-
nish -the Commission. with complete information thereon; and the Commission
ghall-have the-sole powerto: determine whether or not and “wheve 2 patent -appli-
eition ghall:be filed, and to determine the disposition. of the:titls to-'and rights in
-and to-any invention.or discovery and any patent application or patent that may
~result ; ' Provided, -however, "That -if:the contract," when -furnighing ‘the -complete

" - information as-to.any invention. or discovery.advises:the Commission that the
- eontractorwill file:at its own expense,.sabject to'¢ecurity requirements and regula-.

tions, a U.8. patent application within 6 months of :reporting; and designated

foreign patent applications on such invention or dlscovery, stbject to security =

" requirements'and regultations,“the contractor shall retain:-

(1) A nonexch:ewe, irrevocable, paid-up license for all puﬁposes in. any sueh'

0.8, patent apphcatlon ﬁled by the contractor and any U S 'patent 1ssued there-
: on, and
(2) The title and nghts 111 any suck: f01e1gn patent apphcat1ons or forelgn
Patents seciired by the contractor; sulijeet to:
. (i} A monexclusive, irrevocable, paid-up license to the U 8. Government for
U.8. goverimental purposes and with the tight of the- U 8. Government t¢ grant
" lidensedto foreign. governments for purposes of° gove'rnmental use by sueh foreign
*igoveriments pursuant to a‘treaty or agreemeént with the U: S Govemment or any
agency thereof. i
- (i) Granting. upot request nonexclu.swe royalty-free licénses 1:0 U S 011:1-
mens, and ‘o T8, corporamons w’hen 75 percent or more of the voiing intérest is
“ownéd by U.8! citizéns, for 'use if the production or utilization of* speecial nu-
_..clear material or atomic energy; and agreeing to grant to foreign users fnd
: ,purehasers of the product of 'such a U8 hcensee g, litende, to use or sell such

product to an assighee of {he busmess or plant or as surplus, at a reasonable, .
nondiseriminatory royalty ordmamly £0 be at o greater Toyalty the_n contractvr

hasg charged ity other foreign licensees.




(:_u') The right of the contractor to grant such oi:her licenses in accordance

with-applicable statutes and regulations.

(@) Provided, That if the contractor grants any Heenses other than as pro-
vided in (ii) above, the same ‘shall be for reasonable roya.ltxes or compensa-
tion, and

(b) Provided furthe'r, That if, after 3 years of the igsitance of a par-
ticular foreign. patent, contraetor, its assignee or ity licensees eannot demon-

- strate, upon- Commission request, the practical application.of the subject..

matter covered by such foreign patent, the contractor or its agsignee shall,

at the Comumission’s request, grant licenses on any, such forelgn patent to.

-others at reasonable royalties. . .

(8) If the contractor does not desire to prosecute the T.8. patent apphcatmn
or any foreign application or maintain any foreign patent, the contractor, prior
to abandonment shall afford the Commission an opportunity to take over prose-
cution of any such. patent application or maintain dny patent. The judgment
of the Commission on these matters shall be aceepted as final; @nd the con-

tractor, for itself and for its employees, agrees that the 1nvent0r or invenfors.

will execute all documents-and do all thmgs NECORSATY or proper to’ carry out
_the judgment of the Commission. .
B. Whenever any invention or dlseovery 1s made or concewed by the eontractor

. or its employees in the course of or under this contract,. which 1nvent1011 or dis-
covery is inherently capable of a use ofher than in the production or’ utilization
of special nuclear material or atomic energy, the contractor shall promptly furn-
ish the Commission with complete information thereon; and the Commission
shall have the sole power to determine whether or not and where a patent ap-
plication shall be.filed, and to determine the dlSpOSlth]l of the. title to and
- rights in and to. any, mvenhwn 01' dlscovery and any pabent apphcatmn or patent
that may. resuit: T

: Promded however, That if the Commmmon determmes not to file, the con-
tractor may file any U.8. and foreign patent. appllcation sub;ect to the Gommus-
sion. security requirements and regulations.

Provided, however, That the contractor in any event whall retain at least a sole
(except as against the Government or its acedount), irrevocable, royalty-free
license with the scle right to grant-sublicenses, under said mventmn, discovery,

. patent application or plant, such license and sublicensing nghts heing limited
to theé manufacture, use and sale for purposes other than use in the productmn
or utilization of specxal nuclear material or atomiec energy. Sub.]eet to the licehse
retained by the contrdetor, as provided in this paragraph the judgment of the
Commission on these matters shall be accepted as final; and the contractor, for
itself and for its employees, agrees that.the inventor or Inventors will exeeute
all documents and do all things necessary, or proper, to carry out the judgmenf; of
the Commission.

. No elaim for pec'umary award or compeneatmn under the provisions of
the Atomic Energy Act of 1954, as amended, shall be asserted by the contractor
or’its empleoyees with, reSpect to any mventlon or dlscovery made or concewed in,
the course. of or under this contract,

D, Excepi as otherwise authorized in Wrztmg by the COII]mlSS-lOIJ. the con-
tractor will obtain patent agreements to effectuaste the purposes of: paragraphs
A, B, and C of this article from all persons who perform any part of the work
under this contract, except such clerical and manual Iabor personnel as will not

_have acecéss to techmcal data.

. Except as otherwise authorized in writing by the Commlsswn the eontract.'

will insert in all subcontracts the Commission’s standard type A patent provision,
F. It is recognized that during the course of the work under this contract, the

contractor or its employees may from time to time desgire to publish, within the.

limits of security requirements, information regarding scientific or technical
developments made or conceived in the course of or under this contract. TIn order
that public disclosure of such information will not adversely affect the patent
Interests of the Commission or the contractor, patent approval for release and
publication shall be secured from the Ge-mmmsmn pnor to any b’llCh release or
publication.

G ‘With respect to each -invention or dlscovery in Whl(!h the contractor is
" granted the principal or any exclusive rights under paragraph ( b) of this article,
- the contractor agrees to prewde written reports at: reasonable mtervals Wwhen
requested by ARC asto:

(1) The commercial use'that is. beincr made or is. mtended to be made of sueh :

1uvent1on or dlscovery and
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(‘7l The steps taken by ‘the ‘Gontractor to blmg the invention' to-a pmnt of
practical application or to make the inveniion or dlscovery available for llcensmg
H. With respeet to each invention or' discovery 'in -which the contractor is
granted the prinecipal or any exclusive rights under paragraph B of: this- ar"tlcle,
the contracior agrees toand does hereby grant the Commission :
. {1) The 1'1gh$: to réquire the granting of nonexclisive, royality- free licenses to -
apphcants on any such invention or discovery unless the contractor, ifs trans-
fereées, or assigness ‘demonstrate to the Commission, on Teguest, that the econ-
“tractor, its transferees, or assignees have taken effective steps within 3 years
after a patent issties on such invention or discovery té bring the invention or dis-.
covery to a point of. practleal apphcatlon, or have granted licensed thereon free or
.on reasonable ferms, or cdn show canse why he, his transferees, or assignees
shonld retain the prmmp&l or exclusive rights fora further period of time; and
.(2) The right to grant licenses royalty-free or on reasohable térms to the extent
_that the invention or discovery is required for public use by govérninental regula- )
tiom, or as may be necessary to fulﬁll health needs oT for other pubhc pu;poses
’ Stlpulated in this contract. .
L. In addition t¢the rights of the partles unciel the foregomg 1)&1 a,graphs in‘and
to mventlons or discoverieg made or conceived in the course of or under this con-
tract, the contractﬂr agrees to and does hereby grant to the Government an
irfrevocahle, nonexclusive, paid: ~up. heenqe in and to any and all inventions or
“discoveries of the contlaetor made, developed or acquired prior to or on the
.effe-utnfe date of expirvation or completion of this contract, which are incorporated
in ‘any conceptual design or prototype’ fmmshed under this contract: (a) to
make, use, and to have made and nsed the invention or discovery throughcuut the
World fcu U8 Government purposes, for use in helicopter formation keeping
systems, and (b} to'sell and bave sold any article, nmateridl, or prodict embodying
said invention or discovery, and acquired or used under, the foregoing license, as
surplus or coiidemned public property as provided by law. Proyided, howevel
that no license is granted herein as respects any item which, -on thé effectwe date
of this contract, is a standard commercial itgin‘of the eontractor.” The accéptance
_or exercise by the Government of the aforesaid rights and license shall not pre-
vent the Government at any time from contesting the enfomeablhty, valldlty 01
. seope of, or the title to, any rights or patents herein licensed.’ :
Al drawings, sketches, désigns, design data, spemﬁcatmns, notebooks, tech—
- nical and scientific data, and all photographs, negatives, reports, findings, recom-
mendations, datd and memorandums of every description relating thereto, as
.weil as all copies of the foregoing, developed, prepared or furnished under this
_contraet shall be subject to inspection by the Commission at all reasonable
fimes (for which mspectlon the proper facilities shall be afforded the Commis-
‘sion by the ‘contractor "and its subeontractors), shall be the property of ‘the
Government and may be used by the Government for any purpose whatdeever
Cwithout any. claim on the part of the contractor and its subcontiactors and
vendors for, addltlonal ‘compensation and shall, sub;]eet to the right of the con-
tractor to retain a eopy of said material for its’own use, be delivered to the
Government, or otherwise disposed of by the contractor either as the cofitract-
ing officer, ay from time to time direct during the progress of the work or in any
event as. the contracting. oﬂicer ghall direct upon completlon or termination of
thiz contract The contlactor s right of retention and use shall be suchet to the
gecurity and patent prowsmns, if any, of this contract. s
. NOTE.—Patent plOVlSlOIlS for c-ontraet No A’I‘ (11—1)—1471 (ADC)

AFPENDIX V

. I‘EDERAL A.VIATIO‘T AGE‘\TOY .
: - Washmgth, D.C., May 12 1960

g I‘TDUSTRIAL NUCLEO]\ICS Oom- : ;

_Coluambus, Ohw

l(Attentmn Mz, Charles Badget)

Dra® ME, Baperr: I wish to 'thank you for your consaderatlon in fmwaldmo
‘ai copy of your “Pproposalg for Digital: Barometnc Pressure Sensmg Devme Usmw
 Nucleonic Techniques” toour Agency.

- A policy within the Agency does not pemut us to 1ewew any ma'l.el ial Whlch is
g propnetary m nature.. We respect the rights of- the ﬁrms vr1th whom we deaI
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-and Lreat the proposals in an ethical manner, However we find it necessary to
return any -proposils with a. propnetary statement to the submltter WthO'llt
comment and without a review on our part. Tf you desireto delete thej
statement and. to resubmit. the proposal, we shall congider’ it along,
information that. We have recewed onthe subject e

Smcerely yours . )

: EDMUND BROMLEY Jr
O’Mef, Support Systems Braneh, .
e, Pmvironmental Developmend. .Dwasw%,
. Systefm Resem c?u cmd Developmmt Se¢ 'vwe

INTDRNATIONAL BUSINESS MACHINES CORP
Armonk, N.¥., June 2, 196d

Hon Senaf:ol JOHN L MOCLELLAN,
Chairmon, Subcommitice on Patents, deema/rks, and Copyrights, Commiitee on
the Judwwry, U-8; Benate, Washington, D.C. .
MY DEAR SENATOR : I wish to offer my endorsement and swplpmt of the general
principles.contained in:your bill8. 1809,

As you may recall, T endorsed the middle ground approach of your previous

‘bill- 8. 1290 in-my detter of May 7, 1863. - In 1my opamon your present bill repre-
sents a substantial improvement over..S. 1290.in assuring the contractor, of 4
royalty-free license and -prowdmg for a determmatmn of mventlon nghta at
thetime of contracting.

I ‘siggest the Following addlmonal 1mprovements for your conmderatwn B

1. Where a contractor has filed a patent application or obtained a patent on
an invention prior to entering into a contract, the Government's right should
he limited to the normal nonexclusive license, even though the. mventmn 1s ﬂrst
actually reduced 'to practice under the contract,

2, Thé Government should dedicate the inventiong it acqulres to the pubhc
rather than entering the busmess of licensing its patents on a royalty basis,

- I hope these comments will be cof assistance to yo' i esolvmg ‘thls complex
pmblem and wish Fou utmost success in th:s 1V o .

. Very truly yours, - .

.T W BIRKEVSTOOK Vwe Preszdent

S : U S SENATE,
SELECT C()MMITTEE ON SMALI. BUSNESS,
. ’ J’ulfy 9 1963

IIon JOII’TL l\IGOLELLAN o v R :

C'hm,:r'ma/n, Subcommiitée on Pwtent&, Trademarks, and O’o«pymghrs .S'efnate qu,c-
T eldry G’ﬂmm’uttee, US’ Senate, Washmgton D. C' : '
Y DEak Mk CHARMAN: Mz, Howard Forinan, an sduwstry w1tness appeared be-
fore your subcommitiee on July 7. In his testimony he quoted from a4 statément

given in. 1939 by 4 witness representing the American Patent Law Adgociation.

before a subcommittée of the House Commitiee on "Science ‘and Abtwnautlcs,
in which he submitted the names of five.companies which purportedly had de-
clined to accept contracts with NASA because-of its patent, poliey. .

JIn thig connection, it may be useful 1o eiteé certain testlmony in 1962 'before
the Monopoly Subcommittee of. the Senate Small Businesy' Commiittee by the
General Counsel of the, Nanonal Aeronautlcs aﬂd Spac dmmlstmtwn The
“following colloguy took place . .

“8enator Tong, Do you Know of ahy large, coneern Whmh has refused to con-
tract with you unless they et pa.tent rights? - = 7]
< “Mr., JomNSON. We submitted 4 1ist to, another congresswnal committee of
certain insiances * ¥ There have been @ few such mstances In glmost every
case, by the Hme we were able to gil d,m,m and talk: w out Wit them the con-
tract was accepted,” *  (Tmphasis added.)

- In further hearings conducted by the same subcommlttee in 1963 on the game’

sub]ect the following colldgiy took mlacé between 'the' \TASA Admlnlstratcr
,and bhe su’bcommlttee chauman

1Hearmgs before the Subc< mmlttee on Monopoly of the Sélect Comn:uttee on Sma]]
. Bu:iness, T.8. Senate, Mar. 27, 1962, ; .
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_“Senator Lowe, * # # Now, do you presently feel that you are not able to get

a sufficient number of c'ontractors avallable for researeh on’ your research and
development contracts? !

“Mr. WeBe. Generally, we have a large number of people who want to do work.
The number of people qualified to do the highest quality of Work is not large; but
I think the patent waiver features of our law are not restricting us with respect
to good contractors, although they are more restncted than other Government -
departments; as you know” ¥

I respectfully reguest that this letter be mserted at an appropriate place in the
. record so that a reader of Mr. Torman’s testlmony will be aware of this addltlonal

information.

: Sincerely,

RUSSELL B. Loxwa,
C’hmmm%, Mona'poly Subcomnwttee

BB.OWNE., SCHUYLER & BEVERIDGD
ATTOR\TEYS AND: COUNSELORS AT LAW, B
) Washmgto%, Due. August 31, 1965
‘Mr. THOMAS ¢ BRENWAN, - :
~Chief Counsel, Subcomm@ttee on Patents deemarks, and: Gopymghts C'ommzt-
- tee on'the Judictery; U.S. Senate, Washmyton,D oo

. DEAR ME. BRENNAN : Concerning the testlmony obtained during. hearmgs on
8, 1809, it may be of interest to point up a factor often overlooked in debates on
what should be the legislative policy for apportionment of rights as between the
‘Government and the inventor and/or developer of inventions important to the
public welfare.  This factor comes into play when legislation or executive policy
seeks fo assure by a general rule the public ownership for, and canceliation of,
private rights where the Government has made a. substantial or pre:dommant
contmbumon to the total development cost.. In assuring such public owneramp
in cases where there are equifies to favor that result it may ofien happen in
practice, that the pnvate inventor or contributer has an equity which is wholly
cut off unless care iy taken to presérve his private rlght and to respect t.he final
clause. of amendment V to the Counstitution. '

‘The U.8. Government’ experiences a very strong bargammg posmon in lettmg
contracts to contractors dependent_on such contracts for sizable portions of their
business, and this position is not usually challenged. An important inequality
arises where general regulations and administrative p011c1es econtrol individual
eases-rather than the equities of the cdse themselves., Nor is the private party.
always in a position of equality to test in court the application of administrative
policy, sinee courts have a tendency {o require proof that an admmlstrator has
exercised his authority in an arbitrary or capricious manner under a regulation
" before relief will be granted. Against these principles governing right to relief,
supporied by the sometimes overwhelming weight of legal talent available to the
Government, the individual or small company finds it not worthwhile to chal-
lenge an administrative’ decision, if based plausu.bly on 8 general prowswn of
“law of a departmental regulation.

An example arises from cloger review of the case reported by Mr. Walter A.
Munns, President, Smjth Klitie & French Laboratories, in his statement to the
commitiee on August 19, 1965. That case relates to coeperative work between a
company and a research worker who was paid in part under a grant from the
Depaitment of Health, Education, and Welfare for investizations of steroids,
_for which $26,000-was expended each year for several years, but not directed at
all to the subject of the cooperative work.. Who first suggested that results of
his gtudy could be of possible use a8 a prescmptmn drug to prevent ingcipient
heart.attack seems not to be clear. The suggestion that a particular steroid was
_worbh further investigation for that porpose seems o have come wholly from
the company. It appears further that no such use had been suggested or recog-
nized.as a result of his contract reports to the Government Department, and that
if any suggestion was made, it was not seen to have valne, . .

2 "ECOBO]]I]C Aspects of Government Patent Policies w hearings before a ube mm tt e of
.the Select Commltptee on Small Business, U S Senate Mar 14, 1963 p 31 s oML
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From nthie point Jﬁhe private. company expended $250,000 to evaluate the. drug

for this new and urgent ;purpose, anfl proceeded to the a_)omt of provmg its effec:t,

and safety in animal tests..

Now. -we -have a. eontrrbutren of a. emaIl sum, certamly not hxgher than the:'
$26,000 .allocated for zeneral sterord researeh in one year, which could be.rex
garded as the Government’s contribufion, and a private eontribution some.10

‘times larger, - Yet the company; despite its overwhelmingly larger contribution

of -$2 million required for producing an acceptable pharmaceutical product was:
denied -any. private right even though its. coniribution mlght then exceed 98 per-.

cant of theitotal cost of development. .

Xt has long been urged by many that d:he doetrme of encouragmg 1nn0vatlons‘

and inventions should give way. to the doctrine that he who pays for a.develop-
ment should own it, - Yet: the same doctrine..of equitable ownerghip, when. put

into;effect as between Government.and its citizens as innovators; seeks to.assert

full ogwrership were prwate costs may be as much as 50 times greater than that

of the Government. Thig. is an example, perhaps emtreme but nevertheless real,

of equities guite onpposlte to ithose often assumed bo prevail generally.

Showtd. not . any general . legislation carefully guard . againgt, -the 1mage' of a
Government which takes. away from ity citizens what they may. oontnbute at,

private expense as well -ag protecting. other . public interests? .
- Thig letter iy submitted. on my own behalf for record purposes in the- ‘hocpe rthal;

ultlmate legisiation will: not unfairly tip the halance in favor of | lng Govemmenlt.

to the nltimate detrlment orf .the people governed e
~.Smcere1y, . : e

: l\IIN'\TESOTA MINING & MANUFACTURING Co s
: ) SRR St Pcml Mwm July 19 196‘5
Hon J OHN L MOCLELLAN,

C‘izcm‘man, Subcomnwttee Patfmts deema/rks wnd OOpym_qhts, US Senate,

Wa,sh,mgton FINEN

Dmm BENATOR McGLELLA\T In the mteleet of clamfymg proposed patent legis-'
latlon before the Senaf:e, the’ anesota Mzmng & Manufacturmg Co. wishes to
make a statement for the ‘récord, expressing itself with some amendments for

Senate bill 1809. These amendments are prepared in_an effort to ‘provide more

equitable treatment for contractors who CcarTy out research and dervelupment )

con'tracvts on béhalf of the Government.
 We wish to comimend the Subcommitiee oh Patents, Trademarks and Copy-
rights for the long extended hearings in the interest of developmg sound govern-
mental coptract procedure. Of the bills presented at the hearing, Senate 1809,
in our opinicn, offers the best proposal for the establishment of uniform govern-
merital eontracis in the field of r¥esedrch and development.  The committeé has
hedard many times the various argtimemnts regarding pati ‘
devote our further éfforts to the froposed amendments.: -
In the definitions, section 2, parag'rapch {¢) should bé refwaed to read
" () The term ‘contract’ means any contractual arrangement set._forth in
writing, entered into between any Government agency and any other person
where a purpose ‘of the contract iy the conduet of experimental, developmental,
or research work, and the contract 1nv01ves thé expenditure of Government funds
to réimburse the contractor for the ‘conduct of the work, Such term’ includes
any assignment, substitution of pasties, or subcotitract of any tier en:tered In'tO’
6r executed for or in connedétion with the ‘perférmince of rbhat contraet.”
Section 2, paragraph (z) shonld be revised as Tollows:
HE) The term ‘made,” whén ‘uged in‘“relation to any mventmn, means’ 'the
first actual reducrtwn to practlc e of sueh mventmn m r'the counse of or under it]]e
contraet” - :
We think these changes should be made in ‘the interes
term “contracts’” and in gecordance mth What appears ‘to
remforee cgmtract provismns mtended to msure th “thi

coely

the desire to
nment re—

t pollcms 80 We‘_Wlll:

of clanfymg the'
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time -we m.lght peint out that the Govemmem doeg not, in general pay for the

. facilities- {e.g., bnildings and eqguipment) that the - contra.ctor has assembled,
nor the expenses involved in obtaining and- retam_mg_the services‘of 'a highly
skilled: stati, nor the deiriment to the contractor in losing' the services of that-
highly skilled staff during the- tl!.‘ﬂ.e that the contra,ct 19 bemg performed on
behalf o the Government:”

- Purthernmrore, in advocating rewsmn of gection . 2(g) as mdlcated we: feel
tha.t inagmuch as~the Government does not pay: the contractor for ideas.con-
ceived.prior to performance of the contract;: by the same token the Government
should not retain title to ideas merely concewed it the performance of the

- work, To guard against the possibility that the contractor will withhold or
conceal useful or good ideas, and not. disclose them to the Government, ‘we
propose to require at a later peint in the bill that the eontractor dlsclose to
the ‘Government all conceptions made during the performance of the contract

- work 80 that an evaluation of those can'be made; and if the Government desires
to go-forward and redugce them to practice with Governmernt funds, the con-
tractor can be so notified; but in that event, the contractor shall have a royalty-
free, nonexclusive heense, with the right to- sublicense others, should such con-
c¢eptions “be rediuced to practice by ‘the Government and later patented

Section 3(b) (1) should be aménded to read ds follows: -

(1) Require the prompt and full disclosure by the contractor to that: agency.
of any invention conceived or ‘made in the course of ‘or under the contract; and

" in the case of any invention conceived but not actually reduced to practice in
the course of or under the contract, the contract shall provide that the Govern-
ment shall, within' 90 days after receipt of the information concerning such
conception, inform the contractor of the Government’s desire to actually reduce
such.invention to practice with Government funds;

Provided: further;, That in the event the Government fails to accomplish actual )
reduction of ‘such invention to practice within 8§ years after receipt of said
report, or if the Government does not inform the contractor -of:ite intention:to
actually reduce the -invention to. practice, and .in ‘either'event,— the contractor:

ghall 'actually reduce such invention to practice using his .own funds, then.

all right, title, and interest.in and {o such invention shall accrue to the benefit
of the eontractor ; and both the Government and the contractor. shall preserve
information. rela.tmg tor such mventmns in. secrecy until . the tltle thereto has
been determined.”.. . . ) .

_Bection 4(a). (1) ‘should be rev1sed to read as follows

#{1) 'The sole purpose of the contract .is to create, . develop, or 1mprove
products, processes, or methods which are 1ntended for commercial use on a
‘royalty-free, basis b:r the general public; . or. requlred for public use by, govern-
mental - regulatmns :

This reyvision ig -uggested in the behef that. When the Umted States under—
takes research and development work on products, processes, or. methods whieh,
are intended for general public use commerezally, this should be the stated.and .
prime objective, so that prospectwe contractors. will know i thelr Plasiness.
interests .would be 1eopardized by performlng the contraet work. . ’

Section 4( b).-.-,l portion on. page 8 of the bill as mtroduced i) _”:5,-after
“posntlon”, should be. changed to read :

“The agency. head shall acquire no greater r1ghts than the, nonexcluswe hcense
specified in section 8(h) (2) nnless he determines, after the invention haq been
identified, that. there are in ex1stence special - circumstances. based on relevant
evidence of record, which estabhsh beyond a reasonable: doubt that. the public
interest would suffer as. the rat;ult of. the. eontraetor retammg the i

- ‘exclugive rights in such mventlon 3
..The, change i suggested on.the basns that agency heads shohld not be put
in the position of ‘making a determmatmn on .the basis of speculation. or .the
fear of criticism if their decision i3 to retain nghts g'reater than a nonexcluswe
license. on hehalf of: the Government,: . - . S

. -Bection 4 shotld be rewritten as follows -

“(c) Asg.. ny- contraet executed under. this aet, the determmamon of r1ghts
in any. mvention made.by the contractor in the course of or under .the contract
shall be mafde by the agency head at the time of contracting.” .

o Te ds. believed that the.postponement. of determinafion . of. rmhts in pnbentq
can serve no usefdl purpose, and will only increase the cost to the nnhlic of
Government research and development work. It may. well be noted in this
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" connection: that the Unifed Sfates may, at its. election, acquire and use any
invention for gevernmental.purposes, regardless of patent rights and. their
ownership, at any time, and whether or not guch patent is granted ow an in-,
vention médde in. performance of a Governm.ent sponsored eontract (28 U 3. C :
1498}, .

Section 9, paragraph { c) showld be rev1sed to read as follows

“{¢) The number and general nature of such inventions with respect to Whleh'
the agency has acquired greater rights than a royalty-free license in accordance
with section 4, and a swnmary of the ﬁndmgs of faet upon Wh1ch such deter-
minations were made.” : i

-The-change is suggested in order to prowde the same type of rev1ew of aOtIOHS
of agency heads in connection with acquisition of rights greater than a non-
exclusive license, ag is required in the case .of acqmsutlon by . the agency’ of
rights no greater than a royaliy-free license,

We thank you Tor. the Opportumty of expréSSmg our 0p1111011 rega1d1ng pr .

posed legislation, ; .
 Cordially yours,” . - . : ) o
T _ WILLIAMH AIBBOT’I.‘ ‘
Genemz Oounsez amd Vwe Presadent Legal Aﬁcwrs

NATIONAL SMALL BUSINEBS Assocmrmlv,
) ) ) ‘ Washmgton, D ¢ July 20, 1965
I-Ion JOHN L. “\IUCLELLAN", . ) ’ )
Choirman, Subcommitiee on Patonis, demna'ﬂos cmd Oopymghts, Oommzttee on
the Judiciary, U.8. Seitate, Washmgton D.c; :
Duar My, CHAIRMAN ; In response: to your mvxtatlon to submit additional ma-
terial bearing on the issues. involved in connectio, with the patent policy matters
reflected in 8. 789, §. 1047, §. 1800 and. 8. 1899, bills bebig considered by your
committes, we are submlttmg the followmg additiond] comments and the én-
clozed- studies, with. the r?,guest that they be An omomted mto the record of -
your proceedmgs L ; : S T -

_ REI‘UTATIO’\T OE‘ SEVATOR RUSSELL LONG S ARGUMENTS

(a) Senatm Lonc- has made a great point that much of the Gmrernment’
agencies and programs are already covéred by existing legislation and “require
title on behalf of the publie” The fact that practically all of this Tegislation:
was s.ecompllshed through the wuse of the “ridér” teehmque, whereby the legis-
fation was passed without any significant discussion of the issues, without resort’
to committee hearings, and in most cases by voice vote without the presence of
any. substantial number of Senators, smicks of subterfuge in aftempting to
establish. publlc pq_hey without the knowledge, to say nothing of thée concurrence,
of a major portion of the Senate On practically -eévery occasion  where the
Senate has heen permitted to cast a meaningfnl vofe on the Issue, the Long
amendiment has heen defeated. What the legislation reported by this’ committee
should seek to accomplish is to arrive at a fair; studied, and impartial deter-
mination of entitlément  to' commeicial rzghts to Government—funded R.: & D
inventions as well as the Government’s entltlement to the frmts of prwately
developed inventions.

(b)) Senator Long has' attacked sofme’ aspeets of 1nternat10na1 patent poohng
which causes unfavorable international market conditions for ‘Amerfear manu-.
facturers. This is a variation. of the attack ob patents ‘because of the antitiist
implications of the limited monopoly conferred by patents,” There is a sunple
answer to these “horrible examples”—enforcement of the anfifrust and Gther
laws which are intended to prevent these abuses.: Cutting down private rights
to patents, as we have previously stated to'this cormmittee, will at thé most only
inconvenience the larger ﬁrms, but for much creatlve small busmess W]ll be a
matter of life and death,

(c) In his defenise of his posxtmn Sendtor Long contmuously muddies the
water by equatmg consumer-oriented research such as ‘that condueted by the
Department of Agriculture and by HEW with defense and other nonconsumer-
oriented research.. The statement that “there is no rigk in ﬁndmg o market for.
the new. pmduct” 1s. certam]y tme for new mven ons eompletely developed for :




the consumer market—put the exact opposite is true for most inventions with
potential cominercial application derived from defense, space or atomic energy
research, ’l‘he costs of developing & commercially smtable produci from the
Lare R. & D invérition are alniost invariably great. -Senator Long is dead wrong
when he gays that the primary interest of contractors in obtaining comrmercial
paient r1ghts 1s to permit them to obtain' “monopoly” profits. ~ Classical “monop-
oly” pricing gimply does not- ex1st 1D the current marketplace, for a4 number
of reasons well knew’n to econom1sts ‘and most; Oongresa:men Of course, every
businessinin geeks to inaximize his praﬁts, but the primary Teason for business-
men desiring to acguire pafent rights is-to insure that there is a reasonable
-prospect of recovering development. Costs and keep- exclusivé rights to manu-
facture the patented item to meet competition from substitute products. With-
ot exclusive rights, the copier, who Tiag nof borie development and marketing
costs, is in a position to undersell the developer—a grossly inequitable situation.

(d) One of the themes Sénator Long kebps harping on is rew industries which
have grown rich on Government R. & D. starting from scratch in this field. . I
nssume bhe means compames like Aerojet-General and TRW -Co:: (Thomfpson—
Ramo-Wc)oldndge) .These are the examples of industrles cited to which “bil--
liong of° dollars of the taxpayers’ rights have beén given away.” We do not
believe that any significant inventions having commereial value have accrued
to any of these corporations. 'I‘hey have grown rich on their research earnings,

. We call on Senater Long (as he ig 8o, fond of doing to those who do not concur
with. hig point of view) to point to one instance of patent rights acquired by
these corporations which have produced tremendous monopoly profits for these

_corporations. : If cases exist where such valyable rights have been acquired we
would also Jike to know how miuch prlvate capltal hasg had to be invested to
market these inventions. (Parenthe‘tmally, no one in mdustry ig geriously sug-
gestmg that these R. & D. based corporftions really have any entitlement to
R & D patents) But even in the less extreme cases—-the - large corporations
with many years of expérience in a field of téchnology—we would be interested
6 hear of some of the horrible examples where the taxpayer's rights have been
given away;: where large’ corflordtions have: acqulred patents which were the
basis for huge monopoly profits. We believe that since most advanced technology
is interrelated, large companies with large patent portfolios as a matter of prac-
tical necessity must pool or cross-license patents, so that the only competitors
likely to suffer are the smalil companies. Effectwe pnce competition between
large firms who cross-license or pool patents ie. obvious in the everyday experi-
ence of everyone of us—the. electrical appliance industries, automobiles, elec-
tronics, just to name a few. The conspicuous success stories 1n modern mdustry
are those involving. privately vroduced inventions mostly by small business
which bave prospered and grown—the Polaroid, Xerox, and Daia-Control type
of industries. We want to see more of these develt}p whether the patents are
derlved from private or Government funded research, and we want these patents
made available to the small creative individual or busmess rather than in the
hands of Government buremucrats; -even, if it means that larger businesses will
thereby also obtain the same rights.. This courge is in the public interest. )

{e) Assuming without admitting that every argument made by Senator Long
is loglcally correct, we believe that it Is nevertheless in the public interest in most
cases to give commercial rights to patentable R. & D. Inventions to the con-
tractor or inventor for the fouowmg economic reéasons’y

1. We know. of no fleld in which a true classieal monopoly can e obtained. in
the current consnmer, markelt true. monopoly pricing cannot be pract.lced m the
present market for the follomng reasons:

‘2. ‘There. are always available. substitutes which even if not as g00d as a de-
girable patented article, will restriet the seller in pricing—as the price of the
patented article vis-a-vis substitutes gets out of lihe, the utility of the substitute’
increases in, the mind of the consumer, A good example is the Polarcid cameéra
and Polaroid film. Most photographers will agree that instantaneous processing
of film has some highly deésirable advantages: neverthelegs, the utility of the
product to.the consumer is not so great that. Polarmd preducts are disproporticn-
ately priced as compared with Kodak or other cameras and photographic supplies.
This . is the. common mtuatwn in the marketplace, Monopohstlc competition in
consumer product 1ines is the rule rather than the exceptlon Paténts are only
one of, a number .0f, Monopolistic elements which eniey into distinguishing prod-
ucts and mamtalnmg monopolistie eompentlon—other factors are trademarks




name brands, advertising claims, artistic (as opposed to i'unomonal) variation,
packaging; geographic limitation of-distribution. and variations in guality.. In
many products where patents ex1st patent claims or rightsare the least dis:.
tinguighing elements of Competltlon, partlcularly if the market is dommated by a
few: large businegses,-

b. The realities of 1a1gesoale produetlon and consumer demaud reqmre that
any product where the consumer exercises a choice between competing desirable
expenditures must be rationally priced in regard to its utility.” For example,
we would probably all agree that a device capabie of recording television'programs.
for later reproduction, similar to-the audio: tape recorder, Is very desirable-aud
would command a'large market. * Assuming that a relativ ely inexpensive device:
were developed and were patented what pricing policy would be adopted by the
mantfacturer? - Obiviousty the: priee would: have: to bear some reasonable rela::
tion‘to the market. - It-wounld be a.monopoly price but not in the classical sense.:
In the light of our knowledge of market:demand:and current pricing of :tele-
vision sets and audio' tape recorders; we would conjecture thata video recorder
would have to be priced under $000 to sell in-guantity production, and' to gen-:
erate gubstantial’ proﬁts Thig is ‘certainly not the classieal monopoly price.

:-2,-The proposed Iederal Inventions Administration would certainiy cost-the’
taxpayer a gréat deal of money——probably much more -than returns from com-:
mermally utilized inventions could ever hope te return in licernse fees and royal-~
ties: - "Costs to-policing” pdtent rights onthe part of the Govérnment involving
court actions would be tremendous.: -Returng from rionexclusive licenses, even-
assuthing a willingness to pay a fair royalty (1ot more than'l percent.of -manu-:
facturer’s gross selling price) would be very low. ' 1If exclusive:licenses areto.he: .
graited, dlspoeal by public bid would be the 'only way to'avoid favoritism and
corruption in the administration. - Most of- the patenis would probably §till end®
up-in the hands of the or1°'1nal developer Wl.th only nommal returns over cos’cs
of’ administration.

3. The tax aspects of- patent eXplmtatmn by corporate developers are' such that
all proﬁts would be subject to corporate taxes of 52 percent, plus taxation of divi-
dends at individual rates.’ Much of the profit from’ private development: in any-
event aceryes to theé Government ‘inthe form of taxes: :Additionally the property.
rights In patents in many jurisdictionsare also subJect t6 property taxes: :

4. Tn' those few cases ‘wheére ian illegal monopoly is ereated:thie antitrust laws
provide adequaté remedies. - Monopoly: practices, including: unfair pricing, may
be reviewed by the FTC and the courts, and in extreme- cases the courts ean:
order licensing of patents or placing: theém in the public domain.

5. The' labor implications -of ‘the course proposed by Senator Long are star—=
tling—f{o the extent that ahy policy restricts development of commerelal: appli-:
cations, new employment opportunities are lost; but to the ‘éxtent ‘that 1.8,
patents are’ placed i’ the public domaiii foraign oountnes are free to copy (and-
éven patent in their own countriez) and using the fruits of .8 skill and tech~ -
nology to produce and import the items into the United States to compete with our
own sources of supply, and take away the jobs of American workingmen as well as
the businesses which' creaté them.. U.8. patents give ekclusive Tights to the’
American manufacturés in the U.S. market and allows U.8: eitizens to file for-
the  foreign patents. Furthermore, under ‘the McOlellan bill, 8. 1809, if a
patented R. & D.invention is not practlced ‘the Governmenf, can foroe llceusmg-

“or otliér disposal of the patént) o P

6. Commercial rights to patentable 1nvent1ons developed by small busmess or
individual inventors shotld acerue to-them where they are to be used as caprtal
for niew businessor to enhance existing small business, : :

7. Valus ‘of what is’ “glven away” 'should be carefully appralsed in the 11ght-
of Tollowing considerations: ;

(e) Inthe commerecial market the royalty value of a pa'l:ent asmgned or 11censedi
to' 4 manufactureris isually i the neighborhood of 5 percent; seldom as much:
as 10 percent of gross sales, because it is generally recognized that marketing
kiow-how and produet deveIOpment are the most nnportant factors in sellmg
a riew product.’ : ;

(b) ‘The: patent holder must guarantee the vahdlty of the patent : :

" (¢) The patent owner must agree not to compete or nse’ h1s know-how for
competmg applications. "

8 A 'prime purpose of certain proponents of the “tltle” theory may be: to
further weaken small- and- medlumelze creamve 1ndus1::ry, recogmzmg that the
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strong’ middle: class is the bulwark of our free enterprlse system “The desu able
alternative in the mmds of- these 'prroponents is large 1ndustr1es controlled or
owned hy Government : R

..GOMMEVTS oN STA.TEME\*T 0T ME. JOII'\T M, MALLOY (DEPUTY ASSISTANT SECRDTARY'.
: OF DL‘FI‘.‘.NSE‘ PROCUREMENT) : : . .

We are shoeked hy the continued callous dlsregard of the Department of
Defense of the real dilemma and. hardships ‘faced by the. small business: patent
holder under existing law and procurement regulations, as shown by the com-
ments of Mr. John M, Malloy on 8..1047, When we balance the simple inexpen-
sive and effective procedure which would be set up under 8. 1047 for permitting
Government infringement of private patents where neaded.for national security, -
against the impossible situation now faced by small businessmen.in trying to.
proteci.their patents and obfain fair compensation for their use, we are d1smayed_
that any. Government official: who is aware of the realities of the two" mtuamons,
could reach the conclusions of My, Malloy. ; :

Certainly none of us is trying to deny the Government the right to produce
items urgently needed for mational defense whether p&tented or..not, 1047
would not in any way permit this result by injunction or otherwise. - I-f the
-patented item cannot be fairly .obtained from the patentee or a licensed gource
all that is required is a simple finding by the Secretary of Defense that national
gecurity -requires .infringement-this power. could even be delegated to con-
tracting officers if deemed desirable. . ' What we seek to accomplish by supporting
8. 1047 .is to:change current att}.tudes and philosophy. which now practically
reqmre ‘contracting . officers - to induce infringement of any and all patented
items.:. We wish: to.-see a- reestablishment of a requirement .where national
seeumty permits of purchasing patented items from licensed sources or, if they.
are unfairly priced, of purchasing acceptable substitutes. We- also seek o,
reestablish a climate where procurement officials will fairly. seek to.obtain licenses

for use of patented items-and, where appropriate, pay. fair royalties for.such. o

use.. At present the legislation which, permits acquisition of such.rights.might.
. just as-well be repealed :for.all; the likelihood: of: any-procurement officer now:-
seeRing to purchase patent rights... ‘We must reiterate that for. creatlve patent_
oriented .small business. Ieestabllshment of 8 fair basis. for, dealing with the

Government. is ‘mandatory :if any: swbstantlal segment of.. Sueh 1ndugtry is.to. -

survive to serve the. Governmentlsmeeds. .

Certainly, Mr, Malloy must have had. tongue- in cheek When he. sald “removal—
of: . the.power. to secure an injunetion against Government procurement  does.
not. deprive the. patent. owner: of, reasonable .compensation for the unlicensed:
yse of his patent. "An action against the  Government . lies.in the.Court. of.
Claims, and meritorious claims may be settled there.. ‘Under:10 United States.

Code S.. 2886, the military. departments are.-authorized to settle mfnngement'_ '

claims :administratively before the.suit in the. Court of ‘Giaims is. brought.” ..

- We have.pointed: out and hayve numerous examples showing that-for. s:nall‘
buemess (the primary suffered): a:suit: in the Couxt:-of Claimg is, no:remedy.
at all because.of its cost and the.delay involved. . Furthermore, administrative
settlement ;of claims cannot be made, under.GAO rulings, in the,common cage
where . there iy an indemnity :provision. in. the 1nfnngers contract and the
infringer refuses to settle

We. fulther take 1ssue Wlth Mr Manoys statement—-‘ The Department of.
Defense does not encourage unlicenged -use  of inventiong, as. a matter .of,
course * *.#7. This-may be true as a. ma\hter of “top-drawer” policy, but the
realities of the DOD procurement. situation are that procurement officers. nof.
only consciously use every means overt .or- surreptitious to acquire. proprietary
designs, but to.an extent aid, abet and mduee 1nvolunta1y mfnngement on the
. part of suppliers.: - - .

We, think that Mr Malloy has eonfused the 1ssue in regard fo the real
effect of §, 1047 by his studied harping on the injumctive remedy which- Hes.
in the background of this bill—the real purport of what hag been said i that,
from-the standpoint of the. DOD. buresueraey, it is much simpler. to .continue
the passive state of affairs giving carte blanche to DOD officials: and letting us.
small: businessmen (who-seem 1o be such. a thorn. in.the. side of. DOD) con-
tinue to try to grapple with. this 1mposs11ble- legal and adminigtrative situation,
rather than have his own people have to make the sunple 'determmatmn, in -




appropnate cages, that natlonal security requires-infringement .of a -patent. .
If our defense administrators are incapable of reaching. the simple judgment. .
that a hat rack or a radar component do:or do-not involve national gecurity,.
we better get-a new team. .The statement that making such -determinations
would delay Government br ocurement m our v1ew, is sheer nonsense and serves;
the same ends.” ’

The end of aclnevmg competltlve pncmg for patented 1tems havmg no natmnal
security impact iz also sheer nongense in- our. estimation. : No ploducer of -non-
essential items, patented or not, can impose “classical” monopoly. prlces .on- his -
product, . Available reasonably. priced substitutes: tend -to: keep -prices. of -all
patented products at a-reasonable level. Furthermore, the Government’s broad
know-how and coercive powers in the field of megotiated procurement:are sound
and sure means of keeping priee_s in line. - 'We most. earnestly ask the committee.
to examine closely the reasoning of DOD and to reject it by reportmg sone.
version of 8..1047 ;. power to make determinations should.be vested in the “head
of the department or agency concerned” rather than in the Secretary of Defense;
to: overcome: the objectionable feature of having procurement aections of other
depax tments or agenmes rev1ewab1e by the Seeretary of Defense Sl

COMMENTS oW STATEME\TT OI‘ J EDWARD 'WDLGH, DEP‘UTY GENEBAL COUNSEL, GAO-

The v1ews expressed by Mr Welch follow what is, 1n our v1ew, a time- honored
tendeney on the part of the Comptroller General, in his excessive zeal to protect
the public interest and interpret the will of Congress, to be pennywise and pound
foolish, The real costs to the Government in terms of shoddy goods, costs of
administration, legal expenses, and loss of indemnity rights WhJ.Oh are part
and parcel of patent infringing procurements ave never included in. GAO calenla-
tions. (But it is interesting to note that GAOD was ‘able to denve the startling
proposition that by payment of ordinary busmess overhead in ifs procurements,
the Government somehow is financing contractor's prwa.te research programs. Ig
the Comptroller General so naive that he fails to appreciate that all private re-
search is ultimately charged off against goods sold, or does he-helieve that private
research fands are provided by some genie or philanthropist ?)

Mr. Welch blithely skips over. the most-important. guestion: of - public- policy
wh,ich the -Congress is being asked to: validate or-refute in the legislation which:
will -be. reported out by this commitiee—namely, .shall -we continue to support -
the- private, free entérprise system.through .our. patent:laws, particularly as
they encourage the establishment, proliferation, and success.of the.creative small:
business, or shall we retreat ;further_-into state socialism where everything either
 belongs to the Government or is effectively controtled by Government bureaucracy?

The. very. issuance. of:the. Oomptroller General’s: oplmon of: October 6, 1958;:
Be136916 interpreting the Defense.Procurement Act in-such:a manner ag.te: pro-
hibit the theh prevalent procedure: of procuring patented articles by-negotiation,
gerved. to repeal, for praetical purposes, the anthorization contained in 10-9.8.C.
2386 for the Government to purchase rights in patents::. Again; ‘ag in fhe
case of the .Department::of Defense witness, when Mr. Welch states that the
patentholdeérs. rights .are. “preserved to a substantial if not complete extent by

rights to reasonable compensation preserved in section 1498 of title 28 United ...

Btateg Code,” he simply is not aware of the inadeguacy and unfairness of the -
small businessman having to resort to this proceeding, 'We believe that a fair
appraisal.of-total réal costs to the Government would show that negotiated pro-
curement of patented items from licensed sources would-in‘the Jong'run be cheaper
and more:-equitable to all'parties concerned, - §: 1047 provides o mechanism to ‘ac-
compligh thig purpose‘and- still permit purposeful-infringement by the Govern-
ment . where there is amational defense purpose for the procurement and eupply
from hcensed sourees is madequate for any reason . ;

L STUDY PREPARED FOR NSBA BY DR BARKE’V S. SA.NDERS

We have aeked Dr. Barkev 8. Sanders of the Patents Trademarks, and Copy-
right Institute of George Washington Uhiversity, Washington,, .G, .to prepare
for ug a'study of ceptain aspécts of patent policy as they relate to small husiness,
‘We asked Dr. Sanders to do this for us because we were aware of: the fremendons
background which he has acquired in thiz area in connectlon W1th previous
gtatistical and analytie studles of the patent system




The conclusion reached: by Dr. Sanders in the enclosed study which erere of
particular interest to us, since they support and document some: of our prevmus
statements and recommendations to:the Congress,:are as.follows:

(1} . The value of patents to individual mventors and small businees is very )

T great: -

private effort and investment is actually used for commercial purposes.:
(3) The allegation that there is widespread suppression.of patents by coTpora-

tions has not;been:verified by documented studies. On the: contrary, it appears:

that unused patents are unused primarily becanse of economic considerations.
(4} Patents are more intensely exploited- by small business than by large.

{5) Individual -inventors and: thé:small business sector: continue to make a.

elgnlﬁeamt contnbutlon to the. advance of knorwledge, mventmn, and p&tentmg
of:inventions.

(6} The qual.lty of patents apphed for and 1seued as attested by utlhzamon, ‘

is inecreasing.

£7) Gomparatwely feW patentable nventlone result fro :- Government R &, D _

contraets.

(8) Inventlons have 11tt1e 1ntrmsm commerelal Value 111 the hands of the‘

Féderal:Government,:

(9) The proportion of patents developed Wlth Fedemi R & D fu_nds put to

cemmermal use is much smaller than for those developed with- private funds.

(10) ' Companies engaged in federally finatcsd R, £ D. are usually not those,

with the highest skills in the area of development sought

(11) The Government should waive all its ‘commercial rights to patentable in-.
ventions becanse this would result m more co_ mere1a1 exploltatlon of eeonoml-[

cally worthwhile* mventmns

“We believe that the daty prowded by Dr. Sander’s study will ’be value‘ble to the,' '

committee bécause’ it brmgs togétHer inuch of the avaﬂable Stat1stlca1 data
regardmg patent explmtatlon by busmees. .

EXAMPLES or GOVEBNME IVFRINGEMENT AUTION'S A INST BMAI.L BUSIVESS

T Weare subm1tt1ng as an attaehment to- t}.us letter a compﬂatlon of complamts '
whi¢h have been assembled by -our association; to present dramatically exact

fact:situations covering Government -actions complained of by smail husiness. I

am asking the committee to delete the names of the complainants and other’
corporaticns referred- to:in the complaints, for a nuomber of reasons—ifear of

reprisal, pendency of litigation, ete, ‘We feel that these reported inc1dents which

repreeent only a handful of the numerous complaints: which we continne to-

receive should stir' the committee to take appropriate action to mcorporate gome
relief similar to.8. 1047in: whatever legislation it reports to the Congress?
In conclusion, we wish to-express our appreciation for the opportumty to
present these adchtmnal comments to the eommlttee. LR
Very truly YOIH'S, -7 P ‘
oo o HENRY J CAPPEL‘LO
O’onsultant on Pwtefn,t Pohcy

NEIetnR LABOEA:EeRms, ING R
Decetm- m August 25 196‘5

Senator JOHN L MOCLELLAN,
Uhmrmam, Subcommvttee of: Pwtmts, deemarks rmd Oopymghts, Semte
Judiciary. Commitiee, Senate.O fice Butlding, Washmgta'n, 0.0,

DEAR ‘SEnATOR MOOLELLAN :-Reference iz made ‘to' hearlngs held by yeur sub-
commlttee on 8. 789, 8, 1809, 8. 1899; and 8. 2326,

Aware of hearings scheduled by your committee for August 17, I had requested
an opportunity of ‘presenting .a statement dat:a later date inasmuch as it was
physieally impossible for me to be ayailable on the 17th, In a letter of Augnst.10,
your chief clerk, Mr, Steven G. Haaser,’ graciously. suggested that should I. so.
des1re 1t would be aeceptable to subxmt a statement rinclusion in the record..

Rt Material,eo_ ) tained In rt_:plnmit_tee files, : ;

(2} A .Wtery large proportwn (50—60 pereent) of patents developed through-




I Y N . tad

Toward thig end, I have prepared & written statement which I would like to
respectfully submit for consideration by your subcommittee for inclusion as part
of the record pertaining to hearmgs on these Hills. The statement is submitted
in duplicate and I trust that 1t isin proper form for conmderatmn by your sub
'comm1ttee ’ i )

Respectfully yours
0 .T G.-wam,rro
Dwectm' of Resewrch

STATEMENT oF Dn C'HESTDB J CAVALLITD, Dmmo'mn oF' RESEARGH NEISLER
D LABORATOR.IES, INC ; o .

My name is Cheser J. Cavalhto T am. currently dn'ector of research Ne1sler
Laboratories, Inc., Decatur, 111 Untll a few months ago, our company operated
48 -an mdependent concern in the pharmaceutical industry. We are now & sub-
_sidiary of Union Carbide Corp. Throughout the penod of almost 15 years that
I'have been with the company, ‘we have been engaged in creatmg and marketmg
new drugs. .

My personal quallﬁcatmns are set forth in appendlx A to this statement

The above bills relate to the vitally important subject of rights to mventmns
made in connection with Government -financed research. I.do not propose to
_discuss the provisions of the bills. . Rather, I would like to present to you some
of the facts reiating-to research 1n the field of new. drugs, based on some 25
years of experience in:thig field. | These facts, I beleive, show beyond guestion
that the public interest is Jeopardlzed by any leglslatwn that would (1) impair
the full and complete interchange.  of information and  cooperation between
academic and institutional seientists and . industry research personnel-or (2}
remove the patent incentive in connection with the research and marketing. of
any new chemicals havmg possﬂ)le drug utility, But before detailing these. facts,
“let me discusg my general obgervations in more detail.

As I understand the situation, it.is agreed by.all concerned that the results
of Government-financed research should be made available to the pablic to the
maximum possible extent. The only questlon is how this can best be. accom-
_plished. Some have taken the . position; that where. the (fovernment pays for
.some part or all of the aetivity leading to an invention, there is some form of
-giveaway if the contractor. (or, indeed, any private. enterpuse) iy given ownex-
ship of the patent rights. One fallacyr of this approach les in the assumption
that the eontractor (or other private enterpnse) acquires some sort of presently
existing and commerclally valuable right in a new product. - At. least in the drug
[industry this is not so. 'I‘here may, mdeed, be some patent rights or prospect of
patent rights in s product that shows some promise -of drug application and
some indication that it might survive the long period of development and market-
ing before any return on investment is made.  But there.is.almost never, if
ever, a drug invention made during the course ‘of Government-financed research
that is carried to the point of commercial .practicality at Government expense.

Thiz is not due to any inadequacy of individuals engaged in Government-
financed research. My experience—and I believe the experience of others who
have observed the activity—Iis that the personnel.involved do their best to give
the Government full value for its money under the conditions they face. The
~missing ingredient is one. that the Government never: hag supplied in the past
and I:do. not believe can supply in the future. This is the spirit of enterprige.

Unless there is a strong incentive to fake risks nobody will do so. And without:

the risk taking, drugs eannot reach the point of: practical application. - Indeed,
the: risk taking required in the drug mdustry is probably greater fhan that of
any other substantial industry..

Where Government patent ownership is not mvolved our patent system isa’
vital factor in attracting risk effort inthe development of new drugs, and thereby
improving our healéh. It also-makes possible the publication of research findings
and the interchange of scientiflc knowledge that vastly increases the rate of our
scientifie progress. ‘The U.8. patent system is particularly strong, Without if,
it is highly unlikely that the United States-wounld have developed the world's
strongest and .most productive pharmaceutical “industry. -Of some 587 new
single chemical drug entities that-became marketed drugs between 1941 and 1963,
355 originated in the United States. . U.8. firmg accounted for 321 of these:



. This record, I'am sure, reflects.the fact that a concerniin the U.8. drug: industry
has a.very strong incentive—through the paient system—to make the successive

Tigk: mvestments required to. brmg ardrug to the pomt of practlcal appheatmn

and usefuiness tomankind.: :
To the extent the patent system does not apply as to a partmular drug, thlS
incentive is lost. Where the cohsequence of Government-finaneed research is a

curtailment of available patent rights, the effect of the patent system as a stimulus.

to these risk investments is reduced, or even lost entirely. The spirit of enter-
prise is no longer fully effective as to such drugs. Their. potential may Dever be
realized becaunse of laclk of incentive to perfect and ‘market them.

The patent system can be rendered:.ineffective as to a drug.by Government-
owned patent rights that are simply thrown open for use by anyone. It can also
Dbe tendeied ineffective by premature: pubhcatmn dlsclsome of the chemlca]s,
which cirtails available patent rights. -

"' The history of drug developments supports a concluswn ‘that 1t is necessary—
-as & practical matter--to have the strongest possible patent rights for new drugs.
“Any Government - acthlty that curtails- such rights may restlt -in’ potentially
important drugs remaining unexplored and never carried to the point of practlcal
utilizatign for the benefit of ihénkind, -The Dolicy of ‘the Goverhment as to
Government-financed research activity, may- curtail possible’ pateént rights by
impinging upon the'new drug developiiient activities of'a pharmaceutical concern
at any one of tiany points in the long réad from an idea fo a perfected, marketed,
- drug. - Th essentially all practlcal cases, the extent of the Government investment
‘in the. particular product is small—especially -in’ relation to the inventment re-
quired of the pharmaceutlcal company in futther research and mhArketing of the
driig.  To show wliy this is so I devote the next portion of this statement to a
0'eneral description of the steps required to carry a drug to the point of practical
bene’ﬁt‘.'to mankind, with emphasig on the risk decisions that must be made and
-on ‘the cceasions Where ‘Government-financed research activities may be involved.

The elements of risk, the decisions that must be made, and the- particular
capablhty of & business enterprise operating under incéntives to make the deci-
zions and thereby take the risks, is best brought out by tracing the hlstory of a
drug te the point at which it is available to the publie In go doing, I shall
,bung out both the work and contribution of the*employed personnel of the busi-

ness concern and the work and contribution of academic personnel who frequently

play an important role in the overall sequence of events: Within the limits ‘of
‘this- statement it is not posslble to do more than state in general ‘terms ‘the
various prucedures and ‘steps in making a drug available for plactleal us,e in
-médical practice.: But the sequence set forth is- present in nearly every case,
including particalarly the steps from-idea to invention to commercial product.
It shouid pe-added that it takes more than an idea to make an invention ; it takes
_moré than' an invention to make a product; and it takes more tlian a ‘product
to-make a drug commercmuy avaﬁable “here 1t can be used by mankmd

‘ MAKmG- THE INVENTION '

’.[‘he ﬁrst step in ?the lonﬂ' road: to ‘A new druw of use to mankmd iy the mven—
“tion. . For a‘new synthetic:drug (that is, new chemical eompound usgeful as a
dl‘ilg) the work beging with the idea or concept.of thé new ehemlcal structure
or strictures; followed by devising: a way of making them. “For .a new drug
-derived from -a narural source, the -work begins w1th ‘the idea -or: ‘concept that
gsome natural plant or-animal material-may contain a material useful as a drug,
followed by devising a way of testing, isclating, determining the structure and
‘possibly synthesizing the active substance. orsubstances.: Under toda,ys condi-
tions, these steps are beeoming increasingly more-diffieult and require ‘mueh
‘mdre vision' and’ingemyiity:than -‘may appear——for the less difficult and more
“readily apparent drug leads have been pursued by others in the past.:
= Th-the caseé'of & chemist in 4 pharmaceutical company 'laﬂjoratoly, he is usually

uising his scientific knowledge and expenence intyitively conceiving or visual-

izing new chemdcals with .a hoped-for, specific; biological property of potential
yalue in ‘medicine.  Having so’ visualized -the chemicdl (whieh may be-a new
synthetic chemical compoind orf Some derivative of: natmal plant or ammal
-maferialy, he then rproceeds to devise waysto-make it

In the ‘case of an ‘academic scientist, possible tew drugs (whethel new syn-
thetic ehemlcal compounds or denvatlves of natural plant or animal materials)




are.conceived jpredominantly in.the interest of .advancing. scientific knowledge
-or'a:part of a teaching program. The academic.scientist may- or may not be
initerested in the:potential.biclogical properties. of the substance. . Many acaderic
chemists, for example, are totally uninterested in. such-properties.. .An academic
chemist: in- the. chemistry: department: of .a -college of pharmacy, however, is
-usually interested in- ebiologmal propertles In the case of an academic bmlo ist,
such properties are of major interest. :

But. whether: the. interest is only one of Ehemlstl'y, or. ds- also a matter of
. possible--biological ‘properties, : the.. product ‘envigioned - must be.made. - In the
.case of some possible. drugs, such as those in the sulfa-drug group, this may not
‘present great difficulties.. In the case of other drugs, such:as some steroids-and
-antibiotics, it may. be -exceedingly difficult -to make.the product.: . In many in-
stances an academic seientist is at this peint eompelled.to-obtain the help .of

others.. Trequenfly. swch. help is obtained. without .cost from’ a. pharmaceutical .

“concern. having. e*{penenced mersonnel ang facilities :for- conductlng unubual
‘ chemlcal Processes, .

-After-the product has-been made, it is still necesary to demonstrate bmloglcal
activity before there isa drug invention. :This procedure is usually carried ‘out
quote differently in the laboratories :of a:pharmaceutical;concern: than :in the
eage of 4 product originating in the work of an academic scientist.. ‘In the labora-
“tory of .a pharracéutical company, the chemicals having potential drug activity
are distributed to scientific specialists such:as physioclogists; pharmacologists,
biochemists, endocrinologists, 1hicrobiologists, immunologists, or others having
the gkills -angd facilities to-determine the presence. of biological activity.. These

scientists : conduét tests in: the-laboratory on experimenta] animals or’ living:

-systems using test methods in which the performance of known drugs is recog-
nized, - Theéy also look for any hovel or unusual -response that might suggest a
new or unpredicted: biological effect and:possible application of ‘the chemiecal.
"An important part of the-work of these scientists is devising newtesting proced-
ures capable. of detecting biological activities not previously subject to test or<of
Amproved responsiveness.and. reliability -as:to blologlcal act1v1t1es covered by
previously available tests.
“In the case of an academic scientist, ‘biclogical testmg ig necegsary to make
4 new:drug invention just as in the case of.the: company scigntist: . However,
in. many ingtances an academic chemist ig riot interested, ox only mildly: mtele‘=t~
-ed,*in biologicdl properties. In such instance-he will eooperate with a:pharma-
‘ceutical concern- interested.in’ testing :the: products:he:has:made; but will-de
~tothing ‘more to brmg such: testing: about, -~ Where -the academic: scientist: is
dedidedly interested: in biological. :properties, he may: have facilities available to
-make guch: tests,~in which event they dre.likely. to-be:-carried out. -More fre-
quently; however, he either has no facilities-for':this..purpose or le:needs more

elaborate facilities than are available:at.the:institution::: In this instance the -

academic scientist must agam tu).n to the Iabomtones of a phalmaeeutlcal con-
cern.

At this stage—making the mventlon—LGovemment policy has a great 1nﬂuence :

. on the extent products of possible biclogical dctivity are tested by pharmaceutmal
. concerns. Usually the academic scientist ‘Who visualizes and makes thé chemical

eompound (or'other ploduct) ig working on soine Government-finariced research,-

This may be the very researeh that led to thie making of the compound or other
product. Under pregent piovigions-in’ many research contracts, the Government
is believed to have full patent I‘lO‘thS t0 siich products, regardless of the contribu-
“tion of a ph'u'maeeutlcal ‘concern in’ actually testing, This hag forced pharma-
‘ceuticdl concerns in most instances fo refuse to conduct such tests—for the only
value of such tests to the doncern is in'leading to a drug which can be marketed
urider patent protectlon ‘that will protect the necessary investment. It'is essen-
“ gl therefore, to ‘have gome way to provide reasonable patent rights to the
‘pharmaceatical echeern if the- potentlal value of the products made by the aca-
demic scientisty is to be realized in tering of drugs available for use.

1t should be noted that in this instance thefe is no question of giving: some- -

thlng away to a Government contractor who already receives compensation for
services: The pharmacelitical cohcern: receives no compensation from the Gov-
- ernment in any event. -In the past, the concerns have entered into patent agree-
‘ments under which thé cohcern obtaing some éxelusive rights sufficient to Justlfv
“the' initial biological testing and’ further drug develgpment and marketing éx-

pence If academlc sc1entlsts (0‘ thelr IILStltuthDS) workmg under Government i
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contracts are permltbed to retam sufﬁment nghts to enable them to grant som-e
exclusive rights to pharmaceutical concerns, this practice can’ continte. Other-
Wise, there is every indication that it will soon come to-a2 complete halt. -
© - I understand from discussions with lawyers that a pharmaceutical invention
is regarded as “conceived”’ when the chemical is visnalized and its probable ac-
~t1V113Y identified, .- I' also understand, however, that in’ some instances the “con-
ception” is not complete until activity is demonstrated—but. that under these.
cireumstances-the conception may not be that of the person making the biologieal
tests, but rather may be considered to be that of the person who visualized the.
product and its probable activity that is later demonstrated o exist. -Since-an
invention is regarded as “made” under a- Government contraet when “apneeived”
-during the:performance of the contract, it is my understanding that where an
academic scientist visualizes and makes a product while under such contract,
the invention is likely to be the property of the Government even- if a2 pharia-
ceutical coiicern invests far.more than the Government .in bmlogmal tests and )
other activities,
.- If the biological testing of one or more products shows’ some promlse of use-
‘ful biological properties, if.is necessary to undertake wvery substantial additional
research- before a product. that may be even . tested on humans is. obtained.
-Thiz activity entails some. very important and risky decisions.: The firgt deci-
gion is that of identifying:the family of chemieals that should. be made and
tested to.be sure that. the chemical having: the . greatest .desirable activily
cand the least undesi_ra‘ble activity. is. found, -~ This is-not. a simple task. Tnd-
less variations in chemical structure are usually possible. A skilled. scientist
-may be able to identify the structural components:of the chemical that con-
-tribute to the activity and suggest ihie. chemical. variations that can most
‘productively be explored. -More typically, it is necessary for the chemist and
.the biological gclentist to work in- close liaison in- preliminary tests directed
-to.identification .of the biological. effects resulting from wvariation of parts of
the .molecule. In any case, an extremely difficult -decision must be made.in
determmmg just. what produects .should: be prepared . and sub;;ected to b1010g10a1
tests.
This clemswnal process ig part of the new. drug development precedures that
‘a4 pharmaceutical eoncern g designed to follow: It is particularly suitable for
a business concern spurred on by.the prospect. of an important new drug.that
can be marketed under patent rights.. If the testing of related:products. stops
short of testing. the optimum. produet, -the resultant drug will not. be .the best
poessible. - But. if - the testing! goes - beyend the- point of diminishing -returns,
investment is needlessly increased and availability of the drug to. the publié-is
-needlessty delayed.  Decisions of this sort are best made in the environment
-of a competitive enterprise where wise decisionmaking results in- pmﬁts and
-unwise decmlonmakmg may be eeonommally fat-al : : .

MAKING- THE PRODUCT

The ﬁrst step in makmg a product from the invention is to select the com-
pound from.among those tested which seems to justify further development.
~Among factors influencing a selection at this point are ;. chemical considera-
tions—such as difficulty and cost of synthesis on a larger scale, stability, phys-
_ical form of the chemiecal, specifications, ete.; biological cons1derat10ns—such as
spectrum of biological act1v1t1es, absorption, anticipated. difficulties from toxic-
ity or metabolic disposition; pharmaceutlcal ‘congideratons—such  as formu-
lation problems that might arise in converting the raw generic substance from
the chemist's bottle to a stable, reproducible, functional pharmacentical dosage
_form. Itreadily can be seen that the potentlal sources of difficnlty are numeronus
cand multldlsclphnary If a poor.seleetion is made; this will be an expensive
_error.in judgment becaunse all of the work would need to be repedted if, another
compound later had to be chogen,, -

After a new chemical is. tentatwely selected for further evaluatmn, 1t is
,pur,_ through the paces of additional safety testing in animals and. elucidation of
.a more complete: biological. profile.. . This, if.a new: compound were turned.up

as warranting interest because of its. ablhty to lower blood pressure in -amimals,
prior to its first evaluation in man it would be neeessary fo determine what
.other things the chemical, might do in 2 svide variety of biclogical test systems
. and to conduct additional prelifminary. safety and toxicity tests. At this point,
one iz still’ a loug Way from knowing whether his new ehenncal 19 a drug
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If- the acute animal tests show! now :limiting -undesirable :manife’statidns, -gub- .

.acute toxicity testsin"animals are conducted for about:3 moenths. - If the -com-
pound passesithis: safety test; then. one can: consider: very careful, prehmmary,.
“doge-range’ explorations in alimited number:of human volunteers.

The decision.to conduct enough laboratory tests to prepare. a componnd for .
preliminary evaluation:in.man. involves: the: assumption: of congiderable. decision:::
making risk in commitment ¢f resources: - Furthérmore, the decision as.to how
much . animal -work-to: conduet prior: to- preliminary.evaluation in .man is: &
weighty responsxblhty for the researeh and general phalmaceutlcal manage—,
ment e L

Addltlonally, the Food and Drug Adnnmstratmn reqlnres that an 1nvest1ga- g
tional new drug application'be filed. with-them :price.to the institution of any
evaluation -of ‘an-experimental: drug-in man.' The - basic responsibility: and-the
risks inherent-to: this. step nevertheless: rest; as.they: sheuld squal'ely upon ihe.
pharmaceutical company: or submitter of such 4 new drug, - -

The first-and prelimihary evaluation’ in man. involves’ Studles Whleh often do :
not tell us whether: the new chemical ig:-active iniinfluencing the. disease: for
‘which it is of possible: interest.::Rather, the early investigations are designed.
to guide subsequent studies. from the view of how much of the potential new drug
substdnce can be safely administered to man without- inducing limiting, unde-
girable side -effects.. -These: preliminary. tesis :generally are .referred. to as.
human.“dose-range’ studies,. . These-are conducted in human:volunteers and by at.
least two independent, clinical investigator groups., If the new chemical ghows
undesirable features at:this stage,: it.is .dropped :from:further consideration.
As one can see, an appreciable invesiment has already been made in coming
to this point of no further pursuit. If, on the other hand, the comipound does not
show undesirable characteristiets, it yet remaing o ‘be demonstrated that it is.
effective for the disease conchtlon ta be treated Many factoxs now enter 1nt0
the desigh of steps beyond: this poing;, -

If'a drug potentially will be used as therapy for a ehrome d1sease it w111 be
admmlstered “for “prolohged pemods ‘of time. -.Iun these instances one must

,begm even more extensive, expensive, and timé-consuming, long-range animal-

toxicity studies to determine the safe dose. range of the experimental drug prior
to-its administration for a significant pertod of time to humans with.the disease..
It :ig ‘self-evident that ‘& dr'ug for: treatment of -an: acute -condition::such :as
phneumonia, which would require administraiion of the drug for a lmited peried
of" tinie, poses 'a different kind of safety problem than one for treating diabetes,

... for example, which requires a day in and day out medication for the remainder

of the patient’s life, The decision to proceed to long-range toxicity studies in-
volves significant caléulatéd risk in the investmernt of resources. The decision:
to pursue clinieal testing beyond: the'initial dose- range- “stu'c_lies -ecommits - the.
company to possible expenditure of very-sizable ‘sums of money. over. several
years time.. The company expenditures for clinical studies invelve not just
internal costs, such ‘as’ maintenance ‘'of 'a‘ medical” department, preparation of
clinical supphes, ete, but financial, support for external studies by clinieal 1n-_E
vestigatols. These external clinieal costs”include grant supports to the in-:
gtitutiong where, studies are to be conducted and ‘reimbursements for the large
numbers of often’ expensive’ elinical” Iaborato.ry tests nsed “to- monitor the’
effects of the drug on'the ‘volunteer patient.’ Investigators -of hlgh caliber:
sought to conduet clinieal studles of ‘this kind also may’ bé carrying on other
research programs for which Some ﬁnanelal support may have come: gTrom -phil-
anthropm ‘Sources, or from loedl, State, 6 Federal agencies,” Total isolation
ol gegregation ‘of every aspect of every projects by an investigator on the basis:
of fource ‘of funds' iy virtually inipessible. It would eut off ‘from the industry’ .
thé services 01’ many leadmg clinical’investigators if the proprietary position:
in the company’s drug weéré to bée usurped by the Governmient whénever any part:
of the investigator’ s or. mstmltmns support of a drug study were assocmted
-w1th Federdl funds. : fraep ad
- Heére the pohey respeetmg Goverument ﬁnanced research by acadenne sclen—'
tists again impinges on the’ development afid marketing of new- drugs.’’ The:
pharmaeeutlcal eoncern must be able to'tse the facilities of the academic-clinfeal;
investigator.- It can.not do so-if thé CcOHSEqlGce of uging’ these i§ to lose the!
patent; rights that are-esvential to marketmg of the proposed new drug.. ‘While:
I do ‘ot bélieve that—-aside from’exceptional casss—gny:present practice re-
I to Government-ﬁnanced researeh contraets threatens the pharmacentlcal:




coneern :inythis: respect;: any:continnation -of . the . recent trend.toward .ever::
increased Government claim iof rights-may. well:do so. . If: this-oceurs-the con-.
sequerices will. bé disastrous:to.mew: drug -development- and marketing... : :

After coliecting ecnsiderable:amounts of:data from;animals and from human~
clinical work with a.-new experimental:drig; ons:nsually: has an accumulation
. of encouraging and discouraging information:which ‘Tequires’evaluation:.. Thetre:
is' no sueh thing.as an ideal drug: - No:drug.is-without:some. shortcomings:orn:

limitations. - Yet, if ‘we are to:be practical :and make.step:by-step advances.in. -

medieal . therapy, we .must; make realistic .compromises; with: the ideal and. in-

. light of the best medical judgment determine whether the evaluated data from
a.__new-:dnig- shows. sufficient advantages to outweigh: itsilimitations: and justify”
its. use in-treatment of a disease.: The. company management once again must:
make: a: high-risk deeision. - Bo-the overall:characteristics of: the investigational
drug merit its market introduection as a: product?: ‘Errors in: Judgment escalate
in costliness ag a drug development program-moves. cloger: to.the product stage. :
A new: drug application filed with the Food and: Drug Administration may .require
several years to clear.  ‘During this time, the: company. has considerable money..
spent-which-earns no-income and in: p1act1ce, usually continues to spend money.:
on additional studies.: F‘lnally, that rare day may dawn for-a pharmaceutical:
company on which it receives approval of its -new:drug application. - To: reach.
this peint, an.average of 5,000 compounds were prepared, studied, and discar ded :
by the 1ndustry before the one became an acceptable, ma1ketable product

CO‘TDUCTING A PHARMACEUTICAL BUSINESS

I-Iavmg ‘a nefw product Ls an . exc1t1ng smuamon for any company 'I‘hls is.
partlcularly true in the phmmaceutlcal industry. I-Iavmg a- product, however,
does not guarantee-that it will form' the basis of a. proﬁtable business. The,‘
company may be compelled to make 2 major . mvestment in a new factory.in-
stallation to manufacture the drug. substance. Pharmaceuhcal production
‘facilities may need to be designed or added. for manufacture. of the product. .
Quality control packaging, distribution, and. marketing -efforts. are.requited..
TThese -costs-are particularly high during . .the early periods .of new product,
introduction. 'To these costs and problems one must: add:the ever-present possi-: )
bility . the dr’ug just wom’t be-a market. success: for any of several reasons..
Turthermore, in a highly competitive industry, who knows how $oon and. from.
what. direction” a: Tew: ploduet w1]1 appear whleh overnlght W111 malke yo’urs,
Obsolete" L : : T Lo R . I :

STI‘.PS I'\T THE DEVELOPMENT AND MARKDTING OF‘ A NDW VRUG- FROM THE NORMAL.
S LIMYE: OF- GOVERNMENT-FINANCED ACTIVITY: - IN M.AKING GOMPOU‘TD TWITH SOME_:-
- ACTIVITY. TO FIRST }IOVFTARY RETURN .= '- VIR E RS TR NS AT N B AT

There are, of caurse, endless var 1tions. m the sequence of steps leadmg to a
marketable new drug. General mdlcations of what takes place may neverthe-
less be helpful to, your, eomlmttee in v1suahzmb what occiirs. . I have accord—\_
ingly sttached heéreto an outline of stelps in. the. development ‘and markéting ofr
a.new. d.rug The outline extends. only. from the point at which, a chemical is -
found to have an interesting. biological aet'lwty to the iime of fust sale of. the:
drug ﬂhat ultimately results. ./The total elapsed: time could range from 4 to 8
vears. , Thetotal.investment could fall-ir the range. of from. about §2.to. §12
million, - These are not absolute Mmits, but do. represent the ranges usually
encountered today.. AL df this mvestment must be made on.a further risk basis
in the light of the ehance. that a competitor will market an equal; or better, drug,
during . this devel‘opmental .period. or. _shorfly: thereafter The, pharmaceutlcal.
concern must have patent rights to justify this: investment.. .

The .Government, investment in.a; potential hew drug rarelv extends beyond_, .
the point where it has been made by an .academic scientist and. some. blologlcal,-
activity shown to exist (a. demonstration that usually cecurs. in the laboratories
of a pharmaeeutmal doncern; to whom, the-compound has beexn. given. for this
puarpose) .- -Ifi the: matter iy dropped at-.this point, there iz no-drug suitable. for.
marketmg If the matter is.pursned; as Hlustrated in the omtline, mﬂhons of:
doltars must be -invested.before there is any xeturn.  Such investment eannot_—
be justified without patent.rights.. . The.initial. Government mvestment -in . the
making of the:compound—perhaps only $10.000—is_Tar outweighed: by. the in-:
vestment of the pharmaceutical concern. It follows that Govarnmenf: pohcy




should be-based:-on leawing te: the -coniractor in such instance sufficient patent
rights: to;enable it to.grant rights to the pharmsaceutical concern adequate to
support investment Necessary. to bring; the product.to the pomt of utilization to
the benefit of manking. . L
One product having secme pharm&eeut:lcal activity as tes ed, i
laboratory. : (For every &vich compou.nd pharmaeeu.tlcal eoncerns make and test
many compounds. Where an’ academle soientist has made the eompound he
may fortuitously hrt upon one ‘with' some activity: -If-thé academic scientist
has ‘been supported by the (Government to any extenrt the” support doee nod:
norma’lly -axtend beyond the point of -having made guch & compound
Syzithesis of 25-100. related ecompouids for ‘test: and determmam o of optunum
ehemmal $50,000 o $200,000 invested by company. © ]
Blologxeal smeemng of 99—100 compounds, $15 000 to $oO 000 mvesi:ed by
company. - ¢
¥ull biological laboratomr proﬁle of oompound selecbed as op«tunum $50 000
investment. .
- Preliminary, 8- month aiiimal toxieity tests; $10 000- mvestme:nt
Metabolism and biochemistry studies ; $50, 000 investment, 7
* Pharmacy Tesearch and development ; $50, 000—$100 000 mvestment
. Human doge‘range studies; $15,000 investment:’ - ‘ :
- Long-terrm animal toxieity tests ‘$60,000 investmeéit. -
Pre-ngw- drug apphcahon human evaluatlon of drug, $25 000—$1 m11110n
invéstiment: .
“Processing of uew-drug apphcatmn $100, 000 mvestment
' Introdilctory sumphes produotron fac1h1:11es, marketmg $a m1111on m\Testment

First sole and: monetory return. - :

If drug is successful, and iz not: displaced too soon by an even bebLer drug,
the monetary return Wﬂl be- adequate to justify the mvestment made on’ the
drug, together with invéstments -made 'onr unsuccessful dings, -

Total elapsed time from ﬁrst compound Wlth some actwmty 1:0 flrst monetary
return :'4-to & years. . =

Total investment from ﬁlS‘t compound (and normal ]_um.t of any- actual Gov
ernment’ ﬁnanced aetlmty) to ﬁrst monetary return about $2 mlllion to about
$12 m11110n.-<" # e :

APPENDI’X A

. STATEMI]NT OF QUALIFICA.TIONS, DR- CHESTER J C‘AVA.ILITO

I recelved oy bachelor ‘of smence degree in chemlsny from Rutgers Umvermty
in 1986, My doctor of philosophy degree wag granted by Ohio State University”
in 1940. My ﬁeld at this time was organic and physiological chemistry. In con-
D.ECU.OD with work leading to the Ph. D. degrée I also served as teaehmg assigtant
in the’ physmloglcal chemlstry and pharmaeology 1aborator1es 111 the medlcal
school at Ohio State University.”

I‘oIlowmg redeipt of my Ph, D. degree I worked for 1.5 years at Goodyear
Tire & Rubher Co, My work thele dealt with the techmques for preservmg food.
using synthetm polymer ﬁlms such as Phoﬁlm as protective agents After this
I spent some 9 years at. Steirling Wmthrop Research Institute, engaged in research
- work in the field of pharmaceuticals.  Since January 1951 I have béen diréctor

of research of Neigler Laboratories, Inge. (formerly Irwin, Neisler & Co ). of
Decatur, I1i., which this year became a subsadlary of Union Garbide Corp

I have served as. secrétary ani as chairman of the Division "of Merhcmal
Chenustry of the Amenean Chemlcal Somety and am s member of the editorial’
board of the Journal of. \([edmmal Chemistry. I have ‘made presentations and’
have lectured in the filed-of organic chemistry, drug mechamsms, and chemical |
pharmacology at meetmgs and 4t universities, both here .and abroad.’ I Have
served as lecturer in the Department of Pharmacology at the . University of
Illinois Coltege of Medicine, = At prégent, Tam serving on the Chemical Adv1sory
Board for Walter Reed Army Institute of. Research, I have authored approxi:
mately 70 scientific publications, and have received over 80 U.8: patents. - ) )

1 am a member of Phi Beta Kappa and" Slgma Xi honorary’ fratérnifies.” In
addition to the American Chemieal Society, T am g member of. the, Chemical
Soclety (London), the American Asgsociation for ‘the ‘Advaicement of Science
the New York Academy of Science (fellow), and the Amencan Somety of
Mmroblologyr .




\TEW J ERSEY PATENT Taw ASSO(}IATION

(N e g 2t : Newark NJ May28 196‘

Re hearlngs J une 1 and 2 on Government patent pohcy :

Hon. JorN L. MoCLEELAN, . .. C ‘ o h

Oha,wmcm, Rubcommitice on Patents deemaxrks, ami Uopymyhts, C’ommmtee;
on the Judiciary, .8 Senwte, Washtngton n.o.

"DEAR. SENATOR MCCLELLAN The New Jersey- Patent Law Assoexatmn has—
~ reviewed the provisions of 8. ‘1809 and 8. 1899 which are to be considered by your
committee at the hearings to be held next week. -Our association believes that.
wour bill 8, 1809, the Federal Inventions Act is. a very sta:tesmanhke ha,ndhng
of thig extremely important sub] ect. . . -

In the opinion. of -our, associatiorn, S 1809 1s;an excellent b1ll wluoh prowdes
full safeguards to the Government and the public while permitting a degree. of.
ﬂexzblhty to.the Government agency head-to administer the patent rights provi-
slons in Government contracts to best gerve the public interest. .

We believe our national policy must be flexible because of, the dwerse types of
Government resedrch, . In some cases where a field of research has been wholly
Government funded . and the eontractor brmgs no private backeground to the con-
tract work of wheré the research objective.is to develop items for use by.the pub-
lic, for example, civil defense or public safety equipment, Government retention of
title to Government-spongored inventions may be desirable, In other eages where
the reseéarch is primarily directed toward governmental activities but the Govern-;
ment wishes to encourage, buf not.support, future development in. commercial
areas, granting greater than nenexclusive rlghts to.a contractor may be essentlal
to encourage later private development.

‘We believe that to develop commercial uses at private expense of most inven-.
tions requires more than nonexclusive rights for the person who is-to make
the: developments. Extremely large sums of‘money are required in. most in-
stances to develop a new product to its commercial stage. . Only if a company
can. recover. its development .expenses and. have . some -hope for. -a .reasonable
. profit on the products which it sells, will it be willing to take the great TlSkS
involved in attempting to commercially develep a new product. . .-

- ‘We believe that 8. 1809 accomplishes the desired objectives of. fully proteetmg
the Government on inventions developed under Government contract yet, at the..
game time, it gives a flexibility which -will .permit and. in fact encourage, con-
tractors to develop for commercial uses inventions Wthh may have been made
under or in eonnectmn witha Governinent contrict.

We have two minor. suggestions, however, which we ghould like to have.
- considered. in connection with 8. 1809.. Section _"(g) appearing. on page 3
of your bill, defines when an mventmn has been made.. We believe thiat the
words: “in the course of or under”. the contract could be mlslnterpleted to. 1mp1y
that inventiong made durmg work performed by .a. contractor. not under the
contract but which may be in a related field should he.considered as coming
within the definition when an invention.is made. . We believe that this eould
be clarified by changitg the words “in the.cotirge’ of or under” to “in the per-
formance of work ecalled for or regumired under.” Without this clarification,
a contractor might be ineclined not to. accept Governmént contracis in ﬁelde i
which. he is already doing commereial work (whlch ﬁelds, of course would
be where he wonld have his greatest capablhtles) .

Our other suggestmn regards gection 4(a) (2) on page 7 ‘of your bﬂl It.\
refers to contracts for exploration intp flelds which directly eoncern the’ publie
health; welfare, or.safety, and we belieye it could, be, misinterpreted by con-,
tracting officials. as applying. to almost any contract which the Government_
n:ught award.. Almost - anything which  the Government, ‘getg.involved in does:
in .one way or. another directly. ¢coneern the publie health welfare, or safety.
Therefore, we respectfully suggest’ that thls section he expanded by ‘setting
forth those spec:ﬁc types of contracts w]nch Fyou would: feel directly eoncern.
thie three broad categories referred to. in'section 4(4) (2). .Thus, for example,
in the field of, public health, 1}1ustratwe examples of such conitracts would be!
those for developmg means for curing.and preventing dlseases, matters related
to. sanltatmn and sam.tary faalltles, nd 1mproved food products for use- by=
undernourlshed segments of our popul tion, L ) I Lo .
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;In éldsing,*our ‘agsociation wishes to thank you for your efforts in endeavoring
to.develop & national patent policy: which will-be fair:and.equitable both to the

Government and Government contractors. Alse, we.wish. to. thank your com~ '

mlttee for considering our st atement on th is matter
Sy Respectfully yours, i : R

. DENZLEﬁ,, P'.'Fé e‘dent.',

T ] Assocm'rm\r OF 'II-IE BAB oF ’I‘HE CI‘I‘Y or NE B, Yorx,

Hon JOHNL MOCLELLAN, e o .
()’hmrman Subcommitice, on, Patents, T1 ademaﬁas cmd OOvpymghts, Oometiee
.on.the Judiciary, Senwte Oﬁice Pmld'mg, W wshmgttm D.C,

DI}AR SENATOR MCCLELLAN The-Committee -on. Patents of the Assocmtmn of
the Bar..of the City of New York,: being charged: to-examine pending patent
legislation-and authorized.to promote; or:oppose it.on-behalf of the-association,
‘has given consideration:to:-the three bills now .pending before your subcommittee
on the subject of Government patent:policy with respect to inventions under con-
tracts relating to -resedrch and:development; such: b1lls bemg 8 789 (Salton-
stall); 8. 1809 (McOlellan), and.8. 1899 (Long) .. :

wAg. a resilt of ‘such ¢onsideration, .our.committee: has approved S 1809 (Mc-
Clellan) and urges the passage of. this:bill: The committee wishes to- register
on reservation, namely: in feeling thatthe:.concluding sentence.of. gection. 4(a)

should be clarified:to avoid -future. intérpretations-.of -this provision :(by.:Gov-

ernment agencies):which might; for all:practical purposes, foreclose: the appli-

cation of such prowslon m the prm(:lpal areas Where exceptlonal mrcumstances-

may-arise. -

© . In'general support of the b111 the commlttee recogmzes that rthere are im-
portant reéasons for-enactment:.of a- law prescribing Government.patent. policy
in all’ fields ‘of ‘research and development contracts. The committee further
recognizes that in support-of 8. 1809, there are -very cogent reasons for per-
mitting a division of rights, between.the United States and the contractors, as
to inventions arising under-coniract operations, and in particular for permibting
the title or principal: rights ( saving always a Heense in the Government) to be
acquired by the contractor in a nmumber of appropriate circumstances, in con-
‘trast to proposals, as in one of the other pending bills identified above, that
would: essentially vest all rights in-the Government, with relatwely little, excep-
tioneven as to a license in.the contractor.:

‘Some - of the reasonsg for favoring a balanced pohey such as understood to be
intended in 8. 1809; ineluding -provisions. allewing . the . contractor .to acquire
gréater rights than a.mere Hcense:with respect: to: the: contemplated inventions
under: appropriate circumstances, are predicated. on the concept .that the .in-

centive!values of the: patent system, relative:both: to: the:interest of the Govern-

ment:in getting maximum results of research .and the. interest of the pubhe
in getting. the benefits:-of the inventions where posmble, will" be lost if major
or all rights are inflexibly acquired by the. Government.in every case. Spemﬁcally,
for example, and -excluding situations where.public . interest in the nature or
field : :of  research - conelusively. demands. .retention :of  dominant rights . by the
Government -as under: subsections® 1)y (2), (8),.and. (4) of section Ara) of
£.71809, it has been cogently suggested-that in the absence of patent protectlo
substantlal patent interest for the contractor. :

(@)« There will be minimal incentive to the contractor to-identify and. record
patentable developments, so that the sigmﬁcanee of such developments w111 .be
lost to:therpublic. - :
~ - {®). There wiil be 11ttle or no meentlve for any one to commerclahze produets
-(in: areas -of ‘general -rather than. Governmental use); since after the. develop-
ment of the products under:the Government. .contract, .no one. would have any
protection: (agamst*‘ competltlon by others) m his. mvestment for such com-
mercmlizatwn e o

(e} The: small - busmess contraetor may ﬁnd that the results of h1s research
and ‘development under the-contract are; freerto be exploited. by his larged com-
petltor, to the: detnment .of the: growth .Of #mall busmess.
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2@y -The:contractor 'will be discouraged. from making further- developments'

th‘ﬂ respect to- sub]eet ma,ttel Whlch has m eﬂect become dedlcated to flee
availability :'toevery ‘one,.::v .-

(e) Research and development contracts w111 be refueed by many quahﬁed
contractors, especially those having the most valuable background. of ‘experiernce

- and amhty, because of relictance to rigk their existing proprietary rights and

_ to lose, in nongovernmental areag, the fruits of thelr long experience.

The position of the committee in support of ¥, 1809 accords with the position
the ecommitteé has taken in past years relative to-similar proposed legislation,
1.e;, reélative to sitiaiions where demands of the national security or the general
welfare warrant the (overnment's acquisition of gréater rights ‘in contract
mventions and relative to'the desn:ablhty of permlttmg a contractor to receive
the greater righty in essenmally ‘all other casés. T may be noted,in: passing,
That as early as June 1961, the. commiitiee Tecorded its opposition to an earller
proposal for a :Federal Inventions: Administration, being of the opinion that such
Adminigtration would- serve no. useful purpose and that each Government agency
cant best administer its own:patent. affairs. It is noted thai: S 1809 does not, pro-
pose. any such new: Inventions Adminisiration: ;

* Turning to our reservation about-the final: prowsmn of seetlon i(a) .of
8. 1809, ie., the zentence now appearing .in lines: 18 fo-22 of ‘page 7. of the
‘printed-biil, 1t is strongly ‘urged that some clarification-is:needed, ;. Very: appar-
ently, the principal situation:'of *“exceptional :circumstances” :would be’ one

wherez-t’he -eguities: greatly:favor: the coutracior, as when. such contractor has

an-anusual--amount of special knowledge and ‘experiencer and:a great. deal..of

valuable kiosw-how, either in research or:eommereial‘.opera.tion, in areas critically -

significint to the field in which the-further research ig desired: . Under such
cirenmstances, where the monetary congideration of the contract cannot-possibly

eover the very large value of the.contractor’s position, i.e., the value which willk

be of extraordinary advantage for the sake .of-the: contracted Tesearch, it would
seem plain-that exceptional circumstances are present; including .equitable;con-

siderations which predominantly -favor. the acquisition by the' dontractor of .

gredter rights than a mere license,: Theé’ public interest; in-such.case, may well
be' advanced by obtaining the services of this contractor (as most likely to be
productive of desired results)- throngh the mducement uf the pmspectwe aeqmm-
tmn of greater patent rights. N

It is felt, however, that the present wordmg of t!:us concludmg prowswn of
‘section 4(5},) may well- foréclose its -applicability under: these .circumstances,
Specifically, a Government agency might very likely adopt a theoretically war-
ranted’ eonclusion that ‘the “public interest” is only “best:served” by retaining
tifle to all patents‘in the ‘Government as the supposed representative of the

publie, “there being nothing in- the present language of the bill to indicate that -

‘strong equitable eonmderatlons in favor of the contractor might suffice: to out-
weigh 'the preSumably “best”” position of the public inbeing granted full rights;
Indeed, there is nothing int 4-(a) that indicates any recognition of 'such egnitable

considerations; wheréns the express :recital of/some limited situationg involving -

stuch factors in section 4(1)) ‘could: be'construed-as excluding Any such congiders-
tiong flom the scope of the “excéptional circumstances™ ‘provisiondin4(a). It is

nioted;’ in ‘that comnection, ‘thai this last provision is the-only:‘exception:to-the
other par‘ts of “section 4(a); the benefits of: gectlon '4(dh) ‘are apparently not

applicable to ‘any” sntuatlon comirig: Wlthm the numbered subsectlons of sectlon

4(a).
We belleve ‘fhat the danger of thlS reetrletwe lnterpretatlon of the ﬁnal pro—

‘¥igo in seétion 4'(a) 1s véry-real, and ‘that it will result insseriouns dissdvantage
to the Government ; i.e, inability to obtain the services of the best:qualified and
mo»t prod ctive eontractors for- research, especially in'areas contemplated by

ki
sacnﬁce their, harﬁ-earned ‘kiowledge ahd:experiencei i

"By way of positive Tecommendation, it 1s suggested that the ﬁnal senbenne of
gection 4{a) (p.7, lines 18 to 22 of the printed bill) be amended to'read as follows
‘(ihe amendment being by | indertion 'of ‘the wording marked for emphasis)

Tn exseptional’ mrcumstanees wHiehmiey melide any equitable conaiderations '

that predominenily faver-the oontmator, the contradtor may aciuire at-the time
of contracting or upon disclosure of the invention, greater rights than the non-
exclusive license specified in section 8(b) (3) if the agency head Certlﬁeg that
such aetion: w111 advance or best gerve the public interest, : _

4(a) (1Y and’ (2), sihee'Those’ contractors will:feel 11tt1e mdueement to _

H
[
;
i
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1Tt B belleved that amendment:along:these. lines is:desirable and necessary:to
clarify what we assume is the basic intent of the provisoe; namely, to permit-an
exception where equitable: considerations:strongly favorthe contractor, With' the
added wording, it will-be :plain: that equitable. considerations are to -be ‘taken
-into account,-here as well.as in ithe limited area:of gection 4(H). At the same
time, -the contracting -agency-can: feel authorized to grant the exeeption if:such
action will truly advance:the.public interest; for-example, as under-the eircum-
stances  explained - above, while- there:'will-be no: compulsion on.the agency to
‘adopt :a theoretical -interpretation:that the retention of esgéntially :full title fo

patents is. practlcally the only aetlon that; can be deﬁned as “best" sewing the i

pubhc interest.
In conclusion, 0111- comrmttee appremates thls Opportumty of expressmg 1ts

support. of the: b111 on>behalf of the ‘Asgociation of the: Bar of:the: City of New.

York, and at the same time strongly recommends clarification of the above-noted
provisions in section 4(a) ; e.g., a8 by amendment alorg the: suggested lines, for
the: sake of basie Workablhty of the genera,l Government patent program, and,

- ‘indeed, for the real interest of the public in getting the highest productlwty and:

best results for its research dollars. )
Resp tfully subnntted S
RogEsT S. DU\THAM
Ofmirman, O‘ommwttee on Pmtents

R THE an Yon:s. PATEN’.I‘ TLaw ASSOOIATION -
U New Yoﬂc NY July 6 1965
Re b]lls to estabhsh a, natmnal patent pohcy. L
Hon.. Jorx. L. MCGLELLA\T . ‘
Chatrman,;: Subcommitiee: tm Patents, deema,ﬂas, cmd O’om/f whts
Senaite Office Bullding, -Washington, D.C.-. ..
U DEAR-SENATOR MoCLELLAN ;- This letter is submltbed ‘in- heu 0=f an appeman1ce
) and testimony: on ‘behalf of the New York Patent:Law Association. ~Our associ-

‘ation is very active and includes in its membership a majority of the lawyers in -

New York City, western Connecticut, and northern New Jersey who specialize in
pitent and trademark matters. A committee of our asdociation Has, for a nimber
of years.sbeen assigned- the sole task of reviewing proposed legislation and other

writings relating to Government patent pohcy and gmdmg onr assoew,tlon’s posn-_

tion with respect to this matter.-
“We first want to thank ‘this subcommltf:ee for h&l{hng hea1 mws and ‘accepting
statements on the pending bills:on Government patent policy. ‘Our: fssoeiation

strongly endorses the statement; made at the time 8. 1809 wag introduced; that:

“it iz clearly the intent of ‘Congress: that the: basic gunidelines :of Fovernment
patent policy should be determined by the Congress” and “that the préferrdd
method of-accomplishing this objective iz by the enaciment of a:comprehengive
‘bill rather than- by 1nd1v1dua1 amendment to evel'y billL authomzmv Govermnent
-research programg:?”. . .o we

o Weihave studied. the bllIS now before thIS! subeommlttee de31gned to estabhsh

a uniforin national poliey coneerning properiy rights in-inveritions made through

the.expenditure of public. funds..: We: favior the passage of 8. 1809 aml recom—
rnend that it be enacted assoon as:possiblefor.the following reasons: N
R - 1809 proposes a pohcy W]’llch reeogmzefs th.e eontmbutmns of ea

-partles

B8 1809 offers the best opportumty for the development of an effectwe ‘md
eqmtable Government: patent-policy. ..+ -

=88, 1809 will -prevent. :further- defl:erlora‘mon of f.he p&tent system by pleee-
meal amendments to legislation -authorizing research and development: - .

4, ;8. 1808 will:provide a basis-for incentives necessary to-assure that techmoal
advances resulting from Federal programs-are: umh?ed 111 non—Govern_ment areaq
with:conseguent-benefits: to the: public atlarge.”

We oppose enactment of 8. 1899 because it prcmdes for an mﬁe)nble Gov-
ernment title-to-gll-inventions policy ;- it-fails to recognize the equitios of’ the con-
tractors ; and it can only sérve to stifle the incentive of the-cortractirs on which
The: Government must depsrid. - We accordingly urge:this suybéommittee to report
legistation-which . will -provide the flexibility: necessary to-varying ‘Government
missions; and the: objectives sought-by:their: researcli :Suchlegislation must; at

of Lhe




the same mme, recog'mze the equmes of: contraetors and rBCIplentS of Fedelal
grants.

.We:are prepared to expand our statements in sunport of our enuorsement of
§..1809 and our opposition.té & 1808, :We have not submitted a-more detailed
review at this time because we have. followed the statements submitted to date
-inrgupport of - #. 1809 and believe they set forth.adeguate .and compelling reasons
for-the passage of 8. 1808 rather than the inflexible and one-sided &. 1899. :

We have drafted g limited. number: of ‘minor. amendments. to &. 1809 whlch we
believe woulkd clanfy the langnage, strengthen.the position of iour- Government
-and-our-industries vis-a-vig foreign: govemments and.industries, and- mcrease the
prospeet of utilization of the inventions in nongovernmental fields. v !

“Rather-than extend this letter: unduly; we: will: be pleased to:present these
suggested amendments: at the requestof. the chairman: or: any mt.mber of ths
. subcommittee to eachiof whom: I am sendmg a ec)py of: t]:u.s letter .

: Respectfully submltte . R

J OH.'N : N L GobeR.,__ P;*;—_;sid_eﬁ

NORTH AMERICAN AVIATION, ING, ]
) ¥ Bl Regundo, Caliy., May 28, 196‘5
Heon, JOHN L \Z[cGLnLLAN et
Chairmaen, Subcommitiee on Pwtents Trademorks, and C‘opymghts Senate Com-
mittee on the Judictary, U.S. Senate, Washington, D0,

My DeaR SExaTOR McCOLELran: We wish fo submit the present stafement -
in connection Wlth ‘the: hearlngs presently being conducted by the Subeommnit-
. tee on Patents, Trademarks -and Copyrights on proposed legislation concerning

the disposition of inventions arising undéer Government  contracts. 'The com-

mittee is t0 be commended for ity thorough study of thée complex pabent rights
problem, for. the many heanings, stodies, and reviews it lds made over the
. past few years which have culminated . in -8 1809 in 'the: present Congress, -
We are particularly:pleased that the:committee is attempting o formulate

a uniform:and equitable policy - for:all.Government agencies, flexible in-practice,

which recognizes: the need to. stimulate the development and utilization  of

inventions by industry while recognizing. and protecting the paramount public
interest in technological - growth.  We. : recognize :that  the. present .diversity
-of legislation: and policies reflects. the different histories angd-statutory ebliga-
tions of -the various Government agencies but the resulting thicket now:causes
confusion, delays, and uncentainties to the Government, and: to its.contractors
-and vendors-at.all-flers. At present -a contractor is faced . with different patent
requirements: depending ;upon; which - agency. he:'is dealing with even though
the’ subject matter: may: be the:same.: The need. for .comprehensive  legisla-
ko, and .the avmdanca of funther ﬂragmemﬂamon 1s -therefore appwrent and
surgenm :
- Ine developcmg advamed new defense and Space systems 0f h1gh technologlcal
cantent for the Government: our company:relies' principally. iupon our: strong
technical eapability in meeting specific contractual obligations and: to generate
the: knowledge required ;to undertake :hew: asgignments. - 'Whils: our - ability to
acquire the skills to. eontinueto: meet inereagingly complex technical problems -
Anmany: disciplines. 1. our:principal asset’ in compeiing. in: the: Government
market, we: nonetheless-feel. that: patent factors ean play: an important: role
in; hrmgmg tthe results of work -of! companies kke ours to other fields. .-More-
over, as a large prime contractor, our own performance is dependent upon
that -of;-agreat ‘number of . subconiraetfors and: vendors. : It -ig" the experience
of DOD and NASA, as well as ouwr own, that-a’ pdtent -policy ‘which: canses
a-vendor orsubcontractor o fear Toss of “hig- pmpruatary position s ‘a. ‘severe
impediment: to - efficient, administration: and : performance’ of Program resporisi-
bilities. - The -protection; of the -propiletary position and commereial-dtatus of
guch. . smaller- contractois - ig! required - mot only for ‘reagons: of  fairness, Hut
" also for efficient proc'u_remenft Fom' these rteaso g8 We Eha.ve a contmm:ng mtereth
in legislation:on thissubject. v 2 -

- 'We ghould: like.tolexpress 0111- S‘t’l‘OU:lg suppoﬁt of »ﬁhe pr'mmples embodned in

8. 180%;. - We-believe they: represent a {gound: balancing:.of the infierrelated - na-

tional interests which must ‘he considered:im. estabhshlmg thie: pahenrt pol:lmes

of .the Tnited' States. We-are - suggesting, however, certain’ ways. in. which
we- beheve pant.leular provisions: oft the:bill: conld: be: cla,mﬁed and streng‘bhemcd




'J.‘h"’ a:ttaehed mefdorandum: ‘prepaved: by my: -gbaft dmscusaes these guggestw.ons
"he- conmde 'amt)ns w}nch we thmnk should be reﬂeﬂted m an

s ; SRR A{BWOOD; P_resirden-t
: MEMORANDUM : SRR CHER

‘I‘lus mamorandum ampllﬁes the c()mments contamed in. t:he aecompanydng
letm‘l TR
. An zlmp(mtan,t problem m rt,he dlsposurblon of pwt.ecnt mghts under Govern-
ment. contracts is Lo provide an effective .means. of . transferring- the inventions
from the Govemmenm grea. to the often emfirely.different. civilian environment:
The. task i to provide the necessary, incentives to. inventors: and corporations
to bring new producis.inte the stream, :of commerce. and. benefit the peeple;

while  preventing.: UNNeCessary: restrlctamns ~Unless: thm iy dome the. .public

Will not.obtain the full retorn: from the. cunrent vagt Government: expenditures
in.R. & D. The experience over a number of years. has been-that such trans-
la.tzon is.. frequently- dlfﬁcult expensive, ‘and unsore.. Products . of , extreme
technical complexity and sophnstlcatmn developed for specific. mizsion require-

ments often have no other use, and indeed: their development is initially: under-

takem.because of the absence of .their cominercial availability.

The - utilization of developments . originating under . Governmeamt comtracts
thus poses more dlﬁioult ‘problems. than - have been gemerally appreciated.- It
is considered that such utilization can. e best.accomplished with: the  tradi-
i t.lomal incentives offered by the patent sysbem im-the framework of our private
ownership system.. However, where a contractor is unable or unswilling:to
bl‘lng a_patented product to the commercial market after a reascenable time
it .is. just that the rights be then made. available to ofhers since.the. premise
upon which the rights. were granted has not: been: fulﬁlled and:the: pubhc has
not received full benefit. .

Ther\e are ‘snill .other,, areas where the most eife.cmve wbﬂnzatmn o:E t@ehmcal
developmen.ts arising from ‘Government  programs can be best made:byin-
dustry. . It is understood- to-be national . policy .to - foster the exportation of
defense. information. teo, friendly. countries,in the interests:of our national
defense and. foreign policy objectives, and also -to obtain & return on defense
investments from foreign countries. Some agreements. in .this area call for
continuing: cooperation between: companies dnvolving teechnical -assistance, con-
sultation, training;of: personnel,; and exchange of .technical- data. Such pro-
grams dnvolving the, transfer. and. ubilization -of highly sophisticated: technology
can only be effectively conducted: in. the context of a - private association . of

compandies. - While - in many of these agreements involving the broad exchange.

_of complex military technologies, the -techmical data- and- its knowledgeahle

utilization are:of principal-importanee, pabents are. oftén. valuable elements '

in. the negotiation of a successful relationship. I other cases, which' involve
licenses of  lesger scope: directed to specific products: whose design could: be
readily -copied,. foreign. patenty assume greater -importance asg:ihe ebsential
element :of the agreement. . Al such aetivities are in.furtherance of our mna-
tipnal. objectives, and their. continuanee: should be. umformly sanotmned .and
encotrraged under any new patent legislation.

: Our study.of 8, 1809 indicates: :that most of  the . pohey eonsudemtmﬂs
. dlSClIS%Ed above and in- Mr: Atwood's: letter have been met. By permitting
the Goyernment coniractor to retain pat‘eamt-.rights in-large: aréas, particularly
those looking to the commercial markets, the resultsof  Governmment' research
actvity-- will .be ‘made available more readily to the entire econoniy. through
incorporation in commercial: products. - At the same time the bill- recognizes
and. protects the-predeminant: public interest in new: ‘tec.hno-log'-y,:in.providing
means for insuring. that the techriology is im:fadet applied. fort publiec purposes,
and: to . prevent ‘the. imposition - of - nreasonable -restrictions on “the use of
technelogy. - In-areas of particular public..cohcern or ‘exclusive public:sponsor-
ship.of technology,:patent rights may be retained. by the Government. Where
the contractor. retains’patent rights, -the contractor may.be reqmred to. grant
licenses to others when he has not in-faet: placed the-invention:in:. the’ %twam
of commerce. : S
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anOur: suggestmns for. clanfymg and improving. the,hill; melude the. follﬁwmg
111 sectipn:-4(a), provision for .greater use, of advanged.:waiver power. gmdance
on the application of the criteria, and administrative and judieial .review of
_agency: determinations. Applying rthis section ;:in section 4(b);. modification of
the requirement that a contractor must nhave an; established.- nungovemmental
eommereial position in order to retain principal rights; and seetion: 8, aprmrlsmn
for: the -royalty-free licensing to all U.8. nationals of those patents in whuch
the United Stabes will retain title under this.bill.

Section 4(a) delineates four criteria under which the United States ghall
acquire rthe prln(:lpal rights:in- any- invention made: tnder & eontract; Thiese
criteria are broadiy stated and in order to insure their appllcamon in a uniform
manher guidfnee' should-be given-as to thelrapplication, - In'‘particular;: the
categories ow:: requ1re=»the disposiifon’ of mghts at -the thme ofcontracting
based upon” the  purposée- and:the technology of the! CO'Iltla)Ct ' The. hature of
invéntions actually madé under - the: contract-is not a’ faotocr . However;: such
inventionis may- mlate’ only- mmdentally ito the broad purpose or techunology of
the scontract. - For: example; in 'an-advanced: spaee- ‘program; mve‘nhons are
ﬁrequently ‘made:-on’such things 49 valves, fasteners; and: welding: ‘bechiigues
inswhich-a contractor has an- exnstmg patent or industrial position. Therefore,
provision should be made: so- that the Govermment would not-be: requ1med to
acquire exclusive wights 'in thoge »mvecmhorls whwh are not of it domnnant
public interést under section: 4 &) eriteria. :

In addition, liberalization' of‘the pmwsmns in seetlon ‘4{a) to: prowde for
advance waiver. of Government rights in inventions-at:the time of contracting
ig recommended. - This: would considerably- ease megotiation and admipistration
of .Government contraets. - In subcontracting, for- example; - we -find-"that a
subecontractor: wishes:-to: establish: his. rights:at the tizhe-of otmtlactmg 0
avoid ‘uncertainties and time-consuming procedures for''obtainibg walvers' on
each ifivention. The prompt . filing of: patent apphcatlons would  also - be-‘en-
couraged, and under this proposal the Governmient would: suffer no’ ],OS‘S mnce
the various safeguards:of the bill would still be retained.: - )

While review of agency determinations is desirably provided f01 in most cases,
review- is apparently: not. contemplated: for agency aetion under section 4(a).
This apparent absence is unnecessarily severs, wonld deny the customary review.
'of procurement agency: officers’ decisiong, and. would not ‘promote uniform prae—
tices.:: Finally, section 4(a) is more vestrictive than the corresponding one in
8.:1290. and ‘while it is similar to a section in the President’s memorindum: of
Oectober 10, 1963; it does not have the flexibility of that section. - Section 1(a)
of the Premdent’s memorandumn, -after listing the categories where the Govern:
ment would mormally acquire exclusive rights’ (vu'tually identical with: sub-.
paragraphs 1-4 of ‘sec; 4(a)), goes on.to provide: that greater:rights may -be
acquired 'by the comtractor after the invention has- beenr identified, where the
invention is-not a primary- obfect-6f the contraect, and the dcquisition of greater
rights iy a necesgary:incentive to further investment and development. - -

_...Bection 4(b) provides that in contracts calling for work in a field 'of technology
in'which the contractor -has an existing technical position and competence he may .
ordinarily retain exclusive rlghts However, a-requirement for testing the con-
traector’s technical competence in: such field ig.that he have “an establisheéd non-
governmental commercial position”? ‘There are strong: policy’ considerations for
modifying -this requivement by referring instead to 4 contractor’s industrial or
patent position. The pnncmal consideration is that it would help the growth of

new and often small' companies and also:the diversification. of ‘those compianies -

which are now largely reliant on Government: c}mtracts. ‘It would- also foster
the wider distribution: and utilization of Government-developed technclogy: o

- A further suggested revision is directed to the utilization of patents acquired
by the United- States. ..The text of‘section 8(b).wWould sanction the licensing’ of
patents:for royalties- bv the: Tnited States and:section 8(a) the bringing of suits
for patent infringement against citizens of the United States by the Attorney
General:: It ispelieved that such activity by the Government would be ineffective '
in practice and would be the source of unnecessary. controversies and litigation
It would clearly be:inequitable to deprive the:inventor-contractor of an'invention
on the basis that it falls-within ohe of the categories of section:4(a)-and that he
has insufficient equities to retain an interest therem and: then c-’rant the r1ghts
to another person w:th even less. equlty : ;

€



Moreover, the agency in granting exclusive licenses in Government-owned:
patents would be undertaking to direct the course of private technology and’
predict the course of competifive trends. IFew of the dgencies have had the.
requisite experlence necessary to analyZe the course of future development in--
civilian areds of teehnolooy and in general are not equipped to make determina--
tions where competltlve market forees are primary factors, -If the cortractor:

keeps title and is required to license others upon his own failure to expleit the -

_invention, as is provided for in'the bill, the public is spared the cost of paying
for the Government adminigtration of a leensing program, and further the con- -
tractor, whe is most likely to exploit the invention, will be given the first opportu-
nity to do’se. It ig recommended, therefore, that all inventions owned by the
United States should be freely available fo all U8, citizens and corporations.

While the foregoing are the prinecipal revigions- giiggested, there are other
changes of & more technical nature which will not be specifically commented:
apon. If the edmmitiee wishes we would be pléased to furnish the text of lan-
grage Which would accomphsh the changes suggested above as well as other more

) detalled ehanges : S . S

THE UNIVERSITY oF 'EENNESSEER; :
©- DEPARTMENT OF: PHARM ACCLOGY, . -
Memphis, . Tenn., August 30, 1865,

Hon JOHN D MCULELLAN, - o

K e,
Wmhmgton, D 0 " .o o : : :

DEAR SENATOR \IGGLELLAV First pemut me to express my appleclatlon f01'
. Jmtlatmg_ arrangements wheleby my request to appear before the committee-
might e honored. I do wish te take this opportumtv to express my regret that -
it-was necessary for me to withdraw my request to appear on Tuesday, August 17
However, the pharmacology meetings in Philadelphia 1equuec1 me to be there on-
“that day. Therefore, T will attempt to present to you in Wntmg my Views per-

taining to bill 8. 1809, which cutrently is being considered.”

.This bill, I.am . eel‘taln, représénts a great deal of thought and efﬁort and I-
cousuier it to be far supeuol to others Sueh BS, 1899 submltted by Sena,tor Rus-_
sel Long :
" First, possibly, T should mtroduce myself I am profesgor and chair Inan of the’
Department of Pharmaeoloo*v at the UDIVElSlt,')’ of Tennessee Medical Units,
Memphis, Tenn;, 2 position. which T have held sinee 1947. Previously, I héld a
similar chair at the University of Georgia Collége of Medicine, Augusta, Ga:-
I am a meinber of a number of smenmﬁc socteties, including the American Spociety
for . Pharmacology & Expenmental Therapeutics, American Society of Phy-
sielogists, American Heart Assocmtlon, SBigma Xi, and Schwizerischen Vereins
der Physiologén and Pharmakologen. T have conducted an aetive program in re-

sedrch.in many. fields and have published widely in several fields. 1 have no-
direct connections or positions with any pharmaeeutmal firm., At times, T have-
served as consultant for NIH and U.8. Feod and Drug Admm1stratwn ‘ :

Asg a citizen, I recognize that definite clarification is pioper and hecessary.to
protect . the Fedelal ‘Government and to establish reasonable policy and laws
which will permit and encourage industry, the Government and-the scientists

_to work together to develop knowledge Whlc‘h will provlde all of 1is with beiter
health and better-medicine.

Ag I read.the-bill,. I wasg dlsturbed hv sectmns 3 and 4. Section 4(a) (2)
states. that the exelusive rights shall be acgquired by the agency head in hehalf
of the United States at the time of entering into the contract-when. (p. .7, line
4) “the purpose of the contract is for exploration into fields which directly con-
cern the public health, welfare, or safety.” Practically all work dealing in the
area of medical sciences counld be considered dirvectlv concerned with the public
health. welfare; or.safety.  This means.that the ageney, head, in order o pro- -
tect ‘himself, must acquire at the time of entering into a contract, prineipal’ or
f'\chmve mghts to the iuventions made by.the confractor. True, this broad-
interprefstion. may. not be given to section 4(a) (2) and. vet, ageney heads in
the (‘overmnpnt mugt be conservative concerning such decisions. My experi-
ence lhas been ‘that '1°enov héads protect themselves and they ean be e\:peef ed




to acquire these exclusive rights very widely, if not in all cases 1nvolv1ng areas
of research related to medicine. |

My experience and participation in 1esearch extends ovel a period of appl oxi-
mately 40 years. .In the early days, my Support was, entirely from the univer s1tv
and from industry. As the economy of the Nation grew, and poss1b1y a8 my
contnbutlons mcreased I received apprecmble governmental as well aq mdus—
trial support... . :

Any bill which is passed by the COngleSS should not 1nterfe1e or prevent
sclentists from getting support, from many sources, It would be a most serfous
mistake. to force the scienfists of this country to depend entirely on the Govern-
ment or entirely on industry and research foundations for their support. As
scientists, we need the access to the new drugs and new chemicals which indus-
try manunfacturers, since they are frequently our tools whereby we learn inore
about disease processes. As I read this bill and think back over my expenence%,
it appears to me that this bill will tend to force many scientists to either accept
Government money, or industrial roney, but not both. . Inventions. ale frequently
the result of slowly developing ideas which mature into definite inventions:. It.
is often irnapossible t0 be certain of the portion of the invention conceivéd while
working under an agency or while working under contract on a project financed
by a pharmaceuntical firm, or while working on university supported programs.
The most profitable and worthwhile research is frequently accomplished when
the scientist and his associates are investigating a disease process with Govern-
ment and industrial laboratory support and when they are using toolg in the form:
of drugs or new chemicals to determine their effeet on this disease process. - These
new chemieals are often the key to providing new information on the pathology
and physiology of the disease. Under the regulations, as presented in bill 8..1808,
it.seems to me that seientists will be forced into the awlkward situation where they
wilt have accepted, in a sincere raanner, financial support from the Government
and from an industrial firm, and then find themselves confronted with a situation
that they have made a discovery in performmg studles supported by the Govern-
ment, industry, and. the university. It ig more or less like Whether breakfast
lunch, or dinner. -wag the meal which made a boy grow into a man. It is my
feeling that the university hag definite rights and respons1b111t1es and these
should not be denied .te them by a blanket <clauge requiring all discoveries to
 become exclusive property of the Governmenf, Many universities have bene-

fited from a wise policy pertaining to discoveries—the Wisconsin’ fom_datlon s
an excellent example. :

Tt is my sincere hope that the bill can be g0 fmmulated that it will fiok remove_
the stimulus of granting financial rewards to productlve effcuts and will not in-
terefer with cooperative progmms involving support from funds from several
sowrees. I know. that you recognize the contributions thai American industry,
and private enterprise have made to. the. 1mp10vement of medlcme undex’ the
system which has been operating. The private entérprife system must be pre-
served while we are protecting. the Government investment.. I feel thaf, ‘the bill,
as written, will hamper the development of new drugs unless a Meang 18 found-
to provide more freedom for the geientist to utlhze new chemmals and new dru
as well as receive financial suppor‘l: froxn the Gove1 nment i

- WIo'st smcerely ¥ouyr

RDBERT ‘A, WoonBURY MD Ph D.,
U mees or cmd O‘ha,mna/n

. PA.TnNTs, TRADE-MARK, & COPYRIGHT SL‘CTION,
B

Ce : R Ju,lys 196‘5
Senator J OI—IN L. MCCLELLAN
U8, Sendte,
Washmgton,D .. : IR : S

'B1k: In my capacity as chairman of the Patent Trade-mark, & Copyrlght'
Sertion of the State Bar of Texas, I am heréwith transmitting to you for con-
sideration. by you and your Subcommlttee on Patents, Trademarks, & Copy-
rights of the Committee on the Judiciary six copies of two resolutions passed by
the. Patent, Trade-mark, .& Copyright Section of the State Bar of Texas it its
last annual meetmg on J uly 2 1960 One of these resolutmns sets forth the Vlews
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of the seetmn relatwe to-bill 8. 1899 introduced.into the 88th COﬂgleSS by- Sen-

itor Long and the other resolution’sets forth the views ofthe: gection relative
to bill 8, 789 introduced by Senator Saltonstail and bill §. 1809 introduced by you.

The seetion’ hopés that your subcommittee, and _ultlmately the Congresa, lwﬂl

adopt the views expressed in these resolutmns
Very truly yours ’

MDLVIN F FINCKE, Ohawman

RESOLUTION

Whereas the Patent Trade-mark & "Copyright Seetlon of the State Bar of
Texas believes that progress, advancement, and the public geod are best served
by private enterprise rather than by Goverhment intervention or ownership; and

Whereas the Patent, Trade-mark, & Copyright Section of the State Bar-of

Texas believes that the patent system has demonstrated over the past manv
decades that it affords a vital and effective imcentive to prwat'e enterprise. to
assume the economic risks invelved in developing new products in mtroducmg
"them to the public, and then promoting their use ; and

Whereas the Patent, Trade-mnark, & Copyrlght Section of the" SLaLe Bar of
Texas is convinced th_at the Government, cannot and should not assume 2 monop-
olistic postion with respect to the exclusive rights afforded by the patent grant
and cannot and should not undertake the introduction and. exploitation of new
products in the public marketplace in competition with private enterprise: and

‘Whereas bill 8. 1899 has been introduced into the Senate of the United States
and has the purpose of (@) reguiring the United States to take exclusive rights
and title to any invention made in The course of or in consequence of any scientific
or technological Tesearch development or. exploration activity and resulting: di-
recting or indirectly from any contract or lease entered into or any grant wade
by, or on behalf of, any governmental department ageney ;. and (d) establishing in
the executive ubranch of the Government a I‘ederal Inventmns Admmlstratlon
Now, therefore, be it.:°: .

Resol'ved That the Patent Trademark and Copynght Section of the State

Bar of Texas ( a) opposes the extreme and inequitable approach of hill 8, 189D

introduced inko the 8%th Congress toward inventions resulting from Governinhent
contracts; and (b) opposes the establishment of -a Federal Inventions Adminis-
tration as needless, costly, and against the best 1ntelests of 'thlS country and the
puncmles upon Whlch 1t was fonnded : C TEER . : P

e HOPE OOLLEGE A
Houemd Mich., July 27, 1.96‘5

gt

] Hon JOEN MCOLELLAN ) '
Chairman, Subcommzttee [ Pmtents deema,rks, tmd UOﬂfyT@,ghtS of the Oom-
mittee on the Judiciary, U.S. Benate, Washington, D. C’

DEAR SENATOR MoCLELLAN ;. In.-your concern with the b1lls S 789 (Saltonstall),
S. 1899 { Long), and 8. 1809 (MeClellan), I think your.bill, 8..1809, is so far the
best- compromise between Government. and: private mdustry and-the extent of
control each.should have on patent rights. - Ameriean industry, with its inven-
tiveness, -research, and production;;hag found competition not only the spark for
new ideas but & necessary weapon for fighting the evil of-profiteering. - Bill 8.
1899 seems to restrict. research: and .industry in a'way by placing patent rights

in the hands of the. Govermment whenever any Government money- ig unsed in any.

way in the research or production of a thing.. - :
Th1s Seemg an unnecessary kind:of restncf:mn smce all prwate property 1s

gubject to the right of .eminent domain in' the Government, and may be taken, in *

payment of fair eompensation, whenever a genuine public neéd is demonstrated. -
- Beientific industry and technology must make profitsto help guarantee further
research and to pay the often high -cost'of manufacturing: It 1s a oot question
whether the public is more greatly benefited financially by paying the margin of
profit, over.the.counter or by paying possibly larger amounts through taxes. Fed-
eral research expenditure for 1958 was-over $214 biilion. It would be interesting
to know eomparatively the number of new discoveries from resesrch resulting
from Government-sponsored research as contrasted with that of privaté research.
Private pharmaceutical industry, for instance, hag developed and diseovered most




of eur.new hfesavmg dmgs _We must protect this kind.of researeh to the best,
of our ability with a patent iaw that fires rather than deadens incentive. “Your
bill protects. industry in its rights as doeg 8. 789 to some extent, but.&, 1899 would
be duplicating at the taxpayer’s expense such research aetwrty that could and
_should be earried on hy industry and other private agencies.

I should like these remarks made a part of your hearings record i.e., thai of
Subcommittee on. Pa_renfs Tladema}.ks, and Copyrlghts of the Commlttee on the
STudiciary. . :

Sincerely, . ) : : -
. ' C. A VANDERWERF o
Presment of E ope C’olZege, Professor of C’he*rmstry

WESTERN ELECTBO‘\TIC \IANUFACTURERS AssocmeN )
. e Palo Alto, O’mlw_f July 30, 1963
Hon, Jomx ! VICGLELLA\* : :
Cha'nmcm Senate Judiciary Subcomamttee on Patems deemm‘ks and, Gomf—
rights, U.8. Senate, Washington, D.C.

DEAR ‘SENATOR McOLELLAN : T am takmg this oppor tunltv to wmbe to you o
express the viewpoint of the Western - Fleéctronic Manufacturers Association
regarding the proposed legislation on patents pending before your subcommitiee.

The Western Electronic: Manufacturers Associftion is a iride assoclation of
companies engﬂged in electronic manufacturing or electronic research and de-
velopment in the 13 Western States. Our tetal membership today is 360 eom-
panies. These range in size from-small companies to large eorporations.

‘Bome of oiir member companies employ many thousands of persons and have
been important prime-contractors in the Goyvernment's defense program. How-
ever, the majority are smaller firms which have served as subcontractors or com:
ponent suppliers. These companies are technologmal]y based -and -dependent
tpon their individual inventiveness and improvements in the state of the art to
maintain a position in this . competitive market. Accordingly, our dssociation
has.a vital interest in the subject matter of the vesting of patent rights developed‘ )
under vesearch and development coniracts with the Federal Government.

For some time we have been . opposed to Senator Long’s uneguivocal position
that! the .Government should he entitled to exclusive patent- owners]np ‘His
pending bill 8. 1899 ignores the fact that if ‘American industry is to apply- its
accumulated 'technology and know-how in the solution of developmental prob-
lems, it must be afforded patent protéction to mamtam viability and be of even -
further gervice 'to-the. Government. Moreover, the incentive of atfaining a
proprietary position must be offered to stimulate the growth of small business.

Senator Saltonstall’s bill 8. T89 presents @ much. sounder 'unders,tandmg of the
respective needs of Governinent and private industry, and eqmtable patent 1ev1s-
lation could be built on the fundamental points set forth,

Weo heartily endorse 8. 1809, which you introduced, béeause it iz a weli-
developed bill which.recognizes the equities of the joint effory by mdustry and
the Governmerit under research -and development weontraﬂbs 'A% in the state-
ment: of patent,policy issued.by. the President, thig bill ‘ahalyzes the several
situations ‘which can. exist and. esutabhshes eqmtable cnteua for distrlbutwn of
i any Tasulting patent rights.

“However, we suggest.that the blll be sf:ren thened to estabhsh deﬁmtwe r1gh‘ts
at the time of eontrvacting to:give ‘a potential contractor greatér assmauce of
protection in the area of self- developed rteehnology Perhaps some of the
language of 8. 782 might be heipful in.this regard.

. "We also:-feel that the Bill- should be expanded to msure the protectmn of
inventions from foreign exploitation. -

Thank -you- for the oppoftunity to present thls gtatement in’ behalf of the
W esf:ern Electronic Manufacturers Aﬂsoela;twn : ) o

Smcerely, : s ] s

< W. H HEI‘LIN, 'Presid_e:n.#.-‘




WESTINGHOUSE BLEOTRIC Gonr., c
] PATENT DEPARTMENT, ’
Pwttsbwgk Pa, Mary 14, 1985

8. 1809 (McGlellan)
Hon. JouN L. MCGLELLAN,
U8 -Senatey: o o i
Washington; D.C..

Dwar ME. MGGLELLAN We have stuched ealefully S 1809 dealmg Wlﬂ}.. the
disposition of rights to inventions mnade under Government R. & D, contract.

We believe that the obectives sought-are sound and that the approach talken is
such, generally speaking, that- substantlal benefit should result-to the general
economy, the ‘Governinent,and contractors . it the SubJE'Ct blll S]lOllld be enacted
into law and administered reasonably.. - .

It would only be natural, T suppose, that we would pre’fer some changes in
specific language. We, therefore, take the liberty of suggesting some major
points wheré we think corfusion may arise or problems may develop m admm—
istering the bill if it should be enacted as introduced. :

. Referring to séction.3(b) (5), the defermination of reasonable terms and con-

dlthDS and, perhaps, the granting of compulsory licensés is placed in the hands
of the agency involved. It would seem to us that it might be advantageous from
the Government standpmnt as well as from the publi¢-benefit that the agency
head do no more than “supervise” the granting of such licenses.  In this manner,
the burden would be transferred from the agency head to the coutractor in an
area where we believe the contractor would be more than happy to ‘assume the
burden. It is suggested that lines 3 to 11 be revised as indicated in the folloWing
wherein ingértions are underlined and deletions are lined out: :
“terms and conditions subject to review by as the agency head waF preseribe
upon 4 determination made by such agency head, after affording the opportunity
of a hearing to thé owner of those rights, that (a) the owner of those rights
hag not exerted substantial efforts to bring the invention to the point of practical
application and (b} the publie interest would be better served by requiring the‘
wwner to license one or morg the i %Sﬁﬂﬂsﬁee %9 other persons ﬁ£ I-IEEHEES fer the to
practice of that invention ;” :

Referring to section 3(b) (8}, we note that there iz no exeuse w*hatsoever
permltted for failing promptly and:fully to report an invention.. In view of the
serious penalty; i.e., forfeiture, involved and because reasonable men can well .
differ on reasonable time for reporting -as well as whether reporting is. required;
we would urge that, in line 12 on page 6, there be inserted after the word
“lknowingly” the words “and in bad.faith”. -In support of the above suggestion,
it is noted that conceptions and first. actual reductions to practice form the basis
for reporting of inventions. As.a:guick glance through board of interference
and court decisions on mterference situations will disclose, it-is often not easy
to determine when a_conception has been made and when an actual reduction to
practice - hag been made, Many interferences .and conrt cases hinge.on -these
determinations and, since there is usually dnyolyed a question of judgment with
respect to. which. dt‘torneys will differ, it is pelieved: that. a sort of “rule 'of
reason” should be applied in this area and that s.evere penalmes should not be
enforced, unless an element of fraud is present. :

-Referring -to section 4(a}, the proposed bill prowdes that the “agency head
shall acquire” cer_tam rights.. It may be that the rights-involved are not worth
acquiring and it may be us_eful from the standpoeint of economics, if for no other
reason, that title be avoided and the necessity of, or:at least a decision concerning,
the filing of patent applications be avoided.. You might like to consider inserting
in line 20 on page 6 after the word “shall? the words “reserve the right to”.

Referring to section 4(a), and more particularly to-the .criteria identified as
Justifying the taking of principal rights, there are certain ambiguities or at least
certain. degrees of lndeﬁnlteness Whlch 111 our onpimon, are- llkely to cause i’utm'
problems. . :

Refermng to subparagraph (1), it W(mId seem ‘to us of doubtful value for: the
Government to aeqmre tltle to all: mventlons made merely because the 1nvent10n




may. be reql by govemmemtal regulations. In this connection, we
would. dlstlhg'u,l : ample, between a contract having as an object an im-
provement or cosm reductlon or some other minor modification of a well-known
drug such as “aspirin” as distingnished from research direcied'to a s,1gn1ﬁcant1y_
important medical advance such as a cancer.cure. The same approach is appli-
cable to subparagraph (2) where you might distinguish between an improvement
in stair treads to minimize the danger of slipping as compared with a -device
for abﬁolutely preventing collisions between .vehicles. :To soften the impact on
contiractors withous disadvantaging the publie, both of these. criteria. might be -
restrieted - to “improvements .or mventlons of critical: mgmﬁcance 111 connectwn_
with the-end:objective... :

Thus, referring to seemon 4(3,) (1), We ﬁug est msertmg in: hne 3, page 7-after
the word “regulations” the words “provided that:such products, processes, or
methods are of eritical mgmﬁcance and that no 1easonab1y competltwe 1tem is
readily available :

In line 5, page T (sec. 4(&) (2) ), we urge. mseifuon foliowmg “eoncern” the
words “and are of critical significance in'connection with.”:;

. Turiher, with. respect to section 4£(a) (2), the word “we].fare” is. so rfener.‘:a.l as
to be mdeﬁmte we recommend deletion of that word.

Referrmg to subparawraph (3) under section 4(a), there w111 certamly be some
difficulty in determining whether the Government is the principal or prime de-
veloper of a field, For this reagon, we would urge consideration of iimiting. the
application of this subparagraph to those situations wherein the Government
has heen “substanmaily the sole” developer.

Again, in this same subparagraph, the Government may acquire o'le:a.ter rlghts
whenever the invention “might” confer on the .comiractor a “prefened or domi-
vnant position,” = I can be argued and has been argued under the present DOD
regulations that every patent confers a preferred. position. Indeed, this iz the
purpose of the grant of a patent.- It is not this gort of preferred position which
you have in mind, I am sure, and, similarly, others who have proposed. this type
of langunage have mot had this kind of dominance in mind. Therefore, ;t s
believed that it would be helpful to reword ‘this eriterion as follows:- -

Ypiehts at the tmle of contlactmg Is hkely tu confer o’ the contractor a dommant )
position;”. -

Referrmg to’ secnon 7 ‘we note the possfmhtw that the agency head may diract
the issuance of a patent to the Governmént in situations where the contractor
bas already filed a patent apphcatlon We would urge conmderatmn of su1ta,ble
re1mbursement to the contractor in such & situation.

Referring ‘to" gection 8, we would a.ntzlelpate considerable - protest or at le'asf‘.
adverse comment concerning the: requirement that agency heads shall affirma-
tivel¥ protect and preserve the property Tights of the United States in patents
owned by the United States. It could be‘argued that the prOperty right earries
the .privilege' of protection and preservation and, therefore, it would ‘be better
not to insist that the Government prosecute U. S 01t1zens for usmg pa.tents 1ssued
for the benefit of the U.S. publicatlirge. /<

With respect to section 8(b); it s mot;ed that the agency head cannot in fact
grant an exclusive: license ‘becaunse the contracthy: is granted a’ réserved' nor-
exclusive license and presumably the Government should refain-g notiexclusive
licerise for its own governmental operations. :Inthis area, i:e,, exclugive lmensmg,
we would urge a -careful: study be made because, at first thought it appears to
be repugnant to-argue that the pubhc bénefit reguires the taking of exclusive
rights from  the: contractor only .to,-inturn, pass on those exclusive - rights to
another. citizen or- U.Sibased: firm, -Ttiig: for this reason that many’believe
that any citizen who wishes' to use a Govemment—held patent should be entltled
to & free, nonexelusive licenge: :

Referring to' lines 10:and 11 on: page 15 the hcense pronded therem i y'be
granted with:or without the payment of royalty to the United States. Some of
us fear thaf this type of langnage can lead to govemmental regulation:'of in-
dustry: byidetermining who ean: have a: license and-how much he ‘may have to
pay. It hag been advocated; for:example, that the Government grant exclusive
licenses to a small company to help it grow larger and then when it is large
enough to stand on its own feet, the license would be taken away and given to
gomeone else or the royalty rate would be increased or some other step taken to




remove’ any advantage it might have. Many fear thxs type of Government entry.

into the control of the business of the Nation.

Referring to section 9, provision is made in subsection (b} that a report and:

summary of findings be made with respect to thoge inventions wherein the agency
involved has acquired mo greater rights than a royalty-free licemse. No such
reporting is required when title is taken. In order te avoid the burden of mak-
- ing reports under license gituations, contracting officers may well have a tendency
to press for taking title wherever possible in order to avoid this reporting func-
tion, Moreover, for the reports to be of greatest value to Congress, it would
. seem that similar reports should be made with respect to situations where the
Government has taken the principal rights. Xor example such reports wounld
be valuable in determining whether the various agencies are reasonably apply-
ing the various criteria. Therefore, we would suggest the insertion of a sub-
section reading as follows :
- “The number and general nature of such inventions with respeet to which the
agency acquired greater rights than a royalty-free license in aceordance with
section 4 and a summary of the findings of fact upon which a determiantion of
the applicability of seciions 4{a) (1), (2}, (3), or (4) was based.”
We sincerely hope that the foregoing will be of some asmstance fo you,
Very truly yours,
: T. L. BOWES
General Pwtem Ommsrel

: : LomD_ON, July 3, 1955.
- Benator Joun McCLELLAN, )
Senate Subcommitice on Patents,
Washington, D.C.:

I regret my inability to appear in person before your committee for I spent
many months during my term as President Kennedy’s science adviser exploring
facets of Federal patent policy. Sound Government policy must be flexible
enough to satisfy both private and public interest to provide maximum avail-

ability_of invention and technology for defense, and maximum incentives for,

economic development as well. The patent policy memorandum of October 10,
© 1963, reflected a careful effort to halance these 1equ1rements It was the product

of coordinated study of the Government agencies which must enlist contractors -

to perform their functions and had the endorsement of those agencies,
MecClellan bill 8. 1809 would implement this balanced and equitable policy, if

possible, T would appreciate having my 1963 testimony and responses to ques~

tmn& before Senator Long entered as testlmony for your hearings.

J. B. WIESNEN,
Dean, Sc]w_ol of Science, MIT.
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