SRR 1
(d) Fma]ly, NTH. has, in the past suppor’oed and/or partlelpa,ted
in,the. extensive type of field’ tr1al” ‘which firmly establishés the net
benefit. to be derfved. from. & given compoind urid iell-deﬁned‘
clinical conditions, and will no doubt, ¥ ’
The first three, of these types “of studi;
patentab]e ‘discoveries and oL quently’ ot ey
effective therapeutic agent generally available to the pubhe Wlll be
determined by the, terms and. coniditions ; Whleh facilitate the interpldy
of .the resources of the Federal Government, the w Vers11;y sclentlsts,r
and the pharmaceutical i ry "
Although NIH support of an investiga a_y_ stop at n early stage
of development, or cover only a part .of the comp licated séquence.of
drug development, our departmental pateiit policy T quires that his
1nvent10n be reported to the Surgeon & _eral for His"disposition, that
is, .the Surgeon General’s disposition, since the ihvention i most in-
stances is complete within the definition of the T.S. Patent’ Office.
The Surgeon General’s disposition genera.lly results intitle to the Gov-
ernment in accor dance with the provisions of the Department’s régu-
lations, the title provisions, of the Presidént’s memox_‘an-:"i_um and the
Executive order governing d15p051t1on of employee Inventions.
The. uncertainties: involved in after-the-fact determinations have
created barriers for collaboratlon by the drud""mdustry with’ NTH-
supported scientists in bringing potentls.l therapeutic agen'ts to the.
point of practical application. ~The industrial: firm's “wan
gnarantee of exclusive patent. rlghts as, compensatlon for. and pro‘bec—
fion of their possible investment, which may be considerable before:
FDA clearance can be ‘obtained. Because, as [ understand it, there
is some question as to, whetlier we can or'should extend s . ,' 1ar-
antee, it 1s often difficult to motivate industry to undertake the perfec-
tion and marketing of the NIH-supported - inventions, and by an
NIH-supported invention I have in mind those which wers made inder
circumstances wherein a part or.all’ of_the support was derlved from
the National Institutes of Health. S
“We, of course, support_the basic solicy that titls to heal*bh s,nd_
welfare inventions generated primaril ‘with Federal support should
' reside in the Government. It does seem to us as persons responsible for.
the largest Federal medical research program that there does nesd to be
ela,rlﬁcatlon of the gituation with, .regard to the issuance of licenses. to:
inventions held by the Government. One possﬂole solution mlght be
the granting of short periods of equusw1ty in such situations as T
have discussed—that is, where it is. found to. be necessa,ry:, , develop
an .invention to the. point of praetleal apphcation 11c) there is no’
other way to obtain the needed industrial cooperation. Compounds
which show some promise in early stages of investigati
benefit to the public and may not serve the public interest’ ‘unless
clinical testing is undertaken and the resulting drig is cleared by the
FDA and indeed marketed. We also believe that is sebmis sensibleto be.
able to involve industry in the testing and marketing phasés of drug
development since these firms already possess’capabilities in these
areas that would have to be duphcated e}jsewherr to accomplish these_ :
©TieCessary purposes. : ' o
. The Department is in the process of rewewmw 1ts entlre petent
pohey and pra,ctmes that relate to this matter. . _

b

v beof o,
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Passmg on now o t,he second area, on. W]nch you wished my com-
ments, I would note that one of the common characteristics of seiéntific
research activities performed in' universities is receipt of joint and
simultaneous support from Government and nonprofit organizations,’
and not. infrequently from industry. In ‘the biomedical sciences, the
Government. support 1s most, frequently” provided. in ‘the’ form:. of &
grant from the NIH. TFunds from these’ different soutces of support
are often .commingled with the result that a given research project.
may be financed and dependent upon severa,l different sources of
income at the same time. . Where the prlvate sources of support impose’
no conditions upon their grant relating to. inventions, the HEW regu-
lations requirement that the NIH grantees report all their inventions
to the Surgeon General for his’ dlsposmon poses no technical problem..
However, where, as in the case of the American Cancer Society and -
the American: Heart Association, cosponsors maintain patent policies
requiring their grantees to agree 1o assien all invention rights to them;
the grantee Who accepts supporvt for the same research actlvlty from
both the NTH, and such other sponsors has undertaken conflicting ‘obli-;
gations he cannot fulfill. 'It is difficult!fo solve probleims of conflict
on the bisis of prlorlty a8, between, the cosponsors,
Nelther_; it a satisfactory solutioh ‘to stggest that the grantee he
limited to acceptanc j port from only X 31n<rle source Whlch’
imposes sug - '

- Lbeli

urage support of resem'ch?
: ur ‘€conomy and to discourage exclisive
reliance upoit, Government-findnced support. | In ordér to “Further this’
objective, 2y, be necessary, t to relieve universities and their research’
Workers from.the dil by’ conﬂlctmcr obhgatlons to aSSIgn‘

1y erstandmg that fhie: p&tent regu—f
epartinen do not tike mto"conmdemtlon tlie equities of
COSPONSOTS il ‘making disposition of inve s ansmo' ‘from research i

financed by. multiple sources,.and the Sy ‘
debemn on solely on the ‘basas?of ol support. ‘AsT ha:\ e mentloned

hit thes ation; have been under I‘BVleW for’

nity to' appea,r before you T
m obvmusly Lot a’ ‘patent expert, but T

iy ‘quéstidhs’ from - my perspeetlve a8’ thef
Federa,l research a.et1v1ty
N, T'haven’t had dn opportihity to read your-
e'tried €6 follow you,so 1 may not be dble to mterro-;
But Tote yousay on pa,cre 27 ,
ror 1ts grantees do not partleipate in the fu]l'
agents up ¢ pomt where 11: IS méde avzulable.

- don’t you'? You partunpete in it up to‘
the point where it becomes evident that it is patentqble is 1]1‘1{; 110’11’5 ¢
Dr SHAN"\TON Yes sir,. s _ ; 8
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Wel] a pa.tent ma,y 1ss : ;on mforma,tmn developed qult.e early in the
total development -

Senator- MCCLELLAN Yes, but yeu do not pa,rtlclpate in the ﬁnal
testmg and processing, developmg, and getting it ready for marketing..

Dr. Smaanwox. This is correct, sir, except in the special instances of
psychopharmacology and cancer. chemotherapy where we feel that. we
haye an additional responmblhty

-Senator McCrerran.. Let me ask- you thlS At the oint ‘where yout
assmtance ceases, suppose nothmgbls ever done beyongl that in some of”
these instances, maybe not in all, but in those that you are refernng to
here,. - If nothing 1s done beyond that, would the public ever get a,ny
benefit from it ?

. Dr. Spaxnow, No, gir. o

‘Senator M¢CrerLAN. Then Whose respon31b111ty is 1t? I Wl]l ask
you. first, Is there an. 1nvestment involved, an expendlture and a risk
involved in the further- processing of it to bring: it to a.-marketable
testing and approved stage to Where it is m&rketable and. beneﬁoml to
thepublict- . .+ ...

Dr. S_HANNON Senator MeGlellan, the ‘ms“ or to both those ques—
tlons s #¥Yes? There(;lswa,n additional expendlture, and there is in-,
deed a very broad risk inyolved. ' .

-Senator MeCLELLAN . I have no mterest on. e'n‘th in this i 1*ssue, except;
to find out what is best for the public, 2 Q also to preserve those prin-~
ciples of patent rights to those who malke a discovet a,nd to giv
an opportunity for development

Now,:what 13 going to-happen if, the Gevernment goe o t,he omt
where 1t 15 patentable, but it is not going any farther with its’ a,lg and.
assistance, and that the Governmenf. is going:to, take the. pa,tenj‘,2
‘Who then is going to process, it on thelr own if the Governm nt, 18 going
to keep all rlghts to it? “Who is going to make t 'at 1ent and
whois going totake therisk ?:,.

<D, § ANNON,; qe:na,torAI!M[@Olellsm, unless t ‘
such that, it. will pergniﬁ industry to.accept. the ris
of: bantlc1pated‘ profit,. .not. 11kely to blmg these advances to he

ublics..: . , : - . '
. Senator MoCLELLAN. h ' '
‘known, though you have made the dlscov 1y, and iat,is the _pomt When ‘
that discovery is.made, let’s ay. Goverl_ ent, take title to 1t :

A DT, SEANNON, Yes, sir., . .
: S nator McCLELLAN:. Beeause' it contrlb,ubed to ma,kmg ‘the “dis-

covery. It helped to finance the research that brought about the dis.
covery. You make the discovery, It is. patentable.. “The Govern- '
ment, takes. the. patent. rights; and it stops there. " Yet there has to be
ax. mvestment made. : There has. to be further testmcv " There has to
be.revision. .. There has. to be expemmentatmn It ma,y take a good,
deal.of money Tt may, take investment. ‘ ta,kes talent
It ‘takes trained people. -, It takes equlpmen
Dr SEANNON. - Yes, siry
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.usk if its competltor can, 1mmed1ately step in " a,nd en]0y or
all of the beneéfits withbut making ahy contribution s~ :
. Dr.Saan~oN. Senator MeClellan, T think very few people.
" Senator McCisLLay, Well; swhat'is ‘the! Beést; WHat policy

"

best interest of the Aretican people a,nd_of the public GrG;nera,lly Wltlv

respect toi5?  Thatis what weare tryingto'find ot

Dr, Smanxox, Well, my “opiiion would bie' that limited excluswely_‘

in terms of a license to a gommercial enterprisé with 0 rights'
in order to monitor the price-and distribution stractire would fndesd
permlt negotiat __betw en ‘the Goveinment agency on tlie dne Hand:

-and the industrial firm on’ the'other,'to undertake:the: development"

work that could lead to rapid and effective ridrketing ¢ of alfl esse tml'

digcovery, :
. Senator, MGCLDLLAN I can apprecmte that; ‘Wiige- m]
might very well.oc there wasn’t 'som control beyond if'y

well we will just assign all patent’ rights
develo it Now, 1 don’t go alp gw1th'rtha
‘Dr. Smanwon.” No,sir: - - o
Senator . MGOLDLLAN I think that may.be gomg too fa.f
should ‘b, it the Governfient, owhs the ‘patént, some’ way ‘that the
Government, ¢an offér some incentive to somebody to go ot there and’
take thig risk and spend that money to furthet idevelop'it and process:
it to the point where it becomes marketablé ar d beneﬁclal to the pubhc
‘Dr. Suaxwon. Lagreo completely.- LN : -
‘Senator McCieriay. Theremiist be: Some 1ncent1ve for that'
. Dr. Smannon, Yes, gir. .
Senator MCCLELLAN Un]ess ‘the Government 1s gomg to take over
the whole thing. ' o
. Dr. SHANNON; Whlch it canno .
“Senator McCrerzan. And§ you are not eqmpped to do that
‘Dr. Smanwon. No,sir. " - v
Senator MoUrerran. You are not eqmpped - do 1t Then there
ought. to be another réstraint when the Govetnment has' permltted or
when we huve' permltted that development, we shonld not’ permit that
interest to exploit it to the extent of proﬁteermg off of it, so'to 5 ea,k ;
at the expense of the public, and that. 1t should be made avallab e on
some basis for some compeﬁt;on o .
‘Now, there may. be given: an excluslve i ht for a perlod of tlme
to develop'it and get it marketed and so’ for%l But thei ‘there ought'
to be some way, some provision, it seems to:meé, of licensing ‘the'tse
of 'it, hcensmg the practlce umier that pat nt to others Who m10'ht
be competitors.’ . - ;
“Dr. Smaxvow. Tagre, sir,
‘Senator McCirrnax. Now, | .110W to deﬁ .
of such re.dulatlons ‘and’ such’ procedurés ill protect the Govern-”
ment and ag will insure those who take the Tisk and make the invest:
ment in “processing and developmg it to"a’ marketable state, how ‘to’
‘insure them some protebtlon ‘that 1mmed1ate]y aftér they have' done’ -
that, their competitor just can’t walk in and ¥éap' all the behefits of
their- 1nvestment_and their risk, it is a’ very difficult area; and that is
thf, ared in which T am concerned about how to find- 4n eqmtable
80 utmn .

How- to develop a sﬁatute
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D SHANNON Well Senetor McOlellan, g a.m a- Ften::h.mc:ten
rather than & patent lawyer, baty 1f I can’ define my position this way,
there is a very substantial risk-in the' development of 2 new drug.

" Senator MoCreiran. By that you mean the fellow who takes that
rigk'from the time of patént on'to development may spend hlS money
end come out and find out it is nogood? -

“Dri SEANNON. 'Weé ¢an put a dollat ﬁgure on it sir, ‘Tt costs between
$200,000 and $400,000 from the initial d1scovery of an activity to the
point where knowiedge bis been brought to a degree of aeeeptablhty
by the Food and Drug’ Admmlstratlon. :

Seniator MoCLutiaN, $200,000 85 '

Dr. Smanwon. $200,000 t0$400 000 R
~ Senator MGCLELLAN .$200, 000 to $400 000 @
D, SEaNNoN. Yes,sir: : -
;" Senator MCCLELLAN That has been our experlence o
- -Dri SEavwon. This i 0111' crude oa eulatlon yes, si 2
* “Senator MECLrLLaNy /Sipd: o

“Dir. SEANNON. Yes, &lr thls isour rude calculatlon , A

Senator McCLELLAN Well, now, ig/thére thie: llkehhood that chenl—
1ea,1 companies and drug compames and so-forth would: just pick .

- 2 patent and go: sperid'-that - much ‘money-on ‘it; “tdlke:that risk,

when they perfected it, so to speak, and gotiit marketable, that then
competltor could just/ step in and compete With them? . -

Dr. SsanN¥oN.. Senator McClellan, were I n: mdustry I Would not :

Ctakethatpigk o n e e i : Lt

Senator McCLELLAN. Let me ask you thzs then From your experl-
.ence,_or observation, what percent of them turn. et to’ be useful and
'develop into 4 iarketable product of benefit? =
© D, SHANNON. T/ "éan’t ‘give you 4 percentage, Senetor McClellan,
bt T would eey-~ call give yon an order of magnitude from the stand-
‘point of the initial: dlscovery ‘ot activity: to:a: mfmrketable product It
1s substantmlly lesg than 1 out of 10. :

“ Senator MeCLeLLsN One out'of10%:

Dr. Smanwon.  Yes,sir. ‘

Senator McCrarrax. In other Words, 1 out ot 10~ beeomes useful
‘and - beneficial - and - proﬁtable friomos & eommerelal marketm(r Sta,nd-
point RhE

Dr. SHANNON. I would say substantmlly less than Leut of 10

' Qenator MoCrELLAN . Less than 1 out of 107 P

Dr. Saanxon. -Yes; sit: : ' I

Senator McCreLuax:: Whet happens to the other nme? :

iy SHANNON. ' Well, the others drop along the way, and. my:figure
of the $200,000 to $400 000 is theprice tag: that would provide for full '
déveloptiient of the one that was successful: It does nob cover the
eosts o ‘those thatare dro f)ped alongtheway.

# Senator MoCtrLran, I-understand; but: they are. dropped because

upon further exammatmn the mdustry says, Well 1t is. not Worth the
rlsk '

Dr SHANNON The heve 1ess aetlwty then other a, ente that are
already availableror. tﬁey have more toxwlty rLnd they o-not-warrant
full development. : : el e
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,Senmtor MGCLELLAN That-iswhaf the m.ventor or.the. 111(1u<=try con-
oelves ‘after further exam .na,tlon_ hat, they.are not.worth the risk?
A is.with the development ;

;those; where they
they actually underta,ke the development ho,

Dr. Seanwon. Senator McCIelIen, tllat 18
cause it depends upon the pomt m, the, developmenta.l pES
' ta,ke oft from.

" Dr. SHANNON Oh
Senator MCCLELLAN W'here the
investment, some of them f‘ul@

Senmtor MoCLpirax. A, substantlal number of therm fail. " So. then
we come to this. point... Where the. Governmen. ma,l{eé n-investment
In joint operation. Wlth private. contrlbutors, with a university, and
the patent discovery is made which is pa,tent'ﬂ - Thenyfrom. there
on even where they undertake-to develop: it.info 2 marketable bene- -
ficial-product, a substa,ntlal number of them fai :
HeDirs SHAN\TON Yes;sir, v o

- Senator McOLELLAN, One out of 1() or. less fhan 1 out, of 1 .

“ Dy, SHANNON. Yes, Sire L ;

Senator McOLELLAN.- So there 1s a, contmmnor I‘IS T mvolved ‘

- Dr.:SEANNON, - Yes, sir. . :

Senator McCrELLAN. Now Would you recornmend tha
ment take that risk?.- T T

- Dr. Smanvon. No, sin.

Dr. SHANNON. ’Well to be very frank sir, were: the Govemment to
do ity it would hdve to develop itva very. substantml faehlon preclselv
th:ai same type.of developmental plant that i is; alrea,dy Is eXIStence m
indust; £ 43 S

Sen;'gor McCrrrran, Would not the Government have to go'out
: 'and contract with some pla.nf;? 2 'j

Dr. SEANNON: Yes,isir. 0

2Senafcor MGCLELLAN VVlth some prlvate 1ndust1 5 to try to develop
1t -

Dr. SEsn~on.! Yes, sir. ; 3
Senator McCrerrax. Tam ]ust trymg to ﬁnd the equlty in the thmg
and how to approach this thing to get equity out ofit. . . - L5

" Dr. Suanwon. Could-T draw.a parallel, Senator J&/Io(]lellaaa2

Senator McCreLxan. - Yes.: “We have taken longer than 15, mmutes
I axy-the one v1olatmg the rule hete, myself. . =i o :

- Dr.:SEanyon: At the present -time in- rese&reh and development
the pharmaceutical industryexpends roughly in-the order 6f:magni-
tude- of $300—$400 millién a year:: It s estlmated that ‘our. total ex-
‘penditure for medical research in this Nation dis.about $1.9 billion as
of today, as a rate. And the $300-$400 million is 1964 figures. - i

Current figures 'would ‘be ‘approximately’ $400-8500- m1111011 :'_';'So,'
Ioughly industry contributes approximately-25 percent ot all researoh
- and development to the biomedical field. -

Now, in the development of weaponry, where the sole eustomer,
i you will, is the Government or in the space p10gram where the
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Government is the sole customer, youde riot have déveloped:a; vmorous
private industry that:can:thrivein therabsénce of: ot "1;__A11e1p -In
other words, in our DOD activities and NASA'v&e P total cost
of all developments SEEE I L RIS S / <
Now, this has never been the case in the ehemlcal indiistey:or - the,
pharma,ceutlca,l industry, and in a society rthat As.based. upon ithe
profit ‘motive traditionallyy it: has been: possible; to: develop i very
vigorous enterprise within the:private:sector: that. ]1as-shown gLeet
-oapablhty -of producing; gdod things inithe: health: field
cNews L do nethéld: thth with. the Federal entraiice:in lomechcal
Ieseareh such:ag has taltensplace in: the Jast 20, years in‘a. very. large
way,that all advances that are made:through:theuse of Federal funds
should be turned over to this 1ndustr1f1,l enterpmse slmply :'because it
-lms :the capability-of:developingthem, . - ¥ - :
.:On the. other hand, I do believe that terms and condltmns for, the
coveung or-the proteetlon of patentabléfetitities should be such-as to
-permit normal 1nterplay;between. those forces«of science:that-exist
swithin the Government and those which exist within:themmiversity
‘and. those which exist.swithin industry, because:in the: final analysis,
our. purpose here is to use all elements of - soc1ety in the mgst rapld
conquest of disease that-is possible, ; g
So that the terms and condltmns that relete the expendlture of
Federal dollars in rélation!te -an- 1ndustr1al -operation’such  as. this
should always have this as one of it major objectives. . How can: we
-most rapidly develop a:compound into a marketable: drug, and - yet
at the same time protect the Government’s equity. in: this?: And the
‘Government’s equity here is pr],marﬂy the making available, of the.
medicinal in the broadest possible: way;:in the:shortest possible: time,
and at the lowest poséible price. - This: is the primary Government
equity here, in that we stand to protect the purchaser of the drug.
Senator McCrerran. But, Doctor, herd -is:one of - the : -objectives.
The Government - makes- the mvesbment It helps Lo evelop the
process that becomes patenteble‘ ey e LR
Dr. Smanwon. Yes, sir. .
‘.. Senator MoCrmrran: And it is ;petenbed The Grevernment that is
texpeyers money that goes into it. %
Dr, Suanwon.. Yes, sir. nd

Senator McCLErLaN. Now, you have dlscovered the thm bu‘t; yet
theIe is private lnvestmentm 1t 00 s I
' Dr, SHanwon. Yes, €.
" Senator McCrLELLAN. Well no : aite:
mitted to take the discovery a,nd P 1011: it:into an- enormous. proﬁt
even though the public ultimately : gets thie” beneﬁt ofthe:healing
-qualities.or the medical qualities: of the.drug, is tiet that particular
-investor, that pertlcu]ar ‘contributor:to -the research:-and:. 5. Aorth
_that helped idevelop it from; the. private enterprige: sector;.is, he:not
-greatly: benéfited ot of taxpayers’: funds by reason eof the fact:that
’rhe taxpayers contributed’ “to: the: original deyelopment .
D SawNow. Yes,.sird: I did: riot-suggest-that. this: 1scovery be
'glven to o private firm' for the full- uncontrolled: eXploﬂaetlo;n T
Seriator MeCLirax: But you would: recommniend: sueh A a,rmno'e—
*menf. asa llcerise: or somethmo‘ th‘Lt Would presentv tor ;
1ncent1ve'? : R R TS L N S T R TA R it
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Dr SHA‘NNON “Yesysir ithis Tiwould:oo

- Senator MOCTELLAN: To make the mvestment?

< Dr. Saavkwon Yes; siv, o0 '

Senator: MCCLELL.AN To further development a,nd “£0 o'et 1t ‘on
‘the market &+ ol : e

D SHANNON, - Yes, s,

" Senator MoCrerzan. I.am: trylng to ﬁ.nd 2 mlddle ground some-
where that is right. between everybody.

One other question-and I.am throuvh the questlon of Whether
‘you are permitted to-testify freely. - Are: you-dewn here carrying
. out some administration’s theme or-department’s theme or are you

-down here talkingto us from your'own lmowledge and exercmmg your
own free'judgment, and so forth? .~ - -
~_Dr. Saaxnox. Senator McClellan; When I camnot answer a’ ques—
: tlon frankly ‘and honestly, I will Jeave my position in Govérnment.

Senator McOusimax. ‘Well) the charge 1s nade that you folks in

‘Glovernment now dre-under the command or:the-direction of the ad-
‘ministration and you have got to carry out a singsong theme down
‘here-and testify. :Is-that-i m any- Way true 111 eonnectlon Wlth you2
+o Dr, SaaxNow, Nojsiz, ¢
_ Senator MoCreLLAN., You have spoken freely your oW ]udgment59
- D Sgrnwon Yesy sir. - v -

* Senator MoCreLrin.’ A‘ﬂd your oW thoughte2 3

“Dr. SHANNON i o :

»+Senator MGt Wlthout a,nV ettempt at bemv restramed or-
’under any‘inhibition not-to talk freely? - ;
oD SEAn o, - Fhilsds cofrecty siv

+ Serdtior McCriman; Think: you Eopei SR o T
Senetor Seoir. You ere" under o ‘obhcretmn towerd a oonsen‘:us
then9 P o ¥ .

“Senator Scorr:You ‘are vinder 1o 'bhoratlon toward consensus?
Dr. Spaxxon., Toward consensus?- . v
Senator Scort. Consensus a famous Wor& e T

' Senator McoCrELLAN. "There is one: m the admmlstratlon Who hasn’t \

heard of it. R RS SR S

Senator Soo':['r I am glad )
“That 48 all; i
'. Senator MGCLELLAN‘ Senetor Burdmk@ : !
Senator Burpicr. Mr. Chairman, T dldn’t hea,r the dootor s openmg
statemetit, ‘but T will read ig earefully S
Senetor MoCrerLan: Senator Fong9
Senator Fong. Yes, Mr. Chairmafi; i ot :

' Dr. Shannon, this question ‘Hag been’ very oonfusmcr to me; end the
~matter has beenbrought: up on the floor of the Senate, “just From the
; sta,ndpomt of:the'Governiment taking the ¥a,tents -Now, judging froin

your: testlmony, you: Teveal some phases of this subject which are very

nteresting to me. We have two problems hereyas I see it. - One; when

18 the patent-compléted; np to the’time the patent is’ completed and

then from the time the patent iscompleted to the time that the drug is

placed upon:the market? As T understand it, the HEW says that if

- weo'do have funds in'the reésearch, and a patent is eompleted the HEW
o the Government tekes the petent Is that oorreot9
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. Dr. SHANNON’ ThlS 15 generally correct siret :

- Senator Foxe:: But the problem is not: as easy as: tha,t is 1t, beceuse
here we have the commingling of funds as you have noted iti ‘some-of
these cages where private in mﬁuetry and: the Government comimingle
thelr funds, and then somethmg is dlecovered and. tha.t 18 petentauble

- Dr. Seannox. Yes, sir..- .

- Senator Fowe. NOW, at. that stage Who takes the ];)a,i:ent2 Who
should:take the. patent.? -

Dr. Suanvon, If the mventlon is made by a PI—IS 1nvest1getor at an
institution having 1 of our 18 Institutional agreements; title is left

‘to'the institution: for its- d18p051t10n Brrb thls occurs in only a small
number of cases. .

Senator Foxe. Before we get to that Iet’s get bo the po:Lnt where we
. ha.ve discovered something.. . , .

D, SEANNON. Yeés, sir. o

- Senator Fong. The thing is patentable V\Tho gets the patent?

Dr. Smaxyon. Generally speaking, if NIII funds have supported
the activity, the discoyery is reported to the Surgeon General, and ifhe

Senator Foxa. Take it over9 :

Dr. Seaxnyoxn. He may InSISt on asmgnment of that pafbent to the
Government.. . s _

Senator Fowe. Now, in your opmlon ig that eqmte,ble2

Dr. Seanvoxn. It frequently is not, sith.

Senator Foxe, Shouldn’t there be.a plane of equlty here'8 -

Dr. Sman~ow. Because, as I pointed out, you may have equa.l sup- _
port of the scientist, from the American Cancer Society, and from the
National Institutes of Health you have 1dentical patent policies, each
saying that you must. assign the patent to us.; And I think tha.t this
puts the scientist in a position where he cannot dlscharge hisobligation,

‘Senator. Fowng,: You say that the ba.la.nemg of equ1t1es here would
be preferable?

Dr. Smanwon, ¥ think there should be S0mme. Way of ba,la,ncmg equlty
here, a joint decision, < e :

- Seriator Foxa. . Yes. . . . ‘, e

.- Dr. SEanNoN. As tohow the. pa.tent sha.llbe explmted? AT -

-Senator Foxe. Roughly. speaking, if the: Governinent. pute n 7 5
percent and private industry. puts in 25 percent; there.should be a
belancmg of, say, three-quarters. to one-quarter, roughly speaking?.

Dr.. SHANNOL There should be some way of errwmg at, a reahstlc
‘assessment of equity.; yes, sir.: . ..

Senator Fowe. Inthe d1scussmn on the ﬂoor of the Senete as to who
owns the patent—— i : : .

.. Dr. Smaxxyon. Yes,sir.

_ Senator Foxe. Thisis the problem Whlch confronts the Senate But
now we go beyond: that.- Once we. have the patent; then to exploit
the patent you say that it requlres from $200 000 to $400 000. to really
put a product.on the market? - .. . s o

- Dr.Smawwox.. Yes,sir. ST
... Senator Fovg. And less then 1 out ef 10 do sueceed

Dr. Smanyow. Yes, sir.

Senator Fong.. Ts that correct?

Dr. SHANNON. Yes, sir,
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Sena,tor FONG ‘So, therefore; if: you gave: everythmcr t0/one company
+ actually to put o patentab]e drug on the mmrket 1t Would COat a.bout $2
to $4-million?:: o Sl

D SI—IANWO\T No s'

~"Senator Foxe: Yes: 4 : NS

" Dr. Smaxvwon, I said that from the tlme of the development of &
patentable-entity; that if one'used -whatsiceess.one can havethere, one
will have suecess 1n less tha,n 1 out of 10 cases T ha,t was. one: state—
ment.” : ; i
X Would sa,y that tha,t Tie successful case f;hat one: develops from-
the time of discovery tomarkéting, this will:cost' $200,000 to $40() 000
The others may drop along the Ww and cost substantially less:’

“Senator: Honer Soitnay 7 eost probably $500,000:t0 $1 million ¢ 7o

Dr. Smanvon, I would think that is reasonable Tyes, Sit.-

- Senator Fong. Now, here we have another problem, howto explmt
it. Ifthe: Govérnient' hangs onte:it-and says 1t beloncrs to everyone
nobody will:get anything’yisthatcorrect , :

~Dri Smawxow. Thisis correct, Senator:: : )
Senator Fone. Usually: we: find thatif: everybody ovrns the thmrr
: nobody takes care of it. o

CDil Sirason, Y es, frin

Let me retrace these ﬁoure

him: B i
Dr. SHAN\TON Some mcent:_
Sena,torFo &1l Sorn

st can’t attack thies problem 1ust T he
standpomt of Who OWns the patent9 ) :

PriSEANNOR: Noysir: g S ITET
Senator Foxe. You have togo beyond that ? ; B anye
Dr. Smaxnon. And I don’t think you can say any- gn*en perlod of
- years will satlcfy alki nieeds, becaiisé in éertdin-cases there may be'an
extmordnnrﬂy expefisiv development that'will take an extraor dlndry
period of tinfe, and-T' think that any rulésior regulations that emerge
Trofin legquatlon SSehator Toong, from this’ commlttee, should provlde
for” sorie’ degree of éxecntive ‘diserétion, and T £hink that the basic
]etns]atlon Should de‘tl W1Lh p1 mmp]es of actlon mther than deta,lls of
actmn

Senator FO\*G Yes I met to tha,nk you very much for your ﬁne
testimony. T have been educated this morning. T have been the only
Republicin voting agaitist the mdustry, anid’ T want to understand the
problem Yoy thor0110h1y Thank you very much""

D SaaNNon Thank you, sir: ‘ - co _

Senator McCrrrran. 1 just met to make th ’bservatwn I don’t
believe it is possible to write a statute that éan. do’ equity in all cases
except that a discrétion, s major dlscretlon e eft t0 those wha' ad-
minister it. : '

Dr. Span~on. I would agree, sir,
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Sena or - MGCLELIAN T:don’t beheve you can writea Stwtute that
can foresee and contemplate every circumstance’ attending & - patent
and the development of it.’ T think there must be’ somewhere gome
discretmn left: As you, smd in‘sorhe; iristances miybe you give them
“in another 2'yéars, in angtlier something else. 1° don’t Tnow
[ie, factors that will have'tobe tfrken into aceount and T-wouldn’t
atteipt to'say, but, I.don’t believe, Wwe cqit“write a statuté so- r10"1d thet '
1t Would apply. to everything and’do Justice and equity. =

‘Senator Fowe. T agree with you there, Mz, Chmrman R

_ Senator MCCLKLLAN Thank you.- ‘

Senator. BURDICK Mr, Chairman, in _W of the eollequy you' hmd
Wl’ch ‘my colléague, yousay that when everyone hias the right to a p-wtent
that no one Wlll ‘do’anything. - Would you’ “elaborite oi that?:

Dr. Smavwon: . Well, ﬁrst I wﬂI start by ' uehfylno’ my dorin
to ‘Senator Fonor‘ H ' ! :

‘There are certain’ ‘things thet, hwe uch an extraerdmmy ut11-1ty
in the'field of medicine that although éverybody has dccess to'it; eVery
pha,rmaeeutlml house will attempt to do- work on ity and T'will ention
some emmples of ‘these.’ ‘They are prlmzuﬂy in ‘the- antibioti¢ field,
Tn the cdse of penicillin, streptomyein, and” céhlorlettacycline;ithese:
werg wholly new advances where the primary profit to an individual
corporate body‘was to be derived  f¥om the extent to which Lie could
refine hig processes and malke the material more quickly than his com-
petitor. But where the broad use had already been established by the
mitial’ observatlons, we -have an Bxdmple- of where’ everybody had
access to the discovery and the licensure, and ali of the major pharma-.
ceutical concerns put’very substantizl ‘dollars-into its developmient.

. Tn'this ease the bulkof those dollai$ ‘Went inte’ process researeh; aiid
T 'know ‘this very well be

that time E. R. Squib ector of the Squibb Tnstitute
for' Med1ca1 Research:wag the lafgest producer:of- penicillin’ inlthe
Gountry!  THey were large and had a adequate profit'margin beciuse
they have” vely exeellent Tocess' Tesearch; - Bty At the samie thinie)
there weré i1 ' f-‘ot er phermaeeutlcal houses 1n lt that mede
thls Highly competltlve W i _

“"Now, on:the othei“hand, take ‘o drigithat:has more’ hmlted use
at the “fime it is’ dlseovered Perhape ‘gucly ‘ardiscovery ‘mightshe
mede as & Tesult of ‘4 series of organic’ synthesis in:a university Tabora:
tory, and this is a drug which is shown to have the capability:lof
loweéring blood pressure Well, thére ‘dlready are in.existence today
a large number of blood pressure/lowering: ageérits; “No one:of these
are perfect, but they are good enough to have reduced the mortality
rate a3 5 result of hlghgblood pressure voughly: 50- percent in: the
past 5 or 6 years, . “ :

On_the other hand, many or niost of them have Tairly serious 81de
offects. Some affect’ vision; othiers® afféet ‘distribution’ of: blood" in
the body, causing an unstable circulation, and none really gets:at
the heart of the issue from'the’stanidpoint of correcting the funda--
mental canse of hypertensmn and gr ‘store the: 1nd1v1dua.l" to
normal. o -

Now, from the Fimé thE thls drug ﬁrst Setietges i the 1aboratory
as a drug that will. lower blood pressure to the time tha.t 1t can

wr_—h-

ecge *1 Wis 'in” “industiy: st the time. “At

Son%I Wadd
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stand ugam competltlon and really be- compared eﬁ‘ectlvely W1th the
drugs that are already on the market, this is a period probably of
some 3 years’. development.. And at- the initial stage of £ velopment
one cannot tell whether mdeed it, will effectively compete with drugs
that are already available. In the case of a drug of that sort, for the
director of research or the director of development of g given pha,rma,—'
coutical house to take the. gamble. and to undertake the development
rocess and undertake the clinical testing andits ultimate estab-
ishinent as a superior therapeutic agent; an expenditure which in
this case would be closer to $400,000 thsm $200 000, he must be able
to ghow to his‘board of. directors that there is some retirn in sight.
. Now, if this hap_pened to be a relatively simple chemical agent
that can be synthesized by any one of a number of pharmaceutical
houses, -once the use has been demonstrated to be effective, and this
becomes known quite generally durirg the initial stages of a. broad
clinieal loration, -any pharmaciutical house “can ‘march in,
synthesme e drug and market it in competition with the man’ Who
has expended the $400 000 or $500 000 wo develop if.
-~ .So that unless you can give this man some e u1ty, the eha,nces of
~ him placing his resources. at the d1sposal of O}{ns development are
Very stiall.
~ 'Senator BT_‘RDICK What you are saymg, then, Doctor, is that in
this field of drugs.the American eompetltlve system doesn’t work., .
- Dr., Smaxwon. Pardon? ..
- Senator. BURDIGK ’I‘he Amerlcan compet1t1ve system doesn’t Work
: aswell TR
Dr: SHANNON Ne sir . Tam nots Erlng that at all L f' i
'Senator BURDICE. Well T mean if discovery X is open to. anybody
who wants to exploit it, you say it won’t be exploited unless one
manufacturer or one processorhas a special right?. -
Dr. Smanwon, Sir, I would say that the heart. of the Amerlce.n
system is the patent system .of the United States, and when you
.administer the patent system so that the innovator, or the man who
puts capital at risk can haveno assurance.of benefit accrning especially
to him, you change the financial structure of this 1ndustry, so that
X .do not-say that the competitive system . doesn’t work, but’' I say
that the competitive system has. as one. of the im ortant elements
of. it the. concept; of the. possﬂoﬂlty of proﬁt as- the result of, the
takmg of rigk..
Benator BURDICK 'What you are: sa,ylncr is that if thls dlscovery is
eWned by the Government, it is.available to all? L AU I
- Dr.SHanyon. Yes. . :
Senstor. Burniox.: It Won’t be developed as well as 1f some one
develo erhadaspeelal interest in it ? e
i Dreaaywon. This is correct, Senator, .-, -
{ Senator BURDIGK' Then that does rule out the competltlve factor,
doesn’t p1E R ; ‘ y
S, SHANNON Idon’tbeheve so, sn:' 110 _
-+ Senator Burpick.  Thatisall.. S
Senator MoCrerrax. Very Well thank ou very much P
; LDr SHANNON Thankyou very much Sjenator BT




' Benator MOCLELLAN rIn.order to accommodate member of- the
commlttee who needsto be-at another committee. meeting; we are going,
to skip down_and call Dr. John H, Moyer, De%artment of Medicine,
. Hahnemann:Medical :College and Hospital of Philadelphia...;We are
calling you out -of turn-in order to.accommodate Senator Scott, WhO
ieeds to be-at another meeting as:sooh.as he can.get.theré, ... :

- Sénator-Scort. - I appreciate it, Mr. Chalrman

Senator McCOrerran. Sit. down, Doctor. :

¢ The Chairmakes this ebservation. - Apparently our 15 mmute rule
]ust stmply will not work.: I recognize.it.as quickly as any of:you. ;But - -
we:will:stall: undertalké-to: expedite. asimuch; ag we. can, because. we.do
want tohear everybody.  As is.indicated. here at the moniént, we. ate
- rearranging the calling of wWitnesses 0-as to accommodate & Senator

who:needs:to be at another.committee, and. this: afternoon I have to! be
at another committee so wewill do:the hiest we can. L =
Very Well, you may proceed, Dr Moyer

| STATEMEN’T OF JOHN I-I MOYER III M D PROFESSOR ANDI:CHAIR-'
MAN: OF THE DEPARTMENT oF MEDIGINE HAHNEMANN ME]JI- :
:"'CAL GOLLEGE OF PHILADELPHIA

P, MOYER Good mormng : wy e L

- Senator:-MoGreLran, You have a prepared statement Do you want.
to submit it for the record and highlight it? g

< Dr, Moxer: ‘Yes; T submitted a prepared statement

- Senator MoCLEELAN: Proceed, Doctor:. - i

«Dr.-Moyzr, T am "Fohn- Hy Moyer 11T, physmlan profeseor, and:
eha1rman of the Department of Medicine of the Hahnemann Medical
College of Philadelphia. I am a‘graduate of the University of Penn-
sylvama School: of - Medicine;: ang I ami eertified for the praetlee of.
medlcme in:Pennsylvania, Massachusetts, and Texas: :

! Formerly:T was professor of pharmacology and medlclne at Baylor
UmverSIty School of Medicine in Texas. - As.evidence of my gualifica-
tions: supporting. iny- appearance ‘before.you, I:am:certified by the:
American Board of Tnternal Medicine, and:X am currently- pre51dent of -
the:American Therapeutic .Society; past chairman of:the:Medical
Advisory: Board Council for High Blood Préssure: Resenrch: of the
Arnerican: Heart. Association, and president of the :American. College
of Clinical Pharmacology and Chemotherapy Addltlonal quahﬁca—
thl’l:: are available in my curriculum vitae.:

~Benator McOLEELAN. - Y.ou have quitea background

May T ask you do you'own any: medlcal patents B

Dr. Moyer. No,sir. : BRI DA

‘Senator: MGCLELLAN Do: you have any mterest m any pharmaceutl—_
cal enterprise?:: -

1D Moveg: - Yes, I ‘awn some pharmaceutlcal etocks, as many _
: other private citizens do. . ‘

-:Senator MoCLELLAN. Very Well Tet’s: put thaf i as background too,
because somebody:may say you have personal 1nterest m 1t :

Dr Mowmm ngh Pl R

SYIN
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#~Senator’ MCCLELLAN T have nothing to: conceel Let’s get it, all
' out in the open and see if we'can’ t ﬁnd the correct answer.

- Proceed. ;

- Dy MOY]:R Bemg or1e11ted. both by tra,lnmo‘ a,nd experlenee in: the
field of clinical pharmacology, which: embraees ‘the study .of new
drugs, I should like to'make a number of poirits as to how the: propo:.ed
changes in Government patent procedures. might alter these aot1v1t1es
in medloel schools such as the Hahnemann Medical College. : :

T should Tikte 'to point out at this point-that in my- presenta,tmn I

" dor’t mean: to get into the legal:fechnicalities: of this consideration
whatsoever but merely to present-my points of view as an "LGELdBl’nlCl‘lIl :
which T believe gets me out'of the patent problem in so fer as’ my owI
' personal interests are concerned:. :
# First I should like to emphasize that the study of new druos in mén
. is referred to as the.science of: clinical pharmacology, an emerging
scientific field of ever-increasing fmportance.:::This Involves-the ad- -
ministration of chemieals, i.e., new drugs for the first time to patients
which'1 Tequires considerable knowledge and experience on the part.of.
the. pliysieian who does this.. . Of necessity “such-clinical studies ‘are
ustially done in academic mstltutlons, that is;the administration-of
drugs to patients for the first time, where multiple skills are available
in the various subspecialties of medicine and which are needed to assire
maximum: safety to the petlent When drugs are used for the ﬁrst t]me
’ 11'1 man. :
I might indicate thaty for example in our: depertment&we ‘have
subspeemltles of endoeunology, clinical pharmacology, vascular dis-
éases, cardiology,-and thedike. There are some 14 subspecialties rep-
Tesented by -separate subsections of our: department of meédicine.. -
* - 'This’collaborativé effort in research on new drugs includes investi-
oators who are proficient in basic biochemicdl information as iwell ‘as
the clinical subspecialties, that is, those whd-have a compreherisive
knowlédge of clinical medicine. :This resource of trained personnel
is an ‘absolute requireinent: for the developinent of ‘new:drugs, since
avallability of biochemical agents on theshelves:of the: pharma,eeutlca,l
companies:is valuless unless:the use for such agents can be found. for
the' treatment ‘of specific huwman iHnesses, pomtmg out the fact here,
of course; that biosynthesis is an initial phase of the development of
a new cIruO' but. certalnly isa loncr shot mekmg the drutr a,va,ﬂable for
“use’in: pmtlents . . ; .
Senator MOCLELLAN VVhet 1s. that‘? ' i
Dr. Mover. The:availability of ohemlee] aO‘ents is far fmm'the use
of such agents in patients for ‘thé:treatment. of 1llnesses ' H
Senator McCrrrnan. Ifollow you. ' :
iDr. Movzer; T think that:it is-impotTtant to emphamze these pomts
because of the great advances in the development of new drugs over:
the:past 10 years which have thrown:a strain on the facilities, person-
nel, and equipment of academic institutions, -Although the Federal
Government thag seen fit-to support some: of these activities, it has by
no means supported the major share of the clinical .evaluation of new
drugs to date. Itisessential that a cooperative program exist between
the Souree of these drugs, that is, industry, eng the academic institu-
“tionsas well as the Government. I
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w1 m1crl1t add ar tllIS pomt that, of the drugs being used today; the

'IIL&]OI'lty of these were not available in 1950 except 4 for some 12 or- 15,

erhaps basic drugs. Most of the drugs that were availablé when T
grst beecame interested in research along thisline have now been altered
in such & way as to be either more effective or ent1rely neW agents: for
the treatment of disese have been developed. '

T attempt an effective program of drug research a,nd development
in'gny other way than this. cooperative: venture in‘my opinion disturbs

a relationship that has been so important in the medical advances of

the past 30 years, and would be to the serious detriment of medical

development n the area- of pa.tlent care and the tre‘ttment of humen
111s R E : SR

T take now an example ag it mvolves our- mstltutlon T

- :7Our Departinent of Medicine at Hahnemann Medical College ini-
t1a,ted. more than 100 research projects: during the 1964-65: fiseal year.
Although the total number of research: dollars received froni the Fed-
eral Governmenft was greater than that received from private sources,

_the number-of individual projects supported by non-Federal sources
exceeded those supported by the Federal Government, a large number
of these coming :from: pharmaceutical industries. . In fact, over the
East 5 years; we have worked with over 30" different pharmaceumca,l

rms; studying different; new drugs. -The very fact that one depart-
ent: of a single; mechum sized medical school composed: of ‘only- 37
salaried ' physicians: has a multiplicity of grants: from the Federal
Government as well as from industry, mdicates the desirability and in .

fact the necessity of many of our personnel participating in a variety
of projects variously supported when new drugs are being evaluated.

* In other words, many of our personnel may receive portions of then:

. salary from different sources. -Perhapsthey areworking on one proj-
ect; as basic project supported by N]]fDH 10 percent of their time, and
then 10. percent of uthelr b‘131c salary 1s rece1vecl from the Netmnal

- Institutes of Health:.

. On the other hand, that same 1nd1v1dual may spend a portmn of hls
time working on 4 new drug which obyiously may lead to new develop:
ment,: and, of course, you ses -immediately. the- overla.p Wlthm one

' mclnrldue] or one investigator as te source of support: : -

i Furthermore, . the ﬁex1b111ty of  these’ funds received from. prwate.
sources for support:ol research should-be borne in mind; Ybecause fre
quently -you:can getismall: grants:for a new:ided; and- this can be. ar-
ranged-for: within 4 matter 6f weeks; at least no longer than a month
in m‘my cases:;:: Whereas :the: machinery ‘of ‘government is such: that
the: shortest: pemod of time iz i excess of a.year for support of a:new
concept from apphcatmn to funding, at least by the Natiorial Tnsti= -
tutes of Health: ! It is obvious then that if: a(zovernment patent policy
exists claiming mghts for the Government from:all: projects touched
by Government money, collaborative reséarch could not exist, and it
would: probably :be' impossible for:a department, sich as ‘ours, to 0N
tinue ‘in the evaluation of new .drugs, bécaiise. weo are supported.’so
hienvily - from:. Governmerit:that we- olowously coudn’t - forgo: .Govern-
sipport,” This: would then block our participation:in the minor, area of
rion-Federal supportof our program. - Although from:an applied point
of view our contributions toward. the. health of our:citizens:is greater

S in the latter than in the former
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“Since theé same individual pa,rtlelpabes in two research dpm] eets one
: would obviously have to- go'if patent procedures m111ta.te a,gfunst this
individual’ pa,rtlclp‘ttmg in beth programs. -

-The:source of nearly dll newdrugs-is from pmvate 1nd_us_t I and
1f ‘indusfry-is not able to bring: about: this trlal of theu- new d1scever1es ‘
in patients, the results are obvicus; I think.:

By what I 'have already:stated; I. do- ot W1sh to mdmate that the
' current status.of patentr ights as they relate to'the development of new

drugs should not be carefully evaluated. However,:in my opinien, a -
cled,r delineation should .be made between support received; by the
acadernic:institution from-the Government -as research’ grants-in-aid .
and moneys received in the form of contractual a,rra,nwements for the
speclﬁc development: :0f riew cuses ‘or .of new 111vent10ns, which ‘would
include few drugs:: The finarcial structure 'of 'most- of our academic
instititiofis is such that if the Federal Government claims patent rights
fornew: drugs developed- ini those institutions receiving -grants-in-aid
in:any form——agem I differentiate grants-in-aid versus the contractual
arrangements with Government, that is noncontractual research sup-
poit—then. it would: make it 1mp0331b1e for most such institutions to
continue to excel in the clinical pharmacological area;i.e., the devélop-
inent and clinical trial of new drugs.. Onithe other ha,nd when sup-
port is received: froin the Federal Government through: speclﬁc con-:
titactual ‘arrangements-fot. support -of -a research project and. ‘patent
rights are involved: on:these specific: projects, then: the details-can be
negotla,ted and drawn up beforehand so that- they are well understood
by ally and an equitable arrangement can:be arranged. - This allows
~ the mstltutlon to-select and. delineate ‘and thus. avoid, conflicts. of -in-

terssts. ' To achieve these  objectives; the right to: newetm.te must exist
and flexibility in‘such negotiations is- reqmred :

- The third point that Igshould like to- emphamze, but thad: actu&lly
revolves around pointe 1 and 2 above, is the great. demmbﬂlty of:cooper-
ative venture among industry, the academic instituticd, the Govern-

. ment, and I think that this is very important.: I haveia very personal
:f_eelmg about this, and the cooperative venture between .the various
personnel: 1nv01ved the last of which is a commodity:whichicannot-be
purchased at any price.. For example, it is not uncommon for our geas
demic people who receivé part-of their support from-the Government,
part-from the institution, and ‘part from-private industry; to'sit-down

. at'the conference table,’as representatives of the three parties, not-only

different. representatives but many. times the same individual may rep-
resént more than one party; to discuss common:problems in therapeutic

_ research. This leads to maximum orlgmahty end the development of
‘eoopera,twe ideas.'w

1 think™ we ‘should: reeogmze t’hat to- da,tefmost deve]opments are
eooperatlve ventures: involving many. mlentlﬁe minds. Very few. of
them result: from individua]-endeavors; it'is ateam:approach-rather
than anindividusal any more. - Therefore, it would 'be a blot onour

"scientific:endeavor should it beecome impossible fo ‘continue this ‘co:
operatlve venture, purely becauseof inept patent rights considerations:

“Jwould emplasize here that monetdary’ considerations which might
anerue tothe GGovernmeént or be secured by: individualicitizens through
nonexcluswe patent rights would be reletl ely ummportant as’ com—
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pared tothe' havoo that would He:doné ‘iﬁhrouwh thie:destruction of the
cooperative relationship of highly trained and experienced personnel
among acadeinie 1nst1tutlons, pmvate 1ndustry, a,nd Governmenb -hlch
presently exists. ‘ : i

Next I'might pa.ra,phrase here Shakespe&re, as to, “Is 1t not better to
allow above-average oompensetlon for: an: outstandmg dlscovery then
not to have discovered: at all .7 1o .

+T should: now .liké to touch om’the’ problem of mventlons versus
a,pphcatlon . The two are:niot: the same. as'it relates: to us.: In fact; &
medical school’s involvements in: research, particularly in the field. of
clinical pliarmacology,is prlma,rlly related to development and evalua-
t1on, and not to discovery and invention..

~Nearly.all -of the pharméaceutical agents which-we have: eva,luated
have been developed by private industry as biochemical agents,: commg
out: of ‘major sereening programs.which would not be feasiblé in'an
academic institution, This is when 50 technicians, shall we say, can
be set-up for a technique of “studying’ a~drug which perhaps:blocks
the contraction of the smooth musele inithel intestine.: A thousand
drugs are then run through such & sereen: searchmg for an effective
compound. . :An - academic. institution rarely ‘would take on: such 2
proposmon This, of necessity, comes from industry:: ‘

‘Then after the drugs are screened and. developed, it becories our
respons1bzl1ty in'the medical schools around the country, based on our
kmowledge of drugs and their effects on patients,ito evaluate their po-
tential properties as therapeutic’ agents before:they are ever given
to large numbers of patients. If-in this evaluation the drug’ does have
a: potential usefulness: without undue toxicity; it is then evaluated. as
to its pharmacodynamics and its effectiveness:in-the treatment of
buman iils, - That is, it is administered to increasingly large numbers
of patients. It chould be obivous that' confidénce mmust exist between
the academic institution and’ the source of the clrug as to: the mtegmty
and ‘correctness of information.

i Finally, I .would like to comment tha.t thlS Whole problem, and. I.

am sure this is not an original statement, is not. simple.- In fact it is
rather complex as viewed from our pomt of view as a private institu-

tion sach.as ours faces its:research. problems, especmlly those related '

to multiple sources of financial support.. .

The orientation on patent policy, it: seems to- ‘me, isnow based as far
as I cantell, upon equitable interests, and should be continued.::. T miist
5 even the current NTH policy I think does in a minor way perheps
discourage the. development of some new coneepts that would ‘be
patentable. :

For example; wheri the Government contracts and pa,y for. a speolﬁc :

project, the Government should have the patent right to inventions
leadmg from that project, in my opinion. But where there has been
cooperative investment, the rights of each. cooperative party should
vary according to his’ contnbutmn If industry supports. 50 pércent,
or shall we say 3314 percent, the institution 3314 percent, and the
Government an equwalent amount, I.should’ thmk that the equltable
interest would be equivalent to all three parties,
Unfortunately, we cannot express.a predetermmed formula. Whmh
spells out the eqmtles of each “project, " We beheve that equltable 1n-




822 . GG)VERNMENT PATENT-POLICY.

terlests of the contrlbutmg partles can. only be. protected ’by ars ﬂemble '
policy: ; S - g
Senator MGCLELLAN Very Well Dr Moéyer, tha,nk you, sir
Sena,tor Scott, do you have any questlons
~ Senator. Scori, Dr: Moyer, Iiwould-like. to’ have you give me-an
answer-to.this. - How ¢an;we best achieve the: ob]ectlve of ‘preservibg
_ the team effort of the Government and:private sectors in- developing
drugs-and fmedicine? :And I mention the alternative, by grantiig dis- .
cretion to the Secretiry of HEW:to acquire.or waive patent: rights

o on a cage-by-case-basis, or by limiting. the diseretion in favor of grant:

ing exclusive rightsito the prwate contractors, or by some othel ﬂlter-
natlve
~What is your conclusmn as. to What you beheve Would be the falrest
_ solui:mn2 i {
1D Monm Tt I understa,nd you, Senator Scott you gave ‘me; two
: altematlv&ﬂ . One of them- o '
Senator ScorT: One is based: on- 6ne blll before us and the‘ ther ]S
‘based on the other bill ; that is.correct. -
~.Dr.Movgr. I do Tiot meax-to get mto the technlca.hmes of the bllls,,
a,lthough I héave read them: very icaréfully--in:my: opinion,the: law
should be set up so that equitable:rights of the participating parties
can be honoied, and I would see ho reason, as of-the moment,. Why the
pfharma.ceutma,l firm-in the.development of 1iew: drugs would be. any
different: than any: other- development-—shall we:say the development
of hardware for computerization,of research. :On that basis, then, T
would-think that if: the: Goverriment’ supported completely, for ex-
- ample, the research of anew drug:for the treatment of hypertension;
- then t]lney should own- excluswe patent rlo‘hts and ha,ndle them appro—
riate. :
P “On the other hand 1f the Govermnent supported a research area in
part for bagic research :andithese people finally also participated in the
~development of a new use or a new agent but that work was entirely

- - suppoerted by indastry, then industry suppor’tmcr tha,t prOJect should

have those exclusive patent nghts
T don’t know. if that is- T et
- Benator Scorr. It is a: dlfﬁcult questlon to answer, in a.ny event
I am trying to recall the testimony of Dr.. Shannon as to the ad—

v1sa,b111ty of ‘granting a period-of exclusivity. .
‘Dr. Moszz. -You mean insofar as the 1en0‘th of the pa,tent rlghtg

» Senator ScorT. Yes, Twill read 1t N
«Dr. Shannon said:. SRR

‘Ona possu)le solutlon mlght be 'the g-rantmg crf shorrt permds of exclumv*lty i1 ‘
such srtuatmns— o

Ashe was dlscussmg—‘ _

that is Where it is.found. 'to be necessary to develop an mventlon to the pomt of
praetlcal appheatlon and there 1s no Uther Way to obtam the needed mdustry
cooperatmn . -
“Would you comment on that 7 : -
Dr. Moyer. Well, T would thmk tha,t thls Would be a,pproprlate
For example, if the Government did support a new development; a
new use, or a new agent, then T would think that they should have
the pa,tent r1ghts a,nd they should- hacadle the situation as they can
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best develop ‘the new. drig.” If this is an: agent Wh1ch does not: have'

significant monetary: return, then:I should think-that the Surgeon
"(xeneral or-an-agent of the- ‘Government. responsible for.this, should
‘get up; excluswe patent: rights: for-a company.so;that the company-in
question could: get adequa,te retum on thelr money for the development

- ofithis drug.. NI
" U inThe, development of thls drug may requlre a much O'reater ﬁnancml—

‘outlay;-according to:our current. Food and Drug Administration Te-
‘quirements, than they did in the past. For.example; we may:have a
chemical agent which we could predict, having used in; animals;: that
it Hasa certain usefor the treatment.of: multiple sclerosis. ./ Tf. thiere
was such a:drig, it-would have a limited application: - We know that
beforehand. So ithat:we couldn’t expect to- sell thig drug, for-use on

millions:and millions of patients as'we could a drug for the: treatment

of heart: failure. : Thiswould have to.be’ I'BCOU'IHZGd and: this ‘would
réquire, I think, some; iexclusive: patent rights,orlicensing to.an indi-
widual.or: company; if the manufacture-of the.ding were, to. be feasible.
This feasibility, {thlnk eonld be: ﬁnancla,lly caleulated. on: the:basis

of, first,; the use of theagent;.second, its effectiveness; and, third, how
much. more be. Téquired- from- the toxmlty point: of ¥iew-to. malke thls

available:for:the treatment of patients with multiple selerosic. ... ..
«With: -that -information, -then, .you: could calculate . roughly what
Would :be required, as far s exclusive patent rights are concerned, 1o

- et that drug-go-as an. excluswe patent to a: company for a: llmlted _

period-of time,say 3to 5 years

Senator Scorr. I gather yon: feel that unless there is an inces
to-industry: as contemplated-by the:patent system. ovenera,lly, it-w ould
‘e most difficult to persuade industry to.cooperate in carrying out fur-
ther development of new dlscoverles or: 1mproveme,nts upon old dls-
oovemes? .

“Pr. Moyzr. I qua,k much as & la,ymam here, Senator, bnt I can. s't.y
one thing.: If you don’t have incentive, either to a group of individ-
nals-or to-an individual hlmself they aren’t hkely to do very much,
" isthis not correct?: - - oo o

Senator Scorr. Well Ithlnk it speaks for 1tself [T P

Dr. Moyer. So that I think we have to recogmize in our. system thaj:
industry is set up to make money... The hoard of directors of a.com-

pany, when they maké investments as representatives of the stéck-"
holders, and they are obligated either dlrectly or; 1nd1rect1y =t -_take_

suek steps as aré needsd to make Toney::

Now, in a particular drue, for example, th1s dmg m‘w not 1t=e1f réap

a large financial return.” But the company may have’ other- objectives
such as thé broad spectrum of available drugs for a eertain group.of
diseases which that company:wants to become: known' for. Tf given
some guarantee that they won’t-lose money, the company:may take
on the chore of developing: a.: new drug:even though the-company
knows it won’t make:much;; either.. T Speak now: of drugs ‘with:limited
sales., - Such a-drug could be ) hfe savmg commodlty, even thouO‘h
needed infrequently.-

“-Benator:Scorr. 'We' Iawyers have 8 phrase, where the: propertv of 2
number of people has been‘mixed so that it-canno longer be identified,

we' refer, for; example, to wheat in’ the gram bm,' hlch belongs to a, .
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number of owrers and ycu annot tell ‘which: owner really has ?'Whlch
gra,ms of wheat; and that is known as-fungible funds. : f H
Now, liere the money contributions to’ ‘vesearch have i in & sensé: become
funglble You can’t really: tell whiéh-contribution is from s private
industry, which by~ the- Govermenty s« ‘being applied iin- exact; Pro-
portion to fundamental research in "the :Eunda.mental cause ‘and; etire
of disease, let’s say: ' It ‘seoms to me that ds one of the most difficult
problems to swork out in legislation, and T belive you have expressed
yoiir views onit,-and tha,t 18 What concerns me ]ust about as: muchas

‘ anythmg in‘the blll :

“Pr. Mover. T am’in’ complete agreement Wlth What you saud-:- %I
’thmk there are twe points that I:might emphasize. Oné of them has
to do with the current method of NTH support.. They do require:a
‘breakdown. of each’ basi¢ research project; in which salaries are in-
- wolved, and require an-estimate of :that' portion ‘of the salary:being
"Supported by the Government basedon:the percentige :of time the
-individual spends on’ the project.:. So,if you- participate in'a research
'project 10 percent' of your time, this is identifiable  according to cur-

Tent support a8 10 percent of the investigator’s salary. ~Thusany indi-
vidual receiving ‘part of his salary for the conduction of a Govern-
ment-sup (ported research project ‘does, in effect, become Government
supporte Such.an individual workmg part fime for a:drug house
‘on-a new drug’ would jeopardize thé patent Tight for that compan‘y
As: you can'see, this would preclude any investigator who receives
partial salary support from his Government résearch prc]ec{: from‘ -
domg investigation on new drugs-for privaté industry. ol
“Another pomt T would make is'that there is no: great dlfﬁculty, when
ycu are supporting - specific’ research project,” in identifying.: ithe
priority of patent: rlghts ‘But frequently from parent research proj-
ects come a number of throwoffs which are merely ideas, and-T don’t
* “think you'can evercorner the market on these: - Just like I can’t'control
your ideas and what you think about what I-might presént to you;so
" T 'don’t think that yon could.ever confine by Ieglslatlon the 1dcas and
~ concepts of an 1nvest10'ator, 1rrespect1ve of 1'115 support !
Senator Scorr. That is all: -
+Thank you, Mr. Chairman: -
¢ Senator McCLELLAN. Sena,tor Burdlck? g e T T
“Senator Burprck. Just one comment to’ ma,ke concernmg ycur col
: lcquy with-Senator Scott: - RNt
- Youn say that the 1ncc11t1ves of & group and the mcentlve of the
individual himgelf is very ‘imf ortant - N
Dr. Mover:  Yes;gir. - SRR ' i
! ‘Senator Burprcx.: T noticed you havc Onl yOour. sta.ﬂ' 37 sala,rled phy-
sicians, according to jour statement-on'page 8. You must have a; con-
siderable number of sciéntists-on youirstaff a,lsc g oends ;
" Dr:Mover. T'hopétheyareallscientists: . ioier il 5o v
‘Senitor Buroitr. I mean you “have ‘Some tha,t are catcgonzed a8
phvsmmns that are probably Ph: D’ in-some: field: of science; toos ==
" Dr.Mover. Inthat group Ithink there are only four-or five Ph:DJs:
The others are M.Di’s; and T wounld say that all-but two ofthese fel-
lows ' pairticipate: iti -research ‘projects.. ' The- réason- ‘those ‘other itwo
dorhet iis' 'thcir’primary responsibilitiesiare orgamzmg Lol medlca,l
~ school tea.chmg programs.




{nSenator BURDICK This statement mtrlgues me. Here you have 2
greup of men who spend:a 1arge part,of their; llves in training their
minds in this field.::\We talk about commmghng Government money.
We talk about-commingling industry money, . But we forget entirely
about the human element here,-‘,the ldea that comes out O:E that human
' Dr MOYI‘.R nght U :
. enator, Burpick. Ddes your institution; ever gwe-any patent mghts

to ‘that scientist who himself finds the discovery ¢
BriMoxer. Weshaveran arrangement:with: Research Corp: - T can’t
give - you he. exact details, but it goes somewhat as follows: If fhe
myestigator gets.an 1dea, and we have had thiee such casés oCCUrEing
T my ﬁepartmem:’ i the last 4 vears, if'an mvestlgetor get dnew’ 1dea,
which he thinks can be patentable, then e comes to'me. " Of'course; not
bemg knowledgeable in the details of these things, I send him up to
President! Carheron, who is responsfble for this sort'of thing, as far as
our-institttion 1§ ¢oficerned.’’ The institution then'hiag this reviewed
by Research Corp., and, if it is decided by this more Inowlédgeable
“group’ that-this idesd should be Followed ‘up, thei an arrangement
13 made with Regearch Corp. in which they gét'a mionstary retirn
‘on the het’ proceeds, ., the' royeltles The' mstitution recéives an
‘amount, and they in furn 'can arTange with the individual mveetlga,tor
so that T8 Teceive some of the royalties, . In fact, this happens to'be
Pre51dent Cameron’s policy.” ‘When sn mdlndual would, in fact, be-
COIms. respons1ble for the’ development of ‘d' new 'xgent‘"er A NEW’ use
wonld come to :Ermtlon then the1 "d1v1dua,1 would: beneﬁt i =ar*t from
Fhat ' developident. AR e
Senator BURDICE.. Have any’ of your doctors ‘or profeseors beneﬁted
so far from > your rese: ch contracts ¢ :
d Dli Morzk: No; sir)”” There is-one pendmg that could otentlelly
. develop. 3
Senator Burbick, Bub your-opinion is'that, if the pro3eet is‘iden-
tified as a Federal project totally, then the petent‘ ght should go to
the Federal Government? - @il
“Dr; Moyer. Yes, sir. T ain rémoving the 1nd1v1dual mvestlga.tor,
- as. Feférred to above, from cons1deret10n SRR
" Senator Buroick.. It i§ only in this'case: whers. the mterests and
eﬂt'orts ar ixed 'Where you thlnk there Should_ be ‘soinie’ equlteble
t P s

L i . y H - B H i 4
SPE, MOYER And"I m1ght a,dd thet I am’ partlcularly mtelested in

*our basic support. T mean I am particularly’ ¢oticerned that firiances |

eoming in for basic research 1 hich thig éoines into the sanie insti-
tiition, or ‘sane; unit in the' mstltutmn, ‘the samé” depart’nent or gven
to the same individual who might aléo be working on developmenta,l
type research, that the fact. thiat, ‘'he recéives support from' the Govern.:
ment for his basic resedich does not prohibit his also participating in
appheddreseareh that'is, the brmglngs of new druge to frultmn and
in’the’ treatment of patients.”

- Here I think is the real pote tial herm, because, Whﬂe the Govern-
i 1s t}‘y g to de\f lop chmcel pha,rmecolowy umts I ean See
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N barmer being: set- ap i which, unless the Whole mdustry was socml— ‘
ized, ‘would -block’ ‘indistry From ‘having their drugs stud1ed in a,ny
«msmtumon receiving this type of Government support :
0 Sehator Bugprexk.: Thank you. - i -
“Senator MoCrernan. Thank yow very mueh, Dootor
Dr. Sprowls and Dr. Bliven, will you eome around, please 9
Gentlemen, will you 1dent1fy yourselves and proeeecl ¢ :
T believe you have s sta,tement Is it ]omt prepared s‘cetement2

STATEMENT OF JOSEPH B SPROWLS GHAIRM ' EXEC’UTIVE
" QOMMITTEE OF THE AMERICAN ASSOCIATION OF GOILEGES ‘OF
. PHARMACY; ACGOMPANIED BY DR CHARLES w. BLIVEN EXEC‘
, UTIVE SECRETARY ' \ L

» . SprOWLS.. Sn I have i statement Whmh I presentmg for the
Exeeutwe Comrmttee of the Amemcan ASSOCla,tlon of Colleges of

- ~ Pharmacy..

. Senator. MGCLELLAN Vely well you may each 1dent1fy yourselves
:Eor therecord, and then proceed. =, .:° ...~ .

D SPROWLS I;am Joseph B. Sprowls “Tam: professor of phar~
macy: and dean of the: Temple U111vers1ty School. of Pharmacy, and a
registered pharmacist in Pennsylvania, Colorado, and New York. .

... 1 have been a teacher of pharmacy for nearly 30.years and have held
.full-tune faculty status. in three universities : the Universities of Colo-
rado, Buffalo, and Temple University. I appear here as the chairman
" of the executive committee of the Anmerican Association, of Colleges
of Pharmacy: This is:an elective position, .

I have with me Dr, Charles W.. Bliven, exeoutlve secretary for the :
association and formerly dean of the: School of Pharmacy at George
~Waghington University.

. Senator, McCLELLAN. That 1dent1ﬁes both of you suﬁiclently

. Youmay proceed. .

Dr. Serowrs. ‘All of our 74 member eolleges are engaded in selentlﬁc
research, much .of:which derives some support from Fedeml granting
agencies and some of which derives ;support. from private sources,
including. industrial laboratories. Qur interest in patent legislation

- derives, from the research efforts of our mesnber institutions. .

We commend the Congress for its interest in new patent leglsla,tlon,
because certain clarifications are needed both for the protection of the
proper interest of the public and for the clarification of the rights. of
1nventors. when public funds may have been mvolved in some phase
- of the development process. - -

- Webelieve that the. proteotmns aﬂ:’orcled by the present patent system
to the inyentor or the primary developer-of a new and useful concept
are, quite important. both because they help.to stimulate the invest-
ment of private-capital. which provides major and essential support
for the.research and dev elopment efforts in our country, and becanse
they provide the incentive for.the initial production and distribution,
without which the benefits of invention can never reach the ultimate
consumer. : ' We submit that these incentives are important-in further-
ing the development testing, and production of pharmaceuticals as
well as a.ll other useful products.  We feel, therefore, that the best
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“interests of the. pubhc w1ll be served by leglslatlon Whleh is nelther
discriminatory nor: conﬁseetory and which permits an ‘equitable ar-
rangement for patent ownership with institutions thch heve made
major contribufions to patentab e.discoveries. ~ !

‘We believe that greemptlon of rights to mventlons by the Federel .

Government ‘should take place only in unusual instances where na-
tional security, public safety, or the health of the public demand, or
when Federal funds have contrlbuted ma me3 or way to the develop—
mnent of the mvention.

. While research in academic, 1nst1tut1ons is not ordmaml under-
taken with patent motivation in mind, it is, nevertheless, true that one
of the benefits which oeeasmnally derwes from ‘such _investigation is
an inyention which has widespread utility or applicability. When

such inventions do arise, it is usually necessary to secure a atent in

order to obtain the interest of organizations which are equipped to
produce and distribute products and to thereby meke t,he benefits of
the invention available to the public; .

- "We would point out; that many educational mstltutlons ha.ve adepted
policies which ‘are designed to prevent, abuses of the patent system
and ‘which provide for an equitable distribution of benefits between
inventor and parent institution. In many instances prowsmn is made

for a considerable portion or all of the royalties.collected on'a pa,tent-

able invention to. be utilized in the support of further research. In.

general, these policies are designed to preserve the. imselfish approach
of the mvestlgator as Well as- the - public- splrlted phllosophy of the
umvermty o

~We believe that some “of the leglslatlve proposals now “under con-

sideration do not provide proper recognition for the contribution

which the institution and the investigator may have. made in a particu:
lar instance. One proposal’ suggests that if any portion of the sup-
port has come from Federal sources, patent rights may be assumed by
the Federal agency. Yet the particular research project may be the
culmination of many investigations carried on by a scientist or his
department. ‘Furthermore, concepts do not. usually emerge from a
single research project but may represent, the product of many investi-
gations’ and a.great deal of. study and preparation on the part of the
mvestigator. . We believe that it is in the best interest of the public to
make certain tha.t contributions of institution a,nd researcher are Tec-
. ognized in the assighment of patent rights. -

The colleges of pharmacy have a pertleuler interest in research "

“which is related to puhhc health, ‘in ‘particular that phase of research
which is directed toward the devélopment of new therapeutic agents.

_'This research is often supported by, and/or coordinated with, research
conducted by pharmaceutical manufacturers, . For exemple, an in-
vestigator may synthesize a new drug, ‘but ke i5 usually in no position
to carry it through the development and production procedures which
are necessary before it can become available for public.use. In fae
the university investigator is.and should ‘be more interested in'the

basic phase of thé research; not in its application. ' Many departments

have solved this problem by making arrangements with s pharma.-
ceutical manufacturer for the conduct of the testing and development
procedures The prehmmery Sereenmg of' drugs 1§ nomna,lly done
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without_ cherge by, such compames in order 40 assist Inyestigations in
which' ‘they have a partlcular interest or capeblhty‘.‘ agsage of legis
Tation such a§ section 4(a Y(2) of 'S. 1809 would greatly lessen the
}Jroba,blhty ‘of ‘stich ‘cooperative arra,ngements In fact, member col-
eges have already encountered difficulty in Taking arra,nvements for
‘the testing of drugs ‘when Federal funds have been invo ﬁved in the
research leedmg to their dlscovery Unless a more equitable policy
can__be formulated, we foresee the development of & barrier between
mdustry—umverSIty réséarch which we believe i is und" rable and not
in the interest of the health of the public..
Approximately 75 percent’ of the ﬁnancml support for Tesé reh in
member colleges now comes from Groverhment, sources; thus, we ¢an
conclude that more than half of all prO]thS have been supported to
some’ extent by Federal fuhds. | It i unlikely that industrial lab-
oratories will be interested in cooperetmg with such ) projects’ if it will
“be impossible for them to recover investment or fo insure continued
fundmg of operationi through the: marketing of a patent-protected
invention. Webelieve that it is in the intérest of progressto enéourage
cooperation between 1ndustry and university with the understandlng
that the umvelslty is primarily concerried with ba.sw 1esea,rch ‘the
lndustry primarily withits eppllcetlon _
. Such considerations.lead to the’ conelusmn that sectlon 4:(&) (2) of
8. 1809 should be modlﬁed in such a way that inventions in the health
- field may be treated in the. same Tanner as: 1nvent10ns in. all ‘other
fields. Tn this way.the incentive to brlng promising inventions from
the research laboratory to the public as completely tésted and, fully
‘developed dosage -forms, will be:accomplished in an, expeditious and
efficient manner, Thus will the best mterests of th“ health of th.e pubhc
be seryed. g
Dr. Bhven a,nd I eppreclate the pnwleore of bemg heard on behal#
of the American Association of Col]eges of Pharmacy and we will
_ be leased to answer questions,, ... ...
enator MoCrrriaw. Is that the only ob]ectmn you have o S 1809 ?
f: Dr. SerowLs. Sir, we feel that, 4(&) {2) is somewha,t e.mblguous
. .Senator: MOOLDLLAN Whlch one? .
DT, Serowrs. 4(a) (1), is, somewhat, amblguou_s a,lso, but e, Were
primarily, concerned with, the matters' relating ‘fo. pubhc health and
‘the. possﬂole interpretation of this in terms of pharmaceuticals.
Senator MCCLEILAN VVhet Would you suggest, in lieu of ¢ "'bsectlon

Dr & PRQWLS T would suggest somethmg aloncr the line
Se@nator MCCLELLAN Have Jou got any 1anguage yor
gest o :
“Dr, SPROWLS I m1ght Say,. enator,
a technician, - Lean onlyspeak in. 7

. Senator McCrerrax. Tam nottry 1no-t0argue w1th you " _'

" Dr, SrrowLs.. ‘No, I understand. . I was. jost going: to. say that I
pouldn’t possibly give you- the proper lenduage I can only gnre
you a philosophy. - I believe that 4(3,%)( 2) could be mterpreted to mean
that all drugs, or the patent to all drugs, must pass mto the hands
of 3 fundmg agency,of a ‘Governinent agency, if there was any, Federal
fundmg ihvolved, and if this i I5, what it 1aeans we beheve thet it should

I -am not‘ a'.lewyer
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be modlﬁed so that an eqmtable .' ‘1str1but10n of the
could be made,” ‘ B

I.am not prepared to glve you exact la,nauage, buL‘ I am prepa,red
to state my philosophy about if. AR , _

Senator McCrrrrax. Have you any.c mment a,s to the other bﬂls
before the committee? ' '

Dr. Serowws. I think, six, that the lang uage as conta,lned m
in this seetion is. somewhat better. :

_ Senator McCrrrLaxw. Thisis a bill that has ]ust been 111’c11‘0duc:ed_'Z

. Dr.Serowrs. Yes. . L

Senator McCLELLAN. Iha,ven’t had an opportumtyt study it. You
would suggest the language in—— .- S e

" Dr.SerowLS. Ithmkthelanguagems 2896 ig——
- Senator MCCLrILAN, ,You mean. onp&ge 59
- Dr.Serowrs, Yes: » .

‘Senator MeCLELLAN. Sectlonél-? : o _

Dr. Serowrs. Yes. Ithmk jtismore expla.natory . -

Senator McCrrrrax. You think that language is better and prefer«
able to the same section, section4 of 5.1809% .. . 3
" Dr. Serowis. I thmk that in general it is somewhat more under-
standable.. = - --or e
Senator MCCLELLA You may be correct,
that.” T o
I would like to get any specific suggestions that you folks have,
because we might, very well overlook. somethmg which you technicians
would immediately recognize as being.defective or not actnally accom-
" plishing what the author would like to accomphsh or Wha.t the, com
mittee might like to accomplish. -

- Dr.. SerOWTS. Much of what I Would hke to say was said by Dr.
Sha,nnon and by Dr. Moyer to_the effect that we must hiaye an, equit-
able arrangement of some kind to recognize that many contrlbutlons-
have been made in the average invention. . The institution has.made a
contribution. ‘The inventor -has made a contributior. The Federal,
fonds represent only a.part of the contribution, and if the patent is
to become exclusive property.of the Government I. foresée all of the
dliﬁcult1es which were mentioned by Dr. Shannon W1th réspéct to
brln,cg;mor that irivention to the u]tnnate users.. . ..

Senator Mc CrrLpax,. Thank you very: much

Senator Scott, any questions

- Senator Scorr. “No,Thave noquestions. . -

““Beénator MeCLELEAN, Senator Burdlck? i

Senator Burpick, I am quite amazed at your statement You say
based upotz—what do you call 11: phllosophy?.g it e

v Dr. Sprowrs. Yes: + i

‘Senator Buymorox (contmum ) That you, don’t :Eeel tha,t pubhc
money . spent. for pubhc—health dlscoverles made thereunder should
belon to-the public. - : e e :

rrowLs. ‘T don’t beheve that T saud tha,t ‘sl

Senator Burorcr. Well, thati is what £ (a) :(2) .

éerned with.public health. ™ S LT

-Dr: Sprowrs. Well,-I hope T, haven’t.said that we should glve no
consztderatlon to the funds spent by the:Government.

‘a.t. 1 would_n’t argue




530 - . GOVERNMENT PATENT, POLICY

Senator BURDICK. I said should have. excluswe rights for the ex-
penditure of Government funds on public health. Yot SaY N0, '

Dr. Serowrs. I s gr we must. have an equitable arrangement which
recognizes the contribution made by an mstltutmn or by an mdundual
or even by a second funding agency. N .

‘Senator Burpick. Eveén when it a.ﬂ’ec‘os pubhc hea] th A

Dr. Serowss, Yes; certainly. . &

" Senator Burpick. Thatisall: ' : o

Dr. Serowis. I believe that we serve the best 1nterests of the pubhc

" health by making certain that these ‘inventions comie to the public.

Senator Scorr. Mr. Chairman, may. I make. one comment here Wlth'
all due respect tomy colleague? &

I might point out an. illustration wheve ths Government spends a
good deal of public money where the benefit of the money is ot con-
trolled by the Government, ‘where’ the ‘Governmerit has very little to
say in the final analysis as to how it ls spent a,nd tha.t Is in the resent
poverty program,

~ Senator MCCLELLK&NV Very Well _ :
M McKied o ' : e
_‘Mr. McKle, pleasa 1dent1fy yourself and then you ma,y proceed;

_ STATEMENT OF EDWARD F. McKIE, JR., ON BEHALF OF' T" ;
' ANERICAN BAR ASSOCTATION =

Mr. MGKIE ‘T am Edward F. McKle, Ji an’ a,ttomey in prwata
practice in this city. T am here on behalf of the American” Bar

Association of which I am the vice chalrman o:E 1ts sectlon on paterit,
© trademark, and éopyrights, /

I'do not appear here on behalf of any cl1ent, but rather only for
the-association ih support of the beliefs which X hold in common- ‘with -
the assocmtlon as. to what is in the best mterest of the publm n thls
area. i
- P Tdo have a prmted sta,tement Senator, Whlch I ‘think you have &
: copy ‘of. "I would ask that it be printed in the record, but I do not
intend to read it.” I would prefer rather to highlight it

“Senator McCLeLran, Very well, your ‘statement may be prmted
in the récord in full at this point, and’ you may }ughlldht 1t and ma,ke
such other comments as you wish. : e

(The prepared statement. referred to follows )

‘STATEMENT OF EbWARD F, M(}KIE Jri;oN BEHA.I;F oF THE AMERIGAN BAB Assocm—
TION, WITH RESPEOT TO 8. 2326 BY SENATOR DIRKSEN  RELATING TO GOVERNMENT
PATENT Porzcx . . . . i _— S

I am Edward ¥. MeKle, J T, ‘in the prnrate practme of Iaw in. Washmgton, D 0
specializing in the fleld of mtellectual property. I am the vice chairman of the
Section on Patent, Trademarl, and Copyright Law of the American Bar Associa-
tion and the chairman of the committee on legislation of that sectlon I appéar
here’on behalf of the American Bar Association to supplement the testnnony of
Tom Arnold, now past-chairmran of that section, delivered to this Subcommittee
on June 2, 1965 in respect:of geveral bills dealing with Government patent policy.
At that time Mr Arnold. explamed the. reasons of the American Bar Association
for opposition to the various bifls then pending. Since that.time Senator Dirksen
has introduced §. 2326 which is consistent with the beliefs of the American Bar
Assoeiation as to A eguitabls and: effective Goverrment batent policy in the
public interest. We, therefore; asked for an -opportunity to-appear-again before




thIS subcomm1ttee to supplement thetestimony given by Mr. Amold on June 2;
in order that: we mlght express our posmve appmval of the prmmples embodled
Cin R2826, T

“To supplement: only,: ‘beeause Mr. Arnolds’ tesmmony is as well- apphed in
favor ofithe. distingmishing characteristics of 8. 2326 as it is against certain fea-
tures of the other bills now being congidered by: this subcommittee.,. The prin-
eipal features of distinction -between §. 1509 (McClellan). and 8. 2326 as em-
phasized by Senater Dirksen in mtroducmg the bill, are the following + :
© {1y Under 8.:2826; no citizen of the: United States could’ be deprived of a
royalty-free license in any patént- owned or contrelled by the Unitéd States; and.

{2)- Under 8. 2326, the Government can require an.interest greater than a
‘royalty-free heense only 1n certam hmqted mtuatlons where the pubhc mterest
justifies it. :

Referrmg first to the second’ :Eeature of distinction,. it: should be recogmzed
that-nearly. all governmental research and development confracts may involve in’
some way the public health, welfare or safety. 8. 1809, in its requirement for.

- acqms1t1on by the Government .of the exclugive rights in any invention made in:
“ggploration into fieldé which directly concern the public: ‘health, welfare, or
safety” therefore 1alses the str ong possibility that ownersmp by the Govern;nent
ment—SpOnsored research wouid result Partlcularly when it.is apprecmted that
many inventions are made as byploducts of thie research bemg undertaken, and

not s the object of that research, the reésuit of G_overnment ownershlp m such a

high proportionof cases is beheved inequitable, -

The most important distinction of the Dirksen: bﬂl however remdes in the; '

" limitation:which it provides on use by- the. Governmem: of the right.to exclude

granted, by, patents Thisg hmltatmn ig founded on the belief that: the Govern--
mient ghonld never be permm:ed to take the-exclusive .right to an mventmn for .
the purpose of excluding its eitizens frém-the:practice of thit inveiition: Rather,”
in-the’ évent:it:takes that right,.it shotld;be only for thé purpose of preventing -

exe c1se_of the: excluswnary right. to unpede the free use of theinvention b
any citizen of the Thiited Stetes,

The consequences of the Government acquiring and enforcmg agamst'lts'

citiZens ‘the right!to é¥cludé Have been well ‘Brought out- by - Mr.  Arnold ‘and

need not be repeated, However, his point that the patent right. is not theiright!.

to use an invention bears repetition for it is so seld¢m, appreciated. . It must be
realized that, no matter who takes title to the patent rights on, 1nvent10ns arasmg
from G»overnment—tponsored research, the Government, will have the.right to use
tHose lnventlous The patént right cannot control thatiise, though it can: con=
tro¥itse of: the:invention. by nongovernmental. entities, ' Tts:acquisition - by:the:

Government ‘can give rige to Government control over private industry to.an ex- -

tent now impossible unléss the implementation of that rwht to exclude 1s. fore-
cIosed by the Government.
"The ‘Ameérican Bar Assomatmn beheves that’' 8 2326 is in-a co1d ‘with prin-

ciples which: it:believes are in the best interest of the public. - It: therefore TECOm-:
mends enactment of that bill,; or at.least amendment of 8. 1809 in. the respects.

bx wh.mh the Dmksen bull d1ffers th'erefrom

Mr: MoKie.. Thfmk you; sn' Ot course,: the Amerlo‘m Bar Asso—
ciatipn has.already appeared-in these hearmgs on June 2 in’the per-

son-of Tom Arnold, wha at that time was chairman of jour patent sec-

tiofi. The reason for requestnw to reappear is that at.thab.time Mr.
Arnold testified in:the negative, essentially, with respect.to. certain' of:

the bills that were then pendmg That 1s, he cr1tlclzed some aspects:

of these bills. -

: Toy- the interim a bill. s beén mtroduced by Senator DlrLsen, s.
9326, which is the other side of that coin. - It is the positive approach
which-is, based on. the principles which Mr. Arnold expressed..:: For
that reason we asked to come back and explaln our reasons for belno
in-favor of the Dirksen bill: - e :

There are two prime- dlﬂ’erences hetween the Dlrksen b111 and S

1809 upon; Whmh of. com'se 1t Was pr:lmarﬂy ba.sed _' Those two 'd1f-
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ferences are’ i) respect of Government ownershipin the Ared! ‘that was
jist pointed it by the last witness, that is with respect '
4(a)2 of 5. 1809, that is-the: field of public-health, welfare, o1
- and thesecond espeot Is ‘in’respect o? What the Government 'eha.ll do’.
-~ with whatever phtent right it has, - : -
- ""We'feel that 4(a)2 is so broad thet much if not miost, of ke oveln-'
ment research money could be said.to be spent in furtherance of the
dbjectives of public health; welfare; or-safety,-and thet ‘s ai result
much of {the “patent’ rlghts on ' inventiond' developed- By G i
researeh and' development motisy Thay go to Grovernment.
i Remembering that: the:patent right.is the right.to-exclude and-
'the right touse-at all, we'are concerned-about the use of this ri ht 0
éxcliide by the” Government to foréelose its eitizens from’the " j
invéntions developed Wlth pubhe money So that these two prmelples.
" arefintertwined. . . G
-“Wee think that seetlon 4(3,)9 is somewhat too broa,d in thls respeot -
and prefer the approdch expressed. in thé doriparable section of thé
Dirksen bill in that area. Also we think that the’ Government should;
not attempt to exclude its citizens: from the use of . mventlons.ma,dei
under the ‘support of piblic motiey.: : E
- Senator McCrErran. What do* you ‘Thean exclude the iy
We are trying to find 4 way to get the mventlons out to the Sert
consumet, for the benefit of the public.: : iy
v Mr. MoK, Right: : The patent rlght is the r1ght to. exelude how«-f
ever. We think that the Government has no need to ha.ve,that rlght-f

.. Senator MOCLELLAN .
ta,ke the patent?.. & :
~Mr. McKie. That'is: rlo'ht
“Senator McCLErLAN. That is wha.t you are trymg to say .
- Mr, McKz. In general that is rlght In general L thmk thatistrue,
Senator. ‘There aresome areasin which the- Government may feel that:
it should havethe right to exclude, and these are glso’ cotprel ended by_f
the Dirksen bill. e e
Senator McCrerraw. Let. me ask you this. ques
disease. . Suppose that you haven’t found:a cure: for i yet, and the:
Government’ goes to'some institution or pharmaceutical ‘réssarch cen:
ter and says, “We want you to concentrate oni‘this.” We will give you
" a contract. Here is the:money: W will finance: it.: Spend what you
- need until you find a'drug that will be beneficial-in the treetment of
this particular disease. ~Tt:will be a cure for it.”- ' '
© o And:that-institution or: that pharmaeeutmal house does th hei
Government puts:all themoney in there. - Do you not thlnk' the Grov-
“ernment then should.own-the patent? .- : b
Mr. McKie. No; except in limited mrcnmst&noes
Senator MCCLELLAN o you think the privatésector: should ovwn it ?
Mr:McKie: Yes;thatis right, Senator: I think for the'reasons-i*
. Senator McCrrrrax. Even though the Grovemment’s money pa,ld

: for all of if? s freey oot
" Mr. McKzz. That is mght Sena,tor I Wohld agam emphasme tha.t
this'is'the right tbeXclude. Ttis, miot the right to-use the invention that
we are talking sbotit: ‘The public:is going to have: Wha.te‘ver ‘benefit ig'

demved out o the dlscovery of this mventlon

other Words, the
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iriSenator, McCLELnAN Tedon’t know:: There is somé ‘testimony: here
to-the:contrary. . You-discover an invention:and then unless:somgone
pracessesit, and unless: somebody refines it and. tests it #and experiments
withitto brmg it:tosthat stage of Hiuman use and human. beneﬁt there
is no. benefit. i e

s Mri MeKaxg. That:is anothen aspect of the: sa,ma thmg I hmk
Sen&tor : gy R 0

. Senator MOCTRLLAN.-It 4 ds: part of- the. same th1n0' 1 Joiow.

Mr. MoKir. Yes.

Senator MeCrerran. All rlght g

. Mr.: McKrz, T ‘think: we' are talking . ‘a out;«a,s nurhber. of different
thlngs 1ntermlxed here.:::One,: and. I would ke to emphasize this, the
patent. right -is not.a panaces:  This-is-not the thing:that. Canses: all

: mventlons to come to use by the:public:. 1t isione aspect: only

BenatorLong,.in somé remarksion. the  Senate-floor, has. referred to
s number-of inventions that; were-brought to use by the public without:
any patentrights whatsoever:;  There aresuch:: mventmns Thls was
indicated today:also by.ether withesses:|t /| Bl i

Hovwever, there:are:soiné: inventions, we thmk a: number‘- in ‘Whlch

. the-patent: nght,,the Tighttd.exclude, i3 important to: giveai ihitial
period:of 'protection.: Nowinsuch.case we think:that the person who'
should:.get that: is: bhe person who: discoverddthe. mventmn, oz hlS -

: asswnee :

t Senator McCrmmman: T think T agree with you-on:this::. VVhere the
Government: under;the conditions: T have llustrated;;a; d1scovery is
made and it is patented, at that stage’T would think thiat the, Governs
ment should own that patent if all ‘of the:invéstment that Went into: it
was taxpayers’ money::: L mayzchange m mlnd -about thl but a8/ of _
now I am underithat impreéssion. - i
~Now the thing is patehited, that is the 1dea ag ?pa,tented 50:£0 speak
But from there on there has to be risk ea itakior: investment: as:has: |
beeni wtestified:toherei of fidm: $200,000to 5400 000, and éven :may:be
muchimere; before it canshe: developed and tested and srefined: andf
put into aprocess-formarketing. o i o \

" Now to:getithatidone, the G'rovernment is not inw p051t10n, it doesn ?1
h‘we the facilities, then why shouldn’t it make a contract.with sormeone;:
who dsiinia position toido thaty to.take the riskand giverit somelin-
centive in the way of a license for a, glvenjnumber ofiyears, an excluswe;;
license for:acgivei:number of years:or ‘a:féquirement to:license-to .
competltors atia:fixed price; or zome: Gxed:: onslderatlon, to make cer=
tain that the benefit actually flows to the: ‘public: sitin

| Mr.iMeKmm: Lot the answer that-thisiway if.I may! That;.= _thlnk
necéssitates the: willingness of  the Government to suesits citizens fér’
infringementiof- its patents; because you: cannot fores people:to! tales
a Toyalty-bearing Jicense unless iyou are willing.to:sue: infringers:

AQenator MeCrrrnan: L think- the hcensee Would eithe one probably..
to bringthesuits: i Gt )

- Mri McKis.. Well, he- Would have to brlng ‘the sui
'the name:atleast of the patentee under our present law. i o

! Senator: MoCimiran It -would 'be the: 1nfrm(rement of- o

ovented: by :the: Go‘vennment A Well as i patent} gra,nted by tha'

overnment ' :

3 H SUPILE
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<M MoKig: Techmcal]y ﬂo, Senator. ::You would 1nfrmge g patent
but you-would mot be infringing upon a license.::¥f, however; an ex:
clusive-period should-be granted 1t:seems to g that it is preferable
that it be: granted to the person:who has an interestiin the mvent]on
lmtlally : ey
. ““Senator McdCrmunaN:: T would: agree’ with that. T a.gree “that he
choice preference should go to him who developed the mvention.”
" Mr. McKit. Then I thimk we are cromg dround the barn. to- eome
back to the other side. o M
Senator MoCruLran. Ttmaybe. 700 i0d
“Mr. McKm. If youleave the right orlgmelly w1th the person “who
. made the invéntion, helas the: most: interest/in that invention: of any-
body iri thesworld at that ‘particular time, he is more 11ke1y to brmg
the invention -to the: public and: exploit-it.” i
s Serator McCrenLan: T agres ‘with that:~ There 1s, and T can’t get
aWay from this, an equxty on the part of the public where the Federal
Government: takes tax ‘money: and. supports 1o this instance: ‘as
illustrated, provides the full financial:investment megessary to:bring
about the invention; Now: I'think the:public has some right-init: -
This firm was peld to doa jobs  Tt:did-the job. It got paid for- it
'Now Tagree with you'that possibly: it-should have:some preférence i an:
the arrangements’ made ‘thenfor the: further refinementiand processmg _
- of theidea. -
5 Mr.: MEKir:T agree: W1th your: statement Senator, biit 1ét-me: pomt
out' that the public cmoney is bemg spent not 46 develop the :patent ;
but todevelop the ventionitself: : - :
- Senator MoCiruran:»Thatis rlght it : : -
"Mr. MéKis.: Now:if:there:is arneed-for: the use of the patent t0 env
courage the development, then it seems best that the: patent-ought tobe
in the person. whomade the’ development 1tself and not go to the Gov-,
ernment and come back« ;1 =
Benator MoCrerran. "We come baek to thls pomt Here is the Grov-f _
ernment:that places one firm or-one research institute or one private
enterprise ina position to greatly profit:at the expense of thetaxpayers:
- for:a-part. of it that was devéloped- pnmarﬂy for the beneﬁt of the '
_pnbhc atthetaxpayers’ expense. ~ '
~Mr. McKrz: "Well-now, there must be 8 proﬁt mvolved or: e]se the'
product won'the produced;oficourse, - - - “
Senator McCrerrak:; That is right, but that proﬁt should 11: go ex—" '
'cluswely to-one, or that: opportumty for proﬁt be made ava,ilable tor
" others in the same enter;‘prlse2 ~ a
S Mi: MoKze., If it is, I think it should be a,vallable ally to all
Thit isifithe Government owns thie patent, right; the right shOuld be
used inrssuch fashion that evérybody has-4 chance touse 1t g
- Benator McCreLLAN. Perhaps that would be - trie: except for thls
Agrain we .come iback to: this:- . You are not isure: it is' goingto work.
“You have got the patent. But you are not sure that it is’going to work:'
Somebody: has:got to:take the risk of an investmerit of $400,000 ‘or
$500,000 we will say; in erder-to determine that it will work; and after
that: expendlture, it-may develop that it isnot practical and not use:t'ul
and therefore:all of the ‘money invested has gone: down the dram- 5




<Yousay it ought to be e((:lua,l ehould the Government get the: petent
and you say to everyone, “Here is the development, go ahead and de-
velopit.”. -Would anybody developit? ... ’
. Mr. McK1z. In some ¢ases yes, 10 other cases no, Wlthout exolusw1ty:
by reagon of the patents.
Senator; MOCLELLAN Wrould the pubhe mterest snﬂ'er by reason of
nobody doingit? - '
{ Mr. MoKre, Ttis qul’oe posmble that it Would ; yes In some eases, Of .
course, certain products are on the market that shouldn’t be there at: all:
. Senator, Mo LEzLAaN.: T come beok to thls A_nybody who seys thig -
whole thing is simple——. . - 5
Mr. MOI%IE You are. nght you are Very rlght Sena,tor McClellan
But there was one other point, -
Senator MCCLELLAN Tam not sure Whet 1s snnple When .ou sey thlS
issimple..: :
Mr:, MGI&IE There is one other pomt I Would 11ke to. brlng outf-
There are many inventions that are made under. support. of Govern-
ment. money  which are. not the ohjects of, the contracts themselves.
They. are incidental to.the contract... . They may. be-due. pmmam]y to
the beckground of the. contractor, for: -instance,: whether: or not it is:
in the public health: and: safety. field... Those inventions I think should:
be treated. dlﬂ’erently than others, al d I- am spea,klng only for myself
imthisarea. 1. ;
Senator MCCLELLAN 1 thmk there ATe areas; Where that is true, a,nd
that is .why it is so. dliﬁeult to erte a; statute ere: that Would glve
e mty . T : o
qu MoKie. X thlnk you can make a dlstmctlon in respect of the
object,of the invention. . If you take: your. illustration, in- which the
Government is granting a great deal of money to someone to come up
with-a:cure foria disease, now that invention:of/the drug that cures -

that disease might be in one: category. ‘However; all.inventions made -

incidental to that confract, such as a new process for synthesmmc a
a niew: drug or-a‘tiew component that-must: be -used: to arrive lat: that
drug, T, think, that could well be-in an entirely: different category.. -
Senator MoCrLELLAN. Very WBH go a,hefmd I dld not mean to 1nter-_:
ruptyouteomuch: o i .
' lﬁir MoKI:e Let me pomt out further that 'Wlth respeot to the pos-;
giblesr—-. ;=
--Senator: BURDICK Mr Chalrman '
- Senator McCreLraN. Senator Burdick. :
.- Senator Burbick. Before we leave this field of 1nqu1ry, I Would hke
: to ask & question. .- My question:would be very similar to.theé .chair:
man’s;ito. be. perfectly frank But I wa,nt ’co add’f a,nother fecet to.
thisargument. .. : :
< If weswere. to fo]low your Suggestlon, a.nd give.: patent rwhts to an
1nd1v1dua1 firm - where all. moneyhas been: expended by the Federal,
Govérnment in making a discovery, what would happen if that firn:
sat on its patent and did nothiiig? What recourse would the Governs
nient have;or any other individaal ‘Thawve;-to processit? . .Buppose they
dld nothlng, and that 1s not unueual to do nothmg "




_ ocour

_ pemod of exclusivity, if I am not mlstaken

' proﬁteermg aspects ‘of th1s, and thls is m the same apes - sctually as
_ you have just brought outl ¢

'can do-it- Well Wlthm the 15 mlnutes, Sena.tor

‘ years
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Mz MoK Under S72526; ithe Dirksen b111 ‘there would bea: rlg"ht

' to apply for compulsory Ticenss after 4 hmlted period of exclusivity:

nventlon Wlthm the prov:lsmns_‘of

That is, nobody could suppress a
thisbill: i ' :
Sena,tor BURDICK What i the permd under tha,t b111 ¢
roMp: MoKa, “Thret yeurs ; 8 years affer the invention'is‘mad
Sena.tor Burpick., But they could sit on it for 3 years st leas :
+ M MGKIE Thatiis: possﬂole It 1s Very likely that such- Would

Senator Bomorer s I the Government hia
actmn, they could give a license to someone else:
Mr. MoKt /That is Fight,but T-think S; ‘“1809 prov es \for th i

it and" ther, Wa,sn’t i

- Senator Burorex! Thatisall;: +
Mr. MoKie, Thank you, Senator

CUnder S. 2826, 1t would: be 1mpossﬂole for '’ conitractor who' hsd
a - patent right’ by reason of ‘Governinent’ research’ and developinent
moiey ‘to profiteer to-aii-uncenscionable ‘extent in this aren; bécaise
of ‘the compulsory’ 11censmg a.spects of the billyt Tt would: be possible
then’ for 4 competitor to eomie in® and-'ask for 4 licenss; and if he
could prove that he was capable of satlsfylng the need th he he- could
get a license within the provisiorisof'S: 2826, 7 /oo -' ,
+Senator: McCiuttan?' Anything further® ~ Thank ‘you very mu ;
- Mr.McKiz. Thank you very much, Senator. - o
2 Benator MoCrrrtas, D Barr,:wlll You come around, plesse’u’ W111
you 1dent1fy yourself' “leuse, su-?“ You have a prepsre sta.tement"

] ‘_NORTHWESTERN UNIVERSITY II.LINOIS

Mr ;Barr:-Tohave a- prepared sta,temen . t,: and: I
-mlght say I am not- -
a doctor:: ST N .

Senator MOCLDLLAN I beg your pardon I see you are; a dea,n H

~ apologize. ' Somelawyers aredoctors:

Mr. Barr. My name is John A, Barr. I llve at 790 Sunset Road :
Winnetka, TII. I am dean of ’ohe School of Busmess at Northwestern

_Umversniy, Evanston, TIL

I haveheld this position - onIy ‘sinee: June 1 of thls ye&r For
apprommstely 30 ;yearsiprior to June 1, I-was  associated with' Mont-
gomery Ward: &: Cg:y-and ‘was chairfaan of the board of dlrectors of
Montgomery Ward for the last 10 years of that period. '+

- T was & trustee of Northwestern University - for:'8 years prlor to
Juné 1, and served :as;a:member of the trustees’ patent committee
forib of those years 3y I wag! chalrma:n of the ps.tent oommltbee :Eor 4

- As chalrms.n of the trustees’ patent commlttee, whlch 18 responsﬂ)le
for the university’s patent policy; I had:occasion'to- consider - varions
problems involving patent rights in relation to research at the uni-

_vers1ty I also hsd occasion, from time to time, to consuler the
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Grovernmem}’s;qg)ate,nt pohcy, partmula,rly as:

the AN versity.. . i JH) e D
I my=--preseut posm i ' j :

resources; available: o support thie mésearch. and: teechmg aetwmes

of the; university; :and. T retain:.a direct intérest.in the patent ﬁeld )

ag'a member-of the,patent.committee of the faculty. i1 .
o In. mys testimony today T -will Jimit my. remarks ‘and bservat:{ons
toithe eXperiences and.interests of Northwestern University. -T.believe;
however; that; the. interests; experiences, and, concern:of Northwestern
in this field.axe fairly representatlve ot the dnterests, experlences, and
concern of many other instititionsiof:higher; learnmg il
-/ The. direct: objectives ‘of the university are: effectavely to. teach the
Stuéients who, coms to usyand.to advance the frontiers;of kniowledge:
; Theuniversity isinterested inTesearch becatuiserésearch is important
rto the fulfillmient:of both: these objectives. | Research-as a genetal Fule;
igithe source of new knowledge, and. research contributes to; the vitality
' of the faculty. and.to sthe-effectiveness:and-fullness, of- their teaching:
. The Government, also: is, interested. in: researeh because the: de,velop-
ment of new knowledge!and. the stimnlation generated by vesearch are
important.to.the; growth .of ithe ecopomy; t0.ithe public health and
welfare, and to: ma,mta,mmg :a competitive: pomtlon with, and hope:
fully. a. oompetltave advanta,ge over, the: nat;mns on-the other 91de .of
the curtain.’ 4
There. appear to be many s1m11a,r1t1es between the 1nterests of the
Grovernment and theinterests of the university in the field .of research
and the related field of patent rights.. :Fhe.interests. of- ‘hoth :would
be. harmed.. by: ‘any: curtailment of research aetivity ;o ‘the interests: of
both are basically. noncommercialy and the, facilities and. resources of
Yeither: ishould.be;dedicated to advaneing sthe prlvate mterests or com-
petltlve position.of any: particular entrepreneur 1
i Because.of this, I thought it might be: of interest and helpful t Vou
1n Jyour: dehberatmns of how best:to protect.and, adivance; the:

I.told. you somethmg about: our: experlenees
patent rights:at the university.::

1th patent .pohcy'\ aJ:Ld.

research grants from both, the Goyernment and. from private industry:

-Thls}necessarlly ra,lses.the question of how patent.rights should.-be
Jbetween the university on:the.one. hand,a.nd the grantor of -

treated. as
funds on theother...
Qur patent. pohey at.]

orthwestern for manjc years prowded t hat the

title to any patent of discoveries resulting from researely performed at.

the university must.rest with theuniversity: and;that exelusive licenises
wonld, not he grented to any sponsor. - There was no way foridny com-
mereial _ﬁrm 10 secure patent-or exclusive-rights:arising from research
at; the: unwers:tty, regerdless of the nature. o1, extent; of their spensors
shlp The university was motivated by a desire to aveid: any possibilty
of its facilities or resources being used: to; advenee tHe; competltlv mter»
ests of any individual company. -, it his | i

Two cases which the faculty presented to the trustees
mittee last yeariillustrate the. type.of problemwhich &
: pohcy, ,_nd which. led to a hberal;lzatmn, of:the pelicy.

public -
interest, so.far. as thepatent, pohcy of the. Government:is concerned, if

. To. satisfy its .need. for, research'actlwty the umvelslty relies: on

ise wider this
B R



“point of intellectual independence and freedom: from commerci

. valuablelifesaving drug:
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v Ine the first case, company “Alasked a faculty member to underta,ke .
a reseereh project in the field of engineering. The company- offered
to pay thefull cost.of the projéct in: return for anypatent: rights'which

- might arise from: the research-involved. The university rejected the

offer -because of the -policy provision “that all patent rlghts 3rlsmg
from research at the utitversity must accrue to the-university:The
umvers.tty offered only to grant a° Tnonexclusive license: to the sponsor
touse any discovery which might result from the: research." The com:

- pany stood pat ‘oni1ts original offer, - Understandably, it-did ‘not: feel
Justified in- nvesting: several thousand dollars in ‘the project if any

resultmg discovery ‘would be equally available to its competitors. -
“The faculty was-unhappy with this result because they felt the
proposed project:to-be Worthy basic research’ which ‘might produce

. new knowledge and which; in ‘any event, would be of soholarly value

to ‘the faculty members and graduate’ students involved.

‘Thé second -case ‘arose in"the ‘chemistry ‘department where basm
resea.reh resiilts: in-the development: of dozens of new chemical com-
pounds ‘esch year: These compounds are synthesized in ‘the course of
basic research studies with ne thought of possible commercial exploita-
tion. ' The university does not know, and has'mo facilities or resoutiés

~ for'ascertaining, whether any of these compounds have practical valie;

Some of these compounds might have great vilue, such as o drig to
be used in the treatment of disease, or as a pesticide or fungicide or

- wweed killer* for ‘use ‘in agriculture. - There is no ‘way to’ determine

whether any “of ‘these compounds a,re of pmctleal Value except by .

ks extenswe testing at substantial cost. : 5

7 Inethis: settmg, company B- a,pploached the un1vers1ty -and’ oﬂ’ered

" to test’a number 6f these new compounds. to'deterniine whethier they

were of ‘practical - value. - Company B: was prepared to spend 4, gub-
stantial sum of money for thig ‘purpose if the university, in turn,

. Would grant to'it an exclusive license to produce any of the compounds

found fo have commercial value. - “The university was forced to reject

the offer: because of:its policy against’ granting exclusive rights t6 any
one company. - The practical result of this position ‘was prevention of

" any determination of whether any of the compeuiids would be useful

or beneficial to' society, and precluded ‘any“eommercial deévelopment
which'would have made any such benefits available to sociéty. While
the 'university’s position was, in iteelf, quite ‘proper from the: stand

ploitation, the result was not in the public interest. "No one ¢oul
say that’one of these new: compounds sﬂst g' on’ the shelf WELS not_ a

A aresult of these'and: 51m1]ar expenences, the’ un.werSlty 5 rustees
amended the university’s patent policy last, year to periit the granting
of exclusive licenses or the assignment of patent rights to‘commercial
sponsors of* research and to others, in speelﬁc caqes approved by the
patent reomimitbee: < i v N

~Trelate: theser umvermty experlences to you because I beheve they
are relevant to your con51derat1on of What the Government’s patent
pohey should be: 30~ o

i Congider; for a’ moment the last case Whleh I rela;ted Suppose

: thab the researeh which Tesulted in- the" development of these new




chemical componnds had been bartially finditiced: by a: Government re-

gearch grant, and sSuppose the Government’s policy was to require that -

all patent rights:arising. ffom, reséarch: involving ise of any. Govern-
ment: funds: must; be vested inthe Governmeit.: - Would:mot-the prac-
tical resultbe the samesds it was under:the university’s.old restrictive
poliey.2: ‘Thei:compounds -would: gatheér- “diist con'the shelf»and the
public would never have an opportunity to:énjoy:the:: beneﬁts they

might hiold. .. The tiniversity ‘does:not:have the fabilities jor resources

toi test the compounds ito determine their vahie: to society, L. And: the
commereial: companies :who do-have: the. facilities-and dompetence: to
test;:develop, and market the compounds would, as's praétical matter,
be precluded from doing:thejob by & Grmvemment policy which denied
them rights:of exclusivitywhich dreproperly neecessary:to justity their
rlsk ofinvesting fundsiin. testmw compounds.of unknown valne.s =

.. L:believe that this: ‘€xperience: with.: company By:vhich is representas

tlve ‘of; other:simitlaz-experierces, :demonstrates the fact.that! in-any

deteriination’ of-@overnment: patent:policy, provision:must bé made -
for granting, adequite ‘privileges:of exclusivity. to a: ‘commercial firm
which: assumes the:risk of testing and: developing discoveries.of un- -

knowivvalue,eyen though. the researchi avhich: produced the:discoverics
was partially financed by the use of Government funds::: : Otherwise;
many-such: diseoyeries would never be testedfj and thel 'beneﬁts never
be:made available to the public: y o
. Senator: MoCrrrian. May: I - mterrupt to 1nq_u1re if
‘would apply in fields other than drugs or chemlca,lsz '
Mr. Barr. 1 think it-would apply in any. field.
Senator MoCrpuran.: Ih any ﬁeld 2
- Mr;Bare: In anyfields o i
Senazf;or McCLELLAN
' Mr. Barg. ' Yes.: - ;
Sena’tor MCCLELLAN In other words, you mlgh Very Wellf depmve
the _public of the use of many: instruments of' great: value and:con-

kth‘lS pollc}r

] same prmc plfﬂ

veniehce if the Federal Govermnent ]ust sunply took: the patent a,nd.-

.sald it, is dvailable to: anybody ¥

«Mr.:Bagr. . Anything. which is Worthy of pa,tent is of some: bene-ﬁt‘ :

to soclety; to:the: ublic. . Otherwise: it wouldn't be worth patentmg,
Thiis js true of medicine dzid that is true.in other felds: t00. e
Senator MoCrerran, But what you have been sa,ymg here, ins ltS
raw state the patent may not be any good untilitisproven. -« ... :
" Mr. Bare. It may not be. o 3
« Seriator;McCrEEran
1t ‘on theshelfy e
Mr, Barz. . That : _rlght'.._.
rSendtor MdCLerLaw. 1f.e
Mr Barr. Thatisrighti:
- Seniator McCrarran. -If nobody
ma.kmg the risk investment; if:there: is nio. prospect of them: getting
a.ny adva,nfﬁage or-am retum on that lnvestment they Wouidn’t make

Mr BARR I, think that, Would be:: true hi _ﬁeld of electl omcs,
e_n ineering, or medicine. .. T don’t see any: distinetion: BTN
enator MeCOLBLLAN. You don’ seeiany. d1st1nct10n'3 At
Mr Barr. No,sir.-

And.the cost-of. provmg:' what. w0u1d keep

1 gomg t@ get any beneﬁt from '
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Sena,tor MGCLEIJLANa ‘Thait ig Why I Wented:t emphasme it at thls
p01nt;z-f~'A11 right;proceed.. :: o) i -
ro Bagr: The-first:case: ~which: Irrelated»—theflnstenee where: com-
pa,ny Aj refused 0 &ward:a:research grant tothe university unless:its
investment;was piotected: by :a: grant: of exclusive rights’ to any !dis
. covery. which-might: result-—alsb lustrates a pemt whlc is releva;nt
to the.Goverhment’spolicy. - - G e Bl
- AsT:mentioned hefore, the: umverslﬁy I8 dependent on both publlc
funds and private funds to finafice:its: research detivityu Frequently;
funds from:both ;sources: becomerinvolved: in :different - phases of-a
Tesearch study . If the Government were to adopta restrictivespolicy
requiting: that: all: ‘patent; rights arising: from:research:involving any
Goverpintentfunds must vestin:the: Government;-the redult could:well
be a refisal by privaté companies-to: suppertrta;ny researclii project
which might be:related: toror-to ‘some extent; dependent on-andther
research: study involving. Government Fundssj ust ‘as: co Eany Aayes
- fused to supportthe: project in thesactual’ expemence rwhich I related,
wharé; for:another reagon, the: compa,ng'- was-denied: exclueweir‘lghts
The harm:efi this Would Te. the availability of-less: private-fundéto
finance résearch atiouru -irensmes, and consequenﬁly, 1 cumaﬂmenf;
of research activity, e i ; 4
Benator MECLaLLAN: - May— I ask youa 1f ou thmk what! you have ]ust
related here, that private industry wouldn’t join: i and make!s: con-
- tribution to a’joint: pI‘O]th soto:speals, do you-think that is:a rea.son-
able assumption? i
" Mr. Bagg. Ithinkitis:i]
Senator McCrrrrax, That they Wi dn’i; dé it
Mr. Barr. 1 think the incentive for private 1ndustry'
capital in research activity-festsion the strenigth of the profit motive,
and so far as research and development areas are concerned; it jsithe -
protectionof exclusivity which:-flows from:out system of patents Whmh
holds,forth that opportunity to: makeia profit. g
- Benator MoCrerrani Doyou think such a; pohcy then Wmﬂd SImply’
dry up 2 greet deal of the source of private‘research’ capitali i b
"Mr.!Barr. T think-its;téndency would be-to: dry up' the’ solires’of
prlvate iregearch funds; 'ndftha,t 18 the reasen we re eoneerned with It‘
Senator’ MCCLELLAN :

?

Senator McCLEITAN. Very Well .
:Mr. Bagr.  Based upon my‘experiences: as: a busmessma,nland as
'un1vers1ty trustee and officer, and based also upon my'interest: pibi]
furthering the cause and quality of higher education andtin strengthen-
ing the.American:dystem:iof free enterprise, both 'of svhich T belicve
to be in the public interest, I respectfully submit that: these principles
should: be recognized:and: 1mp1emented ‘by tH omm1ttee n 1ts deter-
Imnetlon of the Government’s patent policy « 4 ~ i
1.+ The!-preat -progress: swhich /has ibeen 'ElchleVEd"ln Amerlee iny
science- and technology and medicine is largely due to the enter-
prise-and’ activity: of private entrepreneurs, motivated by ¥ 'desme
~and an opportunity: to nake e profit: Patent” protectmniha '
an 11nportant fa,ctor in attracting risk: capltal tb"-‘re ‘areh end “to
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the- discovery; dévelopment; and’ tiarketing of ‘new products. "Any
patent policy adopted by the Government shoiild fecognize the 'con<
.. The' Govern-
hich wotld weaken or

structive force Q;';dthe_.l)l;_oﬁt motive, in -our society.

ieiit: should "
curtail the forde of. this motive. o wiiil vt ol el S
- 2;The publi¢interést réquires that the benefits of useful discoveries
be made available -t s6eiety, and no policy should be adopted which
“would operate t6 defiy or ciirtail thé ‘availability of such benefits. ‘The
testing of new discoveries for usefulness and value, and the develop-
ment and marketing”of *useful’discoveries is a commiercial- process.
Even though Government funds have contributed to a discovery, pro-
‘vision must be made which will‘permit private’ entrepreneurs to test
discoveries of unknown:¥alue with aFright to‘develop and market those
which prove to be useful with a commensurate degree of exclusivity.
3. Research is important both to our institutions of higher Jearning
- and to the public. Any policy which would have the efféct of curtail-
ing Ifesea.I;cSl, either' research siipported by public funds or research.

supported by private funds, would be harmful to our aniversities and
contrary tothe public interest. "In cases where both Government and
private funds have contributed to a research study which produces a
useful ‘discovery, provision must be made which will give the private
sponsor; an opportuiity. ‘to - develop' and: market the discovery on a
bagis which recognizes his investmeént of risk capital in the project, and
affords hini a commensurdte degree of market exclusivity. =

" 4. As’a general‘rule, in those instances where Government research
funds are granted toa’properly recognized or accredited university or
college, any patent Tights arising'from’such research should be vested
in the grantee university or college; to be administered imr accordance
with & Government-approved patent policy of the grantee institution.
The university, like the 'Governwient, is dedicafed to the public in-
terest, and.is not engaged in commeéreial manufacturing or marketing.
The vesting of proprietary rights to any such digcoveries in the wni-
versity” would'‘strengthern the motivation of university personnel to
use the Governmeiit funds most effectively and efficiently, and would
broaden the opportunity f6r seholarly contact and interchange betweéen
the scholars and scienifigts of the nniversity ‘and their counterparts in
the commercial organization$ with: whom the ‘university would work
in securing the necessary testing; ‘development, and miarketing of use- -
ful'discoveries. Lre R R R R
A1 3 ally my Stggestions are aiiméd toward 8 ‘policy which will
‘maximize -the” amount .of research'done In ‘Ameiica, regardless of
whether: it '1s; financed, with ' public “or ‘private’ funds; which' will
strengthen the position of ‘institutions of “higher learning to mmake

any poliey pro

fuller use of their vast resoiireés of scholars to advance the frontiers
of knowledge; and ‘which ‘will give the greatest assurance that the
benefits of new discoveries i will. flow ‘through ‘to the public through
récognition ‘and support of the strong ‘constructive, force,of the profit

motive in private'enterprise; Thank you, ¢ <7 o o Al
- Senator McCrerrax, Thank you very much; Dedn Barr! L'know
others: may disagrée With whit'you'have presented, bt certainly

you hiave presented:a very atle statement here.
Mr.Barr. Thank you, sir.

PR
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s Sena,tor MCCLELLAN Tha.t d‘ erves the el

£ 'ttt;ntlon and .con-

. Mr.Bare. Thank you, sit. ; i :

" Senator McCrrLnaN: And; of. our Government .trying to arrlve

at a patent policy in the public interest.. Thark y.
Dr. Suter and Dr, Maurice Seevers, if you.: would both come around

please, I think: maybe we can hear: both of -you, before.we:fecess,: and

that will conclude the Wltnesses we. ha 'Scheduled for today Is Dr

Seeyers he;e? : :

startementw‘ he very brlef o Fpee

.- Sendtor McCrrrLaN,. Very weﬂ olt ma read, 1t

. Dr. Surrr. T am pleased at:the: opportumty 1 appea.r here today
to comment on issuesraised by S, 1809, the chairman’s bill.on Govern-
ment patent: policy. I am Speaklng on,'behalf of Sterling-Winthrop
Research Institute,’ the ‘pharmacentical research division of Sterling
Drag, Inc., a:diversified drug company,with over 40; ,000. Stockholderb
and 13,000, employees here and abroad,

My name is Chester M. Suter M
was In organic chemistry with an, M.S.and Ph. D, from the. Unwersmy
of Kansas followed by a postdoctorate, fellowslnp at Yale University.
Following this T was on;.the, faculty of’ Northwestern -University,
Eyanston, 111, for 14 years where, my time was divided about equally
between teachmg of premedlcal and advanced. chemlstry students and
d01n0' research mostly in aréas.of medicinal interest. -

When I left. ‘Northwestern : I; was. chalrma,n of the department of
chemlstry T resigned to go to, Wmthrop ifi Rensselaer, N.Y.,.to
organize . a drug. research facﬂlty on “behalf :of Winthrop -and - “for
Sterhng Drug as a-whole. . Starting from scratch - we now have & total
staff, scientists and supporting personnel,.of. ‘about 600. - My publica-
‘tion and ‘editorial.experience .includes numerous. research papers,
patents; and books.  In recent years my work has been as'mueh admin-
istrative as . scientific. "More ‘information. on, qualifications, would
probably bore you, but are available in “American Men -of Science.”

: As a-director, of medicinal research,I am concerned about section 4,

--ﬂubsectmn (a)2 page 4, of S, 1809: . This subsection has.already been
“put into effect, by NIH in its grants to universities. and other nonprofit
research groups.:. This policy. has, largely . blocked collaboration. be:
tween scientists. of these groups and the pharmacologists in induistrial
laboratories. . These. biologists; could::determine -whether. the. com-
pounds. made under NIH grants have the. potentlal for practical value,
The industrial people cannot logically invest in this effort because all
results which might lead to a. useful product are. sub'ect to conﬁsca—
tion by the NTH Wlthout recompense T

- T might add at. this, point that, we ate. contmuftlly de}uged Wlth other
1mporta,nt problems, so it.dsn’t.a questlon of domo % pl()]%t here or
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o not demg anythmg at Al : But.it is.a. questlon of domg Someth.mg

~ else which may appear.to be almost equally, 1mportant

--Senator MoCrerray. Tell me how. this.policy.now: is detrlmental to
the public inferest,. .the policy. now m\eﬁect which you-sald I beheve
& 1809 involves. = : :

- Dr. SuTER. -As will appear later on he;
-Senator McCrerran, All right. .

o Br, Sorer. ALl right, Lwill go ahead 'Sentor

TIt:isnot always reahzed thaththe cost.of, blolocrlca.l testmg and devel-
opment of a.mew product is.much more expensive than.the original
invention . An actual experience may emphasize this. This, happened
to gome.across. my.desk Just at the time. I was get idy: to: come
down here,.. Recently we obtained an. exclusive, 11_1_(}91183 .an_invention
for 4 ney product which may represent an advance in a gertain area.
The. preliminary. work on the,invention, by the eutside party . repres

sented only a modest. monetary expense. ; I think:it; would be very. Com-
parable.to & grant.such as NIEL might give to a: unlversrcy . For us to

ot.4. suitable formulation. ready- for its first, cllmcal study has cost us
% 281,000 during a 3- -year | period.  Qurexpenses furthermore has; just
begu:n becatse, “at, this. point, we. would. turn. the product over: to, Dr.
: ’\/onesr for example, in accord with his earlier statement, for his work
inelinical pha,rmacology This represents the expense up to fhat point,
because ahead of us; are,. extenswe clinical: studles and: further more
detailed animal studies prior to submission of a new drug application,
‘Without an. exclusive right.to. market;the product we could ‘not, afford
to.-be interested in it.. A similar. inyention,, therefore, made under an
NIH grant would go undeveloped. . This, I urge, is not, good national

ohc‘y The ta,xpayers may. notiget. full 2ane 1. from $1 blHlOIl Spent'

1n grants in research aid under these cirenmstances.

- When the NIF policy first went into effect T recewed a Iong letter
from a university scientist asking .about: our testing NIH ;grant com-
pounds., ;I had to turn him down as I could not run the rlsk of losing

R inyintn

stockholders money . when other attractive work was at hand. In

effect, the NTH was trying to take over, $100 worth of resulis after
Spendln&$10 or less. Noprivate firm can take part: in such a program;
so testing of NIII-financed compounds ] Tas. largely stopped.. .Conx
“tamination of a research program with & minor amount of Govemment
moriey crowds the title to. the rlghts
circumstances.

Senator MCCLDILAK You make a sta,te;nmn‘= here ‘Whlch IV Would . '

hke fo eamphasme N R s

PN prwate firm can: take part 111 such a. program, so testmg Q NIH-
compounds -hag largely stoppe-d. : :
Dr. Syrer, That is certmnly tru,e H.l ur, plaoe
Senator MoCretuay.” You are talking about— "

cent: truebecause there are alwa,ys unusual clrcumstanoes, but I do
havethe——= . .

Senator MCCLELLAN You say smce the mcentwe has been ut oﬂ'
yourmstltutlon istiot mtereste:d@ SRS T

Nnew. products under present. _

- <D StTER, "That is our reaction toit;and I thmk it IS never 100 per- '
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| B ERE Por the phit
tab of $310 millit
indicates'to me  break betwesh t
goe, between ths NTH and the pharmaoeutmal 1nclustry
Senator MoCrervaxn. All right.
- Dr. Svrzr. T might elabomte. onthat point: ° Thls dees Tict mea,n
' that we never take small NTH grants! "Theré are oocasmnally projects
which are not likely to’ lead to’ 1nvent1ons, which are dorie putrely'on
a'package basis, and now and then as’ 2 ‘matter’ of’ a,ccommodatlon, )
to speik, we' Have tiken mall grants 111 that area, although we' do
not have one at the present ti i
“'THhis &1 o Teined d by su:ttable modlﬁcatlon of sectmn 4
giibsection icindl inventions are aceorded’ the sime
treatment’as - ’hor itiventions Hiow receive and woild receive unhder
~ the proposed S. 1809. “Until this 1§ done an industrial resenrch labora-
tory will rérely be; ititérested in’ ‘beconiing fnvolved in a’ Governinent-
subsidized, prograta where inventiong are likely to ocetir:  This' a.pplles
17:3 artmlpatmg in“the prografhs of ‘othérs at' company expénse or
seckifip direct ‘graiits- from- Government agencies.” I ‘would Tegret
seeing the present NTH policy continued and extended-as a pérmanent
program. A good ahalysis of the' problem and’a suggested ‘alterna-
tive solutlon has béen ‘deévelopéd by the American Patent Law Asso:
- ciation. ‘This is published in the June 1965 bulletin'of this association,
pages’ 327~333 and; I believe, hag' already been given by W. Brown
Morton' *‘tesmmony before this subcoromittes.  Ie was' ‘seheduled,
1 kaiow,‘on-J tily- more concige statement of the changes in'S. 1809 :
that 'séem’t0 us 1o 'be desirable are given ‘in appendix ‘A of the testi-
mony by . Kustifi Smith before this subcotmittes on June 1,71965,
on behalf of the PMA. "The point of viéw expressed by the Amerma,n ’
Council ‘of Education in theit excelleht statement of July 20, 1965
is reéasonable and covers a section of thé drea under discussion; + *
‘Anid-T might-4dd that T’ i yery much-pleased, and enthused,’ by
: the statement made this morning by Dedn Barr, who gave ‘hig test1~
miony ‘just before T came up here. " Tt is just a coincidencs that' ws
both happen to be from Northivestern. T have never séen Him' before.
But we-feel that his approach to'this'situation, whereby the university
| a§'a Tiohprofit institiition' acts on behalf of the publid, i is'a’ very good
' approachto the matter of handling Government grants,
It iight be pointed out that the Federal Government and thé people
of ‘this country both share" under any circumstances in any sucécess
that a company may have in developing a neW medmmal prodict;
- spending some scientific work in a university.: gicians have at their
* disposal a superior new product prescribed: for tlylen' patIent a,nd the
Government gets about'half of the profits; if any.

If royalties on any such invention eculd go to umversatles, medmal
schools, or: other:hanprofit’ institutions, to- strengthen their -facilities,
this: would:. be @-suitablei and :desirable consequence .of-the original
grant I think from the Government to the umvers1ty That concludes
my statement. ; e

Senator NGCLELLAN Thank you very much The letters to Whlch

- yourefer are attached ¢

Dr. SUTLR Yes.



SraNToEnUNIVERSTTY,
f i DEmrMENT OF {HEMISTRY, i
»S‘ttmfoa”d Oaw‘ August 9,.1962 I3

Ren.ssezaer N ¥ii !
 DuariDE. i SoTEE T dm wmtmg thls letter

ou atitheisuggestion  0f Prof:

W 8. Johnson, chairman:of our chemigtry department. : Recently, we submitted

to.the National Institutes of Health a régearch _proposal entltled “Ammu Sugars
of DPotential Pha.rmacologlcal Utlllty »"" The main portmn ‘ofithig’ proposal
involved specxﬁc reactions in the aminosughr series, mt]:g emphasis on ne1ghb0r—
mg group parttieipation, direct: réplacement! reactions and: ‘réaetions: of ‘Hmino-
gugar derivatives: with organometallmacﬂmpounds JInriew of. .the. pharma-
cological meorbance of the amingsugars, we also suggested, that the Eubstanees
prepared in connection with the above stin t. be:

tests for pharmacomgxcal activity at : any O1L
suel: tests, - Sincé sueh ‘compounds are dndeed:aptito’ have pharmaeologmal

characteristies of interest, it seems guite to the peint to; meutlon thls posmblhty T

in connection with our proposed gtudies, ... bl

In the past both the Abbott Lafboratones an, ' Do
condiicted routing séreening tests im ‘¢onneetion with" compouhds which we hdve
prepared in some of our studies. Aceordmgly, we approached these companies
before:seeking collaboration elsewhere!  In:viewof ithe agréements requirediby
the  NIH, however both of these.eompanies regretfully. expréssed a: lack of
1n"teres
thls AT

Aecordmgly, atithe: suggestmn of ‘Professor Johnso : 1
ask :if; your: laboratories: would : be  interested::in ; colla.boratlon with egard to
routine screening . of .compounds  in  this, .clags..! In, order: that you.know the
requirements  which the NIH: Would 1mpose h collaboranon, I am
1n‘clud1ng Herewith a’'copy of the NIH patent agre' ntly forwarded
to'the'by Dr: Helen Jeffrey, of the NI -+ :
I woeuld: be: most - interested: to -hear from: iyou: ‘atiy early: eonvemence
regardmg the possibilities of conducting such screening tests in your laboratomes,
cang in particular, as Lo whether, the, detalls of :th -patem; agre ment efe,; re-
quired by ‘the NIH" ar ] b ;
ducting of such fésty.” S R R L

Hoping to hear from you at your early convemence 111 regard gto the aﬂaove
matters, - Lam .o L qoein 2 o S P = ; :

f Yours e

-t "thifi'm A Bo w.n
. " Profes.sor oj’ Chemistry,

STE'RIJNG—WINTHROP RESEARCH INSTITUTE,
: - . Rensgselaer, N. Y August 31 196‘5
Prof, WiLIAM A, BONNER, -

Department of Chemistry,

‘Stanford University. :

Drar Dr. Borner: Your recent letter regarding the poss1b111ty of our testmg
certain amino sugars for pharmacologlcal action has now been considered by
several of us here. Although we recognize that there mlght ‘be some interest in
screening these eompounds in several tests we think this is outweighed by the
complications which would arise if a useful action were found.

We are already involved with so many complicated Government regulations -

and restrictions that we are unw1111ng to take on a project of this sort,
I am personally sorry to react in this way, but we feel theze is not much
- alternative under the circumstances. .
Bincerely yours, ) .
G. M, Surer, Director.

n screemng the"compounds Lo, .be produeed frcrm our researches m



" and putonthemarket.:
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“Dy: Strmr: As Hyou' ma,y pather; T ca,lled the professor at Stanford
regardmg this letter, and he said he Would be Oded to ha,ve thls o
cluded and attached to my statement..

Senator McCrLELLAN. Very well. I rearet that the other Wltness is
not, here. - He: ha,d o rlcrht to antmipate that he wouldn’t be ealled ufitil
thig afterioon, : T T

Dr, Surer, Thank you, Senator ;

Senator McCrrizax. Thank you very “mach.” The testunony thls
morning-has been very helpful .I. think. . From: it the. committee will
get some better: -understanding maybe than it has had- herétofore of
i1;vheﬁz can ha,ppen' it We leglslate a bad pohcy of Grovernment iy t}us

- figld . _
: Certam]y, if the Govemment Ina,kes an’ mvestment that results in
an inyention,that mventionis taken by the Goverrinent to: ‘patent; and
it is just put ¢ shelf and it is‘never déveloped, no ‘one ben fits
from it, and the indications hers are that in some instances inventions
that. could prove yery. beneﬁclal to the pubhc mlght never be developed

S this subcommittee has a very dl‘fﬁcult tasle of trymg to
thls problem end get some’lecrlsletlon thet will be n the"
: mterest :

I regret the other Jitness. is not here, but he- had a rlo'ht.:t pect :
to testify this ‘afternoor. :Since we will not be able to” hold hearmgs
this” afternoon, we will tiy to hear Dr. Seevers Thursday morning.
Tomorrow. the subcommittee will hold: hearings.on. copyright: Ievlsla- '
tion. -Wehad it scheduled that way. - And Thursday morning. at 9 30
the committee will'resume hearings on'the patent bills, -+ :

Senator Morse is schediled to ‘testify on Thursday mornmg, at 9 30
and immediately aftér that we will try to hear Dr. Seevers. - We are
' begmnmg early Thursdey mormng £0.: as to accommodate Sena.tor '
Morse.” oo

“Thé: committes Téy Thursda,y mornm on
patent hearmgs, and untll tomorrow mornmg af 10 0 clock for opy—

- righit hearings. ;-
(Whereupon, at 12 35 oclock pm the subcomrmttee recessed to
.9:30 clpck 2.1, Thursday, Aucrust 19 1965 N




' THURSDAY, AUGUST- 19, 1065 '

st eSS ENATEy
SUBCOMMITTI}E oN PATEN e
I‘mmmmss, AN QRYRIGH;rs_ OF THE |

N CDM‘\II’I‘TEE ON TEE. J UDICIARY,

' 'J.‘he subcomm1ttee met,. pursuant 6 notice, at 9:30 am., in room
8302, New Senate Office Building, , Senator J ohn L MeGlellan
(ehalrman of the:subcommittee)): pre31d1ng - ,
i Present: Se"‘torsMcCIelhn and Burdick: R g
. Also present,: Thothad C./Bren: counsel ; Fdd .N.,Wlﬂlams;
Jr.,-assistant counsel: Stephen Haaser,. chief clerk, Subzommittee. on:
Patents, Trademarks, and Copyrights; Horace L. Flurry, represent-
11111g ‘Benator Hart; and Clyde M DuPont represenmn __:‘Senator
mon | : , o :
ngtor M(}CLELLAN The, _0mm1ttee:w1

come to order

"Our firsti withessitoday 18- Senator ‘Mosse, iof Oregon Senator o

Morse hag'initroduced*S; 2160 t6 amend the patent provisions of‘the
Space Act,of 1958,  Since Senator Morse’s bill. relates only to the
patent: policies of NASA 1t was referred to the Commn:tee on Aero—
nautlcs and Space Seiences el
~ Lighall' direct- that.the text of th1s b111 be prmted:
ninediate ywinig' Senator Morse’s testimony, |
i Wi \;a.re very glad

k -\ha.lrman, I app’reemte your hearmg ‘my tesm-r
mony thls mormng I ask two things: first, that-there be inserted
in-the réeord-the: full'statement of- some lenoth that I have' prepared
I will not take the time to read that." '

T would also like to have inserted-in-the record a summarv of that
statement, from which I shall make my testimony this morning.... ..

Senator McCrroiay, Is thls hat you want.1nge ted in the record
: [mdlca.tmg] 2 3 o Pias P :

: Senator MORSE.

Washmgton, D: C’ :

the record .




- follow :)

~ will be contributed by 1
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Senator Monsn Then 1 would llke to have my summary statement
inserted in the record, preceding it, X think, Mr. Chairman, because
I am not going to be able to read all of that, and T would like to have
it ineluded in the record in its entirety. .

Senator McCrrrran. All right, the summary sta,tement presented
by the witness will be.inserted: 1mrned1ate1y preceding: the full state-
ment which I have just ordered be inserted i the record.

(The summary statement -and--the- full statement referred to

SUMMARY 6F - PATENT STATEMENT"‘

Since 1947, the American: taxpayer has spont $8" billion on Government—
financed research and degvelopment, - In, the next: 8 or 7 years $85 billiop more
the taXpayer and appropnaﬁed by the Congress for these
purposes, The commrtmemt of publi¢ funds on- this scale to scientific research
and development is surely one of the most fs1gnaﬁcanrt economic events of modern

aresrult of *bhese pubhc ezpendﬂtures i ; RREIEN A
The chairman’s letter of invitation: to Members of the Senate is :oneimore

indication of thorough and comsoienrt:loue approach which the: subcommittee -hay

taken .to..this extraordinary ang comple
fortunate in- having such consndeﬂ'atmn b
ficipation by the members'of the suboom
on:these:problems.: i il ; i )

My formal. statement is rather letng'hhv, since tlhel'e is a good deal of eta s—_
tlcal and historical material which X would like to have available to the sub-
committee. I would like to proceed with about a 20-minute summary of the
highlights of the:statemernt.  *If there is tinke’ rema,mmg, I would -be glai ‘g
inio-a particular aréa which the subcommitiee believesunightibe helpfuli .1

. X.am aware; that, the. subcommittee is. very much-concerned :with. the. com-
mermal utitization and explmtatmn phase and I will’ place my emphams ‘there.

“In accordance “Nyith - ‘the ‘¢hairfan’s wishes, T have included in my ‘statement
an outline of iy Hetivities in: the ‘patént and pubhc pmperty dreas; including
the history, of the Morse formula my par'melpatmen ine *the atom.le energy legls-

task -1 _eel that the Natmn is

tteei'whleh 1s eiig brought to bearv

the 88th and Sch Oongresses My posmon, as embodled in S’.
patent poliey, is that taking of’ ‘title by ‘the Government in’ beh .
people should be coapled with a:flexible system- of licensing, ‘Hoch s Wiy dis-

- cugsed with Dr. Shannon on Tuesday morning (August 17). Under procedures

which I envision, this system wﬂl provide equal protection and even greater
incentives than Wawer of D it ctors developung and marhet-
1ng mventmns ’

waived to an individnal contractor for’ 17 years" ﬂex1b111ty 15 108t forever, |

At the opening session of the hearings, the President’s .Science. Adwser gave
great ehiphasis to this issue of utilization. - My expenence makes mie - sengitive
to: addlt}onal consmemtmns_ of greatimportance. ‘An dxcellent- summary. of these

Government-ﬁnaneed‘eontract for' résearch and development the pnbhc mterest
requires that all rights fo such inventions be assigned to the Goveinmént!and
not left to the private ownership: of: the ¢onfractor. Publie control will:assure
free :and equal avaﬂab}hty of the, inventions.to American industry :and, seience;
will ‘éliminate any competitivée’ ‘advantage to the contra chosen to perform
research work; will avoid undue concentration of economici fower in the hands
of a fewlarge corporatmns will tend to increase and diversify available reséarch
facilities within the United States to the advantage of the Government and of -




the natronal economy, -and. will, thus strenvthen onr Amerlcan system- of free
enterprise.”,
This work entltled the “Imestlgatlon 0 Government Patent Practrces and
Policies,” was begun at the- request, of Presrdent Planhlm . Roosevelt in, 1943
and durmg jts course, 14 Federal agenmes and 10 natmnal governments were. £on-
snited.,. It was ultnnately published in 1947, and has formed the foundatlon for
a ‘position-in faver.of,the public interest,. Whlch the. Justice Department. hag
adhered to. from that dav tothig.,- I invite the: subcomm1tees attention fo this
dog_urnent a8 1t is ‘the. most comprehensrve and pursuaswe sftudy ‘I ‘have been
“able to ﬁnd )
I believe that these consrderatlons, together wrth the eV1dence gatheled by
Becretary of Agrieuiture Bensou {cited.at.p.7 of my. statement) that Government
title does not impede the commercial, development of inventions, are conv1ne1ng
of the-value of a basic title pohcy for Governmient- ﬁnanced R&D.
However,, the subcommittee is. quife correct in coupling its conelderat
_ownershlp provisions with. the system of, utilization, The two, go hand in hand,
. It is my feeling that contractors shon‘d feel. that they are receiving, completeiy
fair treatment from thé Government in this area, just as small bisihesgmen, tax-
payers, and 1nd1v1dua1 1nventors shoulci feel that thelr 1nte1ests are, gettmg an
- even break
in contrast to the bught sucoesses of tltle pohcy, in the areas of agrlcultnre,
TVA, and atomic energy, let us examme ‘the conseqnenees of the licerige pohcv,
as exemphﬁed by the Department of., Defense, and nmore recentl,v of NASA, I
have spent a considerable time analymng the effects of. our Gevernment contract
and patent policies on 1ncreasmg concentration of wealth ‘and’ assets among thé
Nation’s largest. companies, - At this time;.L am pleased to make these ﬁndmgs
available to the’ subcomm1ttee e :
As the subcomm1tteells aware,. the Counoll of Economlc Advlsers told the
Pres1dent in January that:
sk % Within the. 1mportant manufacturmg sector, certam struotural trends
have emerged since World War I1: (1) Through internsl expansion and mergel,
Iarge. firms *have grown. mor :rapldly,than the manufactnrmg ]
whole. # ¥, : . .

1665, . .
. Of course, the agency which has the : eatest effect upon these
trends is the Departmen of. Defense, Wl:uc Spent, more than 70 percentf
Federal R. & D. money, in 1961 and ‘Still; Spends more than half. -1t is:
pertinent to note that NASA, which now spends clos.e to_30 percent has
" ingly. adopted the Departmentof Defenge. position., T . .

To.{lusirite the seriouspess of the concentration 1ssne, partlcul rly in the
Department of Defense, may, r quote the, testimony, of Dr. Robert F. Lanzitlotti,
chairman of the Economies, Depa.rtme)nt'of Michigan’ State Univergity, before. the
Senate Small Business Committee it 1963, ag follows: =~ .

“The Government R. & D. contracts appear to be hrghly concentrated amone
the very large firms. While small buginass, averages around 16 to 17 percent of
Department of Defense procurement when it ¢omes to researeh and development .
small business accounts for some 2 to 8.5 percent. Tn fscal year 1961, 20 eorpora-
tions accounted for nesrly 75 percent {of total mllltary B &D.).

Tex %y it not 1ncon31stent~not to sS4y dangerous—for the Federal Govern-
ment to hurture ‘each eoncentration in the technologlcally most advanced fields
W]nch can be preempted by the particular. firmg selected by m111tary officialy? ‘?”
(“Economic Agpeets of Patent Policies,” hearings, Mar, 8, 1963,"p. 121).

The seriousness of thig matter of selectwn is indicated by the fact tha
ﬁscal year 1962, 97 percent of DOD research. awards were made on.a n(mprlce
noncompetltwe basis’ (hearmgs “_Testlmony of Dr ROL Barber, Southern
Methodxst University Law Sehool,” p. 52).

1t should: be further noted. that for the same year 10 firms recelved 56, percent
of DOD’s total research.mongy ;. and . for NASA, the top 10 companies Teceived
54, percent. Furthermore, five. of these contractors, are on both ligts (hearmgs
loe, cit. Mar. 7, 1963, pp. 56-57). . . - .

Now, in the face ‘of these tendenmes, Whrch (as I document 1n an append1x to
mny statement) the Justice Department hag viewed with alarm under both Demo-
eratic and. Repubhcan.admlmstratmns smce 1947, What has been _the 1mpact of
.Federal research and elopment pohcy Do et et

54-400—65—pt. 2——11
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-y most trenchant analysm of “the' dangersin’ these trénds ‘was’ mades: by o
Republican Attorney General, Herbert Brownell, In 1956, he declared; in’ ‘the
followmg lanzuage, his eoncern i “with the futiure of compstitive entérprise, and
it ig important that ity share of 'this (resedreh) activity be administered ‘to pro-
mote competition ¥ #- % [W]hat indications that are dvailable warn that the
Government. expen(htures may Tot run counter to thé industrial trénd toward
coficenitration, but in ‘some ‘degree  may actually “enforee it.”* * * The dispro:
portionate share of total industrial résearch’ -and development in the Iargest firms
ma7y foreshadow a greater conicentration of eéonomic povrer in the future, < '* * *
(A) plesent concentration of such manpower and progress mieans that in the
fature an‘incéreasing share of antmlpated improved technologms and new produc—
th]l lines will be introduced by the industrial giants.”

“These trends aré relevant to the guestion: of who should receive the beneﬁts of
2 policy of granting exclusive commiercial rights to comtractors. At a minimum,
Federdl R.-& D. policy in'the administration of contracts, as well as in the alloca-
tion of patent rights, should attempt to-éounteract trends toward monopoly and
concentra’mon rather than remforee them ag these polmles, as the‘y have been
domg

To retuin to the issue of ut111zat10n my position Tidk been’ prlvate enterpnse -
ag in 8, 2160, should be given the sole taglk of developmg and commermallzmg
mventmns arising out of ‘Government-financed research:-

‘ Howevér; thereé must certainly be - approrpmate safeguards for the economy,
the: taxpayer, the small busmessman, ‘and the consuimer in the form-of the terms
and cond1t10ns o “which this development is Larmed out These terms and
COIldltIOILS now engacre our attentmn

.Reventeen yeats ig a long time in thi§'era of breathtakmg technologxcal change
One company, General Bilectrie, is fond, of saymg m 1ts annual report tha.t half

absoluts incentlves and ‘absoliite protectlon At the end of such-a pemod the
company could come baclk Jnto the ageéncy and make a showing of what 1t had
‘done s a basis for- a posmble tenewal of th1s heense for 4 renewal period.

‘services for all of the- people and ‘of h03p1tals and universities, Whlch are
rendering services’in the ‘public interest. ‘Sueh' & system could’ prov1de for equ1-
table access for small businesses which did'not’ partuupate in the original eontract
for research or development “They could’ algo ‘provide for a determination of
royalties, in certain cases, which would prowde @ return to the taxpayst of some
of hi§ $15 billion annual investment: Anadditional feature should be that the
go-called “walking-in prowsmns” Should frequrlre walking-in by the contractor,
who desirés to retain a preferred’ posutwn This would save the Government
the administrative purdens and expense of ‘menitoring: and enforcement. A re-
newsal proceedmg would also provide an opperturiity for other parties to present
their views and claims on the basis of changmg circumstances.
I now turn te the field of procédure; - As the chairman knows from his long
career in public life, the procedural section of any bhill is just ag importanc as
- the policy deelaratmn if not more 0. My formal statement eontains several
recommendations as to procedural devmes and I would like to pomt up a few
of these.” . .. :
‘I'have been’ espe(:lally concerned with- the status o small business under patent
leglslatmn that may be enacted. May I say that my small business philogophy
is not the protéctive variety. 'I believe that we must give small business of
today an even break so that they can grow up to be the large substantial busi-
nesses of to’morrow This keeps our economy dynamic. It isparticularly impor-
tant in new fields which are being opened up by Government-financed research
and development. Firms like IBM, Texas Instruments, or Tektronix, from my
own State of Oregon which will be test1fy1ng before you today, were all once
small businesges, .
. The problem’ is how, to’ prowde access to the §15 billion’ products of ‘Govern-
ment R.'& D., which'is performed by relatively few firmg, for all of the small
business commumty The subcommittee has a golden opportumty to do ﬂ’ll,S



1 say particularly to my brother member of the Small Business Committee (Sen-
ator Scott) that Congress should take the time .and-trouble to devise the pro-
cedural features which will carry out this fceess. . This would not:be a Repub-
Hean meagure or a-Democratic meagure but a bipartisan eflort to strengthen. the

foundations of our economy by giving the small man-a.fair shake, In 8. 2160, .

my bill .on-NASA patent ‘policy, which I have attached as an appendix to my
statement, several:of thege procedures are:set forth. ..I.would like: to:advance:
them for the committee’s considerations.:’ Since there are few landmarks in this.
ared; I would like to stress.that these:suggestions should not be:regarded as -
definitive.” These Aare efﬁorts Whlch I hope m1ght contnbuf;e to. the creatron Of' :
4 workable system | :
These procedures have three features Notlce hearmg, and 11m1ted Judleml-
review: :
I am: also concerned as 1s the subcommlttee, with the mterests of the taxpayer i
The taxpayer would benefit, under the licensing system degecribed:above, from
increased: competitiveness and: lower prices.-of the finished product.. He - could
also-benefit - immeasurably from the institution of .a° general policy of ‘sale .or
royalty of the patent rights in areas where this is a practicability.: I have: Tecom-
mended in my statement that the committee secure the opinion of 4 fiscal expert
on the amounts that might be realized through such a royalty system. . .
. The cause of the individual inventor has also been mentioned.: T believe that
consideration of this legislatiom presents -an .out$tanding opportunity to give
greater standing and possible financial reward to the:individual inventor. - Any
provision governing-the relationship between the Government. and:the contraétor
on this point should probably be condltloned upon the relatlonshlp between the
contractor and the individual employee. - .
To conclude, I shall attempt to.sum: up the dlrectmns I belleve the eommlttee
should take. :With respect.to 8. 789, LI.believe it-is-a fine example of.a procedural
trap. “As stated by the Department of - Health, Education, and: Welfare, ‘the
entire thrust of the bill is thus to impede the Government’s taking and retaining
of ownership in inventions derived from'federallyfinanced- research - by: making
thls a--.long, arduous and exceedmgly dlfﬁcult and in- many cases 1mpossmle

Jh & 09 is, of course, the prmmpal bxll before the commlttee I commented
upon -the provisions of this bill in:considerable detail:in my:forinal statement; I
m1ght 1epeat that I consider section 11, which: repeals.the public interest patent
provisions of the last 30 years, to be unsound -and. undesirable: This. leglslatlon,
rather than reject the past, should be:built on its mionumental successes. - e

< With . respect. to the chief sectionh, section4,-I:believe’ the pohcy of- favormg
the waiver of patent rights: to the contractor:doing the work iz undegirable for
the reasons that I have discussed above. This policy goes even further than the
1963 patent statement:in-following. the practices of the: Defenge: Department
which are getting the economy in so much trouble. The fine provision placing
the presumption title in'the public interest is applicable only to the area of
health, welfare, and the public safety. The wisdom of this policy is demonstrated
by the case of the test-for PKU which has come in for a ‘good deal of dlscussmn
on the Senate floor, in the committée,; and in the press.

On August 12, 1965, two Senators introduced a bill (8. 2402) that wonld ap--
propmate “such sums ag may be necessary” to buy“a’ test for-every newhorn
baby in the country. A little arithmetic demonstrates that the gumg necessary
would be more than $2 million higher under a license policy than under a title
policy, Since the original appropriations for developmg the PEU test are esti-
mated to be about $1 million, it can be seen that a failure to take title wouid re-
sult in the taxpayers being charged annually $2.5 millien. for something they
had already bought for $1 million. Thls Inatter is detailed in an. appendxx t0
my statement, :

However, if it makes sense to safeguard the taxpayers mvestment in thxs
area, where the taxpayer puts up an estimated 15 to 25 percent of the research
money, does 1t not make even more sense in scientific insiruments, where the
taxpayer furnishes 57 percent ot . electronics &nd communications eguipment,
where. the taxpayers share is 67 percent; or aireraff, where the Share is 89
percent? (Federal Bar News, November 1963 P 357y . .

Tn the final appendix of my statement, I set forth data conﬁrmmg the fact,
which was discussed on Tuesday. morning, that as we move toward fields where
the Government needs ”end items,” the proportlon of development paid for by the
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Governmerit . approaches 100 percent, For 1nstance, there is ‘almost complete :
transference between items such as the EC-135 jet tanker and -the Boeing 707 ;
and. the mlhtary synchronous satellite and the Early Bird commercial.satellite.
It is thus in the defense and space-areas where the necessmy of protecting the

- public interest by this type of policy is the greatest..

My statement. also goes into detail on the reasons that . 1809 does not glve
an even- break to'the spiall businessman, the taxpayer, the farmer,. or the con-
sumer. I-also present evidence ag to the undesirability of: procedural standards
‘such. as “exceptlonal circumstances” and- “special circumstances” which are jm- -
portant in 8..1809. -Lastly, 8. 1809 woitld seem.to make no improvement in:the
unfortunate situation at the space agency, where congressional intention and:
policy is conetantly-being violated under ‘the.present: NASA regulations.. It is
my impression that the bill will merely repeal the congressional mandate and.
leave matters to the same adm1n1strat1ve dlscretmn Whlch has c-reated thig un—

- fortunate situation.-

Some suggestions are also advanced ‘as to- data whlch the commlttee should

: obtam and updaie relating to matters which have been the subject ef su‘baecttve

oplmons but which no firm data has been advanced.

It iz my belief that any pe_tent 1eg131at10n should be governed by the followmg
gix general principles.: -

(1) ‘A clear policy statement that Federal research and’ development 'propert:,r ’
is-a “natural vesource belonging to. the people o-f the Umted Statee,” ami must
therefore, be safeguarded: accordingly.

(2) Plam and certain penaltres for the glveaway 01' unauthorlzed dlSpOSItlon of
Federal R. & 1. property. E

(8) Provigion for preserving the many congreesmnal patent proteetwns that
have ‘been ordered Into law over:the past-three decades:: .

(4) Practical meang for discouraging monopoly and concentratmn and thus
protectlng the interests of sniall business and an “open econonic systerm:?” B

AB5) Glear and unambiguous- standards- for’ Separatmt, pnvate and pubhc in-
terests in the commercial development 6f the property. :

(6) A system whereby Federal R. & D. property. eought by prwa,te COm.pa,meS
for commercial development could be sold or licensed to them for an amiount
equivalent to fair market valne, and the'same property sought by othep-public
institutions for dedication to: publ:lc purposes could be sold or 11eensed for half
of the fairmarket value wherever practicable;: d

-In 8. 2180, T have- suggésted - :additional: Drowsmns for pubhe 11censes and
royaltlee, and procedures.which would result in:written findings by thetheadof

" an'agency as te both public versis private interésts, and:value of patent interests.

These proposals might be helpfil to the subeommittee in formulating the:neces-
sary. standards, and T commend them to-the subeommitiee’s congideration:: ~If
I can further aes1st the: subeommlttee durmg 11:s dellberatrons, I Would be vlad
to do so0.: : ’

. STATEMENT or SEN’ATOR W.A.YNE Monsm

. Mr Chalrman members of the subcommlttee; I am moet grateful for the
gubcommitiee’s courtesy in scheduling my appearance—for several reasond.
. The patent bills plesently before you raise what I .consider to be the most

important -gconomic. isstes of this generation. Mhey involve the- economy .of

my State, ithe future welfare of the 90 percent. of America’s biusiness popula-
ticn whlch 8. small busmess, and 'the public interest of the taxpayer ‘in
property Whmh is aecumulatmg at. the rate of about $15 bﬂhon a year ) : .

BAGKGROUND

' Ag'the subeommlttee is aware T'have been coneerned with safeguardmg the
property in the public domajn sinee I came to this body. . The so-called- “\Jorse
formala gréw out -of consideration by the Armed Selvmes Committes, in
1947 of a-policy for’ dlsposal ‘of the mountaing of surplus military property
that was left over from World War TI. We' decided, rather than give this
public property away, that it should be sold at fadir market value to private
companies, and for 50 percent of market value to "States and municipalities
for public use. Since then, I have sought to apply this formila to all transfers
of real estate and tangrble personal ‘property coming hefore the Congress.

I:E I may. say 80, the L;brary of Congress made a tabulatmn in 1962, mdlcatmg
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othat: anpares about two thirds;:the  size :of-'Rhode:- Island had: been :made
subject to this formula, and about $800 million had thus been: saved and
returned to the Treasury:: I-believe. that ther chairman’ is- 1nterested in:guch
© @COnOMY measures.

iInqaddition, I:have: devoted myself to:the-preservation of.the public’s. 1nterest .
in their navigable streams and nvers, through mult1purpose nver valley
development e :

“ Thege coneerns led me'to take an: actwe part in the dehetes on. the atomu:
‘Energy “and ‘Bpace commumcatmns legiglation of 1954 and 1962; ‘where’ ldrge

" amounts | of intangible- patent ‘property and -technology belonglng to the T.8.
tazpayer: were ‘at issne~ They have’ also' prompted e to’ introduce’ bills in
the -88th and Soth Congresses to "corvect: the’ -continuing v1olatlons of “congral-
sional patent” poliey by the National Acronmutics dnd Space Administration.
In addition, I have been able to partlmpate i thé -consideration of the economic -
aspects of” patent pohmes by the Select Oommlttee on Small Busmess durmg
the DaESE §¥ears.

- Ag the chairman pomted out on the flrst mornmg of the hearmgs, the
fssties are compheated and 11: 1s dlfticult to gam an understandmg of all of
thelr facets: i .

- If-ig 2 Solrce of! sat1sf ‘t10n that 1t is possmle for me to partlmpate in'the
“erreat debate" on -patenf -policy. - I sHal}: try 1o agyist the subcommittee by
yelating my  experience’ ahdtexplainity my - views on-the: b1lls before you and
the broad questmns Whmh I feel they ralge, . -

emwum= ANCE OE‘ THE. T8SUES o

In my Judgment the sheer amoun : of‘pubhc pmperty the subeommlttee is -
:dealing ‘with is enough. to-elevate the;significance: of a: congressional decision
-té: the level- of those.made. ih:the:Northwest: ordmaneee, the homestead acts, .
and the land-grant college legislation. A 1little later, I shall show how.all
the: public property. disposed of under these great.acts.of :Gongress was.worth
less fhan:. §1-billion. ~Yet, we.are: falking here about: property being - pald. for :
out of taxes at the rate of %15 billion a year.

Any congressmnal declaration: of: poliey. in..this- field Mwill:be: looked upon
-as a watershed. in- the philosophy -of this : country. ..« Xt will-have far-ranging
and. unforeseen effects on the-climate-of: opinion:for decades to.;come, : Senatm
NOI‘J.']S, in+his autobiography, made:the following statement 3 ;

*Theearly: twenties brought- the: American. people: to the1r knees in Worshm
at the shrine of private business and industry. -

“It was said, and accepted :without question: by: millions o:t‘ Ameneans, that
p.rwate enterprise ¢could do no wrong.

*The next 19 years “wds ‘'t produce. one sof thie .gréat!: classm scruggles of
thi!legislative branch of the National Government ‘the battle. of .the Tennessce
Valley Authorlty, hetter known as TVA b i ing Li ‘Georg
Worris,” eh.2) i i E
< uAfter the breakthroug forged by Mr.- Norns, a.nd hlS colleagues i the
‘Jegislative -and executive ‘Branches’: ‘during the 193¢s; there:=was a good -deal
of forward-looking legislation in the interest of all of the peoplecef this country,
wherein patent r1ghts were retamed by the Government a:nd made 131‘ee1};r avail--
- ‘able to the public."- =~ -

It seems tome, Mr. 0ha1rman, that the ex1gene1es of World War IT and the cold
‘Wwar-have made the wheel come firll circle. "We now hear considerable advocacy
of the position that only the largest private corporatlons are fit: custodians of
property developed at publi¢’ éxpense; T stubmit that weé who have been in public .
Jife! for some time, 'and have seen-these cycles of publielty, and’what passes Tor

“public opinion,” have a solemn obligation to protect: the statite: books of tms
eountry front the notion that-private business can do no Wrong. :

“There-is;- gecondly, significatice ‘of ‘&’ very material natioré in the dlsposmon of
pubhc property worth §15-billion a year.’ The way Congress distributes these
valizable eommermal rights will-have 'a measureable impact-on the stricture of
our economy, {he balance between small; mediwm sized,; and large businesses, the
trends:toward concentration and monoploy, and:the rela.inve powar of the c1v1~
ha.ns and thénilitary in-controlling our Government: - -

Phird; this legislation, by proposing to repedl the’ public mterest patent sectlons
of many benchmark acts of Congress fhreaténs: 1:0 ﬂndo the: worrk which many of
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S8 have fought for, and devoted our careers in Gongress to, over the span of the
) last 30 years. R i

May I comment 011 these three pomts m reverse order

. BXISTING §TATUTORY. BAFEGUARDS OF TIE PUBLIC INTEREST RHOULD BE PRESERVED
" As you are aware, section 11 of . 1809 would, under the label and in the
-guise of “technical amendments,” sweep away patent. provislons.of 10 laws
-enacted by Congress since 1935. The patent sections in this legislation were not
“technical matters” when they were considered by the various committees of this
body and of the House of Representatives. They: were not “technical matters”
when they were debated’ on. the floor. of the Senate, in the press, and throughott
the country. They were not “technieal matters” when they were s‘lgned in the
law of the land by our Chief Executive. .

As was observed by the distinguished jumor Senator from Alabama and the
chairman of the Commitee on Small Busmess, Senator Sparkman, -on-the ﬂoor
of the Senate on July 24, 1954; -

. “In other words, these private power and 1ndustr1a1 compames Want to deter—
mme who should be licensed to receive the benefits of discoveries and inventiong
.financed prlmanly by the Federal Government and alse what price.they should
pay to receive these benefits. This a tremendons-amount of power which could
‘be used to stifle competition by excludmg sma].l ploducers and distributors of
electricity.

“In my mind thisis the meat, the core, of the 1eg1s&at10n whieh 13- now proposed
to amend the 1946 Atomic Energy Act. * * * There are other issues, but we must
not lose sight of the big show*the attempt of these industrial giants to obtain
exeluswe private patents.”:: {Congressional ‘Record, - vol.- 100, p.” 11789.) ~
= Mr. Chairinan, patent r1ghts to public property are still the “big show,” and
‘SBGEIOII 11 1s an attempt by prlvate busmess and 1ts representa.twes to steal the
:show ;!

A little later m my testunony I wﬂl show ‘how: few compa_mes—actua].ly only

: about two'or three dozen--stand to receive the hon’s share of these pubhc patent
r1ghts

-1 have searched the Record for compelhng reasons for undomg the 10 leglsla

-tive provisions that section 11 proposes’ torextinguish.: T have looked for-studies;

“for empirical data. I'have yet.to find any reasons or data.  The simple explana-
‘tion, T suspect, is that they do not exist. - Qn-the contrary, the evidence I have
found pomts unlformly toward the retentmn of these prov’].smns on thelr memts

TITLE POLICY’ I-IAS SI—IOWN ITS WORTH

- Letns take a hard analytical look at the consequenees of the ”tltle“ and “non—
title' . patent: pohmes, Dbeginning with the oldest sections in pmnt of tlme, ‘those
dealing with-agriculture and forestry. :
First, let me say to the subedmmittee that I am famﬂ]a.r W1th the problems of a
-.8tate in transition between an-agricultural and indusirial economy. ; The econ-
‘omy of the State of Oregon is quite snmlar to the economy of a State 11ke
Arkansag in many. ways: . it ;
In its reliance on agrlculture and forest products o
In the fostermg of industrialization, based largely on byproducts and new
. developmentsin-thetechnology of the agrleulture and forestry-fields. -
. -In its Tecreation . industry, stemming- from location -astride the Pac1ﬁc
. = flyway,asArkansas lies along the Mississippi: ﬂyway 5o

'I'he passages-of;the, 1982 Industrial History: of Arkansas regardmg the State s
~efforts.£0 plan for, compatmlhty among these elements could Just a8 Well have
been written about.my: State. -

The patent policies of the Department of Agrleulture whleh were worked out
Jaboriously over 80 years, and are embodied in the -1935-and 1938 acts; have a
direct bearing :om -such .economic activity. As :is well . known, this legislation
carried forward the policy originally:set forth upon the Department's estahlish-
‘ment., In 1862, the Department was “required.to acquire in diffuse of the people
‘of the United. States useful information on subjects connected with agriculture,
- in the most general and comprehensive sense of that word,-and to further, to

procure, promulgate and - distribute -among;the. people new and valuable seeds
and plants " (Orgamc Aectof 1862, 5 U.8.C. 411 }: : :




The 1938 act. established four. regional utilization research laboratorles to
gearch out new outlets and wider markets for farm ‘products. In aceordance
_with:this philosophy, the patent poliey: of the:Department of : Agrrcalture has
been to .retain . ownership:in the .Government,. 0. that aceess can be gwen freely
. to any:responsible person or:business concern..:: -

What have been the-results of thls pohcy? As President J ohnson stated 1n hlS
farm message in Pebruary.::

+“Thirty years ago, over 7: m11110n Amerlcan fannhes hved on the farm ’.I.‘oday
31/» million families feed a-population that has-grown by: 50 percent.  Enough
food isleft over to fight hunger among free people all‘ around the globe A (H Doc
\To 73, 89th Cong., 1st sess.} - ]

cAnd-as V1ce Presnient Humphrey noted m hls remarks to the Farmers Umon
in:March:

- S The Amerlcan consumer now 1s enjoylng food at the lowest cost of amr people‘
inthe world in‘terms of human effort éxpended.-

“The . miracle of Amerlcan agr1cu1tura1 efﬁcrency 1s leavmg 1ts 1mpr1nt 111
every areaof the world. -

“We now are exporting at a $6~b11110n annual rate {

“Agrlculture is-our greatest dollar earner in forelgn trade today Iy :

“Food 1s power. .Abundance—and: the ability-to produce abundance—ls one of
our. imost valuable assets of strength. in:the world ‘today.” ::(Speech of Vice
‘President Hubert H.: Humphrey at March 15 1965 conventlon c-f the \Tatmnal
Far;ners Union, Chicazo, I1L): :

. My State- has realized :direct economrc beneﬁts from the rnventlons and proc~
essey ‘which:have arisen. out of Government-financed:research. - 'They: have en-
abied the forest product and agricultural industries to maintain aid- 1ncrease
their: competitiveness, : in:the face ef substltute matenals and processes Let
memention-a few instances :: :

-1 The rreversible clrculatmn klln, whmh in the words -of thls subcommlttee :
“constituted: a, very s1gn1ﬁcant contribttion to:the dumber producing and wooed-
using industries, and is now used by large and small companies: toachieve
“great. improved . moisture quality:control:* % * (for) about 40 percent of the
total lumber produced-in the United States.: : : ’

2. The plywoeod processes: ealled impreg: and its compressed counterpart ‘com-
preg.. Manufacture of these matenals under Department llcense 1s now a multl—
million-dollar industry.—. i - i

3. Of great interest is-the: turpentlne denvatlve patented by the Department
and swhich is now licensed to atleast three companies and is-produced-commer-
~ cially at.the rate: of over 2 millicn-pounds per year with: a miarket value’ of: over
‘$1 million, This substance accounts for virtnally all syntHetic rubber for: auto-
mobile tire freads. (Source of this material: “Patent Practices of the Depart-
ment of-Agriculture;’preliminary report-of the Subcommlttee on Patents
‘marks-and Copyrights,:87th:Cong:; 1t sess., pp. 87-39.y.: =

+Ag-an appendix to my remarks T.will place. in the! record
other Agriculture -Department 1nvent10ns which have substantially benefited the
lumber. industry; ‘one of: whlch accounts for about ‘7 percent of all Woodpulp
productlon

T-am impressed dlsdé by the heneﬁts whlch the Southern Utilizatlon Research )

-and Developnment . Division has brotght to the cotton':industry by wrtue ofthe
23 patents it has obtained. The cotton carding apparatus, which Time- magazme
declared to:be “the:first: major Amprovement: in cotton cardmg' equipment in- 60
years,’” has resulted:-in a'savings of between 2:and § pereent.- ! This has eliminated
50 percent of the usual waste and saved more than $40 mxlhon annually for the
U 8. cotton textile industry. :
. The Department hag also reglstered outstandmg successes” Wlth the develop-
ment of wash and wear and wrinkle registant finishes. These processes gecount
for the use-of:about 800,000 bales of cotton, and according to a ‘report: to Secre-
tary of Agricalture Ezra Taft Benson eontinued “to hold the greatest promise
for expanding or retaining markets for cotton.” (Utlllzatron and Research 118,
Department of-Agriculture, October14,; 1960.)

Other patents cover the discovery of 2 process to make cotton ﬂame Tesistent.
During “World War II alone, the military used more than 700 million yards of
ﬁame resistant fabrie and the’ poteutmllty for this type use 1s unhonnded
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- TITLE POLICY TOE!

NO’I‘ IMPED GOM ‘EROIAL DEVELOPMENT

—Ins‘196€| the patent ‘pohey u'n&erlymg hese 'advances‘was exammed for
then Secretary of:Agriculture; Bera Taft Benson; by Roy C.:Newton, retired viee
president for research of Bwift & Co.; one of the:largest food prodessing eoncerns
in-the world. :-Mr. Newtonis remarks .'011: the quéstion of the rélation of fitle:policy
fo commercial utilization are very mterestmg, and I quote: “(the only complaint
that) has:td 46 withrdomestic: patents:arisesifrom’ the fact:that a:company
cannot! get-even-aitemporary: execlusive license! to:compensate it:for theé:expense
of -comimertializing’a product iofthe  (Department of Agriculture): - These people
will say that it inhibits the very objective of the research which isto market new
products-of agriculture; because no ohé-will pit “p:theinecessary:capital for sach
a new venture without some exclusivity to protect it. A few leading :questions,
however, :usually develop:-the: fact:that-they. will-gointo:the - venture ifitheir
-competitors are making a success iputiof it and:if:thednvention:is' good encugh
to beivery promising'-to-their: competitor, ?the'y:':will 4 1y-to béat him-fo'it.." It is
doubtful, therefore, that this policy is a sermus handicap: torcommerelalization
of new developments by utlhzatwn researc (Department of Agnculture'
Utlhzatlon of Regearchi)::" - & :

.'This iz how 4 spokesman: of b1g —}Jusmess, ina pos1t10n of governmenta respon-
sibility. appraised - the:iAgriculture: title patent: policy.. The Diepdrtment. itself
pomted ‘out to-this committeedn 1961 that the poliey-of réferving titlé and’ grant-
ing free access by licenses best serves the public interést by making the-benefits
of. its ' research ;“freely-available to.the farmers; food processor, consumer, farm

" product; manufacturer,-and-all. of the members ef the general pubhc ’-"-“-(Patent
Practlces Report,p: TIL) > - <« : B

~.This story. of the.tifle policy of the Agrlculture Department w]nch has had -an
_opportumty to mature during the 30-year period that our:géneration has been
in- the Senate,.and has been an outstanding suécess in.every sense of:the world.
Are-we now. at the. pomt where We should turn our backs on What thls WlSe pohcy

) has .accomplished? .-

#Asglimpse-at the: future of agmcultural products a8 AW materlals for the
chemxcal industry, prowded in the Industry: & Engineering: Chemistry Magazine
in-May :0f: 1962, -convinces: me ‘that: we: are dot. - The magazine: pointed out that
industry- has, in the.past, done-a-good:job:in utilizing-agriculture bybrodicts such
ag eotton linters, soy bean oil, and tall oil from pine trees under patents assighed
by..the - Seeretary of: Agrlculture"' Infact; /it estimates. that the value to com-
mercialized . products -and .processes. under theSe Government: patetits -atount:to
about, $2:5 billion :as against-the totalicost:of research: plant and faéilities and
operations: of about $170 m1111on -.s’I‘h1s 1s ‘aratio of return. upon 1nvested capltal

- of 14.T:t0-1; g : :

‘But we. prom1sed to: leok ahead The artlcle states From the ehemu:al in-
dustry viewpoint, the future. “holds tremendous; paotential: for: uging greater
‘amounts-0f. agricnltural raw-materials. - Most 'segments:of the industry. believe

" that-the ready availability,low average cost;and presence of ichemieal configura-
tiong.obtainable in. synthetics. only a high:cost {or:not at: alI) il lead to 1n—
: creased chemical uses for certain agricultural uses. : -
r..¥Opinion. is- viztually .ynanimouns. that- allirealization ‘of :the: petentlal of: agrx-
.-cultural raw materials:hinges. upon a contmuing and wgorous program ‘of - re—
- .gearch. and development.!’. ;; A . .
i -Mr Ghs.lrman, these-deve pme ts on the honzon pcromlse to make our: grl:-
jeulture even Inore; the wonder: of the world and they ean make the Wonder state
-participantin thisexciting story.- o )
Tf the title policy of the last 30 years had not emsted bhe p1cture would not
,be wwo-bright, 7 Tfit Jreversed TLOW, would bé a- great dlsser\nee to our States
and their people, = v

A similar. Government t1t p th :Eree aecess by 11eenses was adopted .
:by the Tennessee Valley :Authority. ::As a-result, this Nation-leads the world in
technology of fertilizer.production... T think it:is-interesting to.note that: there
are half dozen plants in the State of Arkansas which arensing one:or more TVA
Heenges.on, fertilizer-_-a&‘thé basig.for their enfire-operation, and+there are nine

“companies in -Arkangay : which ‘receive.-quantities. oft I'VA-produced : fertilizer
materials for direct distribution, or for:upgrading-of: their-dwn produets A Jist
of these concerns will also be made available.

A gimilar story could be told, I suppose, in hearly every State of ‘the southern
region of this country, and I beheve that this subcommities holds the proxies of




theu, southern eolleagues when, it. cemes o, changmg the patent pohcy of the
Tenhéskce Valley Authorlty Tt oecurs "to mé’ that many of rs w111
yal

\Tow ‘may I comment ‘on- 1 gy’
which surely has mternatmnal and’ natmnal 1mphca1t10ns ag well’ as regmnal
and §tate oned; I recall on July 17,1054, during ‘my-first: ‘sPeech’ on he New
Giveaway: AtOmlC Energy,” when I asked the guestion?® “A¥eWe to make lse
of the lessons taught by those great liberals who have gone before us, who in -
thair day, too, were attatked and dbused’as dangerous eréeping socialists, who
were charged with an attempt to set up dbme type of state economy,. when all
they ere tryin, do .was to Wnte mto the law checks whleh Would protect

: . colu.mrust by the name of Thomas StoLes
: f. July 16 1954 : :

“Rut that hardly seems an’ exagge atJ,on * * ® unless the b111 ‘as’ it Was.
presented to the Benate * * * iz ‘amended’ to proteet “the public dgainst. the
monopoly that some experts beheve is 1nherent in its patent and otheL prowsmns,
thent future genérations may be in for a‘ldf ‘of Headaches.”

The fight that we made af that time wag sunnlar te the fight to withstand
private attempts to take over thé Grand Coulee site and the Muscle Shogls dam:
site, :sald then, and I feel. now, that “We are’ ﬁghtmg for expanded free enter-
prise dconomy which requires the eiforts of the N ation to harness the wate,rpower
and the atom .to produce low-cost waterpower and the’ other blessmgs ‘Ehiey
) be:,tow We are fighting for. the pedple’s nght 1n then- streams and the teeh—

nology developed with'their taxes.” .

In 1954 we were suctasstul i we followed in the great work of George l\eorrls
and TFheodore Roosevelt, Gifford Pinchot, Charles McNary, and Dill and Couzens
and Senator George of Georgia. The seeds of thls policy are Jus.t begmmnb to
bear fruit. I should like to place ‘in the record ag appendix II an article from
the Wall Street Journal of, July 20, desembmg the proposal for' eonstructlon by
a private company for the 'Staite of New York of a mulnpurpose ‘surfside’ Teactor
‘on Long Island. This plant will not only geherate’ powaer; but purify & m1111c>n
gallons of water a day, and produce 1sotopes for medmal uses o o

I'stated in 1954 antid would like to state’s TR :

“T would like to know whether there has’ ever heen a finer example of that i
kind of cocperation directed at full use, of, resources of.a Teglon and to: bnild
up a region and to; bulld A Ol great, country that ig d:in Tennessee Valley
Aut 0Tty or. the Bonnevﬂle Administr ation . * .} :

suppmt a healthy ﬂew ng of prwate enlter'prlse througheut;. ;
“Backward peoples throughout the world [hawe been] ﬁoekmg to. ‘ot

to learn how. to, follow our pattern * * * [as]. an Inportant key to achieve a

hlgher and: ‘hetter, CIVlllZathn " A(Gocp i : vol, 100, D '12147
And F can add our atomic efergy development “t pohcy d

hst‘ Thirty FeaLs - from. now, when desalinized W
1 1d ]

sreag leglslatwe deeisi
w8 this, the, Inml c»f

meut”"

oA read: with mterest the, statement

takmo' title to more paten s on’ no tomle prbduét patents _:
‘Dr. Hornlg does not mention, hoiwéver, that the Atoraic Enelofy Commlssmn
is strongly opposed to 8, 1809, and feels that section. 152 of the Atomic Energy
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Act of 1954 “should ot ‘e repealed o '("A.EG letter 't'o'Hbl'z'"Ja'mes 0: Bastland,
dated June 30, 1965, p. 4.)"

The AEC cites, in support of 1ts pomtxon g compreheuswe study” based on
“extensivé. hearings” by the Joint Congressional Committee on Atomie Fnergy
_resulted in the approval of the basic “title” policy of 1954 and certain amend-
ments in 1960, -In-addition, the Joint Committee has rewewed the Presidential -
patent poliey of 1963, and recommended no changes

-As far as I.am aware, the proponents of reversmg thls pollcy have advanced no
ev1de'nce or authority whatever L : St .

SECTION 11 18, UNSOUND AND UNDESIRABLE

In add1t1on 4 the agriculture, TV’A and ‘Afolmic’ Energy tltle pollcles, “which
have ‘proven their worth any times over, there are other s“title” provismns of .
more recent vintage, which die still-in ‘their infaney, but are Bright with sm:ular
promise, "We have the Bpace Act, the National Science Foundation Act, the Coal
Research and Dévelopment Act, the Saline Water Conversion Act, and. the Arms
Control and Disarmament Act. “There is ‘the. Water Resources . Resealeh Act of
1964, where 4 title policy might enable us to cope mors rapidly with the pollution
that has contributed to reducing the. duck. breeding populatlon to & record low.
(Daily Congressional Record, Aug. 12, 1965, p. 10407.).

Through all of these congresswnal enaet:ments runs the thnead of . the pubhe
{riterest. We have mnew fields .of .technological opportunity which -are. béing
opened up by investment of tha taxpayers nicney, accompanied by a’patent pohcy
which makes avallable {nformation dnd inventions to all-—not just the one ‘com-
pany which was pald 4 profit o, d_o the 0r1g1na1 regearch job, These programs
listed in section 11 have been and Hre now wajor bulldmg blocks i in our strength,
character, and fame as a nation. | .

© . Yet, they are all scheduled for. the gu1llot1ne under s, 1809 w1th0ut the' beneﬁt
of trial or even indictment. For Congréss to. act in thig’ manner 18 not gsound in
law, in economiecs, in policy, or in leglslatlve procédire; Firtlier, in my jude-
ment, to allow this consistent. line of suecessful public interest patent legislation
to be put to death guietly ahd 1h”the dark, under the heading of ‘“technical
amendments,” is inequitous. Adoptmn of such a prowsmn by this body would be

a'breach of faith with the past as well as the future. .

. On the. coiitrary, the Congress ehould bmld 1ts pohey for the future on these
monumental achlevements of the past . . .

PROPERTY DISPOSITION STATU S OF TI—IE PAST HAV'E SHAPED OUR NATIOVAL .

_ CHARACTER

Wlnle I am on the subJect of the wisdom of Congress in moldmg our. natmnal
charaeter, T would like to invité the attention of the subcommittee to the analogy .
bebtween the dlsp031t10n of public R, & D property and the gu1delmes for dlspou-
tion of reazl estate in the public domain, o

In 1785 and 1787 the Northwest Ordiriances estabhshed the pattern for owrier-
shlp ‘and use, ag well as the political organization, of our western territories. It
is reealled with pride that Thomas Jefferson, the prinéipal author of these laws,
provided that the new territories would affiliate with the United States not as
colonies, but as free and equal States, Further, it was decided that ownership of
1 section out of each 36 in a township would remain in the Government for the
support of ‘common schools,  This Government acreage was later ralsed to 2-in
1848 and tod during the 1890's. )

In 1862 the Hoinestead A¢k established & pohey in accordance’ Wlth Presr.dent
Lincoln’s devotion to’ democfatic ideals, which allowed any person to ebtam a
homestead of 160 acres by living and- workmg onit.- -

In 1862, also, the Morrill Land Grant College Act endowed each” State with
80,000 ‘acres for each Member of Congress for the support of agrlculture and

. .mechanical institntions of higher education.

I beleve that this wisdom of these pohcxes for the dlSpO’SlthIl of the prubhc
domain have brought mdependenee of livelihood and of mind to our people and
honor to our Nation. It is mterestmg, 1 ‘believe, that the land dlsposed of to
further common schoola, mcludmg the land grant colleves 1s about the sxze of the
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States of New Mexmo ‘and Montana Tt i also interesting that the amount-of
. public land granted to small holders under the Homestead Act ‘and its successor:
legisiation amounted, as of June 30, 1963, to an area equivalent to the area of”
the States of’ Arkansas, Michigan, North Dakota and Texas combined:? - Since:
these figures are 2 yedrs old, we might even be able to squeeze in Hawaii by now.’
{ See the “Public Lands, Studies in the History of the Public¢ Domam“ by Venmn'
Carstensen, University of Wisconsin Press, 1962.) - :

"Now, Mr, Chairman, we know how much this land was worth in 1862 because:,
it iz set forth in the Homestead Act—between $1.25 and- $250 per ‘acre; "Hven
using the $2.50 figure, the maximum worth-of all of this land in 1962, ‘the total
value of - the property ‘disposed of by the 37th Congress-amounts to 1ese than a
billion .dollars, - Liook at.the good that has.been done .by.disposing of this .§1
billion worth of public property in the interests of all the people.. By 1954, total
investment. in atomic energy. had reached a cumulative total of $12 billion. In
1964, our public investinent in pateut property reached about $15 billion a year.

In this discussion, I am assuming that the patent rights to this public property

" are-worth its cost—what we are spending on it.. The patlent rights may be worth
le:,us, or they may be worth.a great deal more.. The.rvecord-is, T believe, deﬁment
in, ‘this respect. The Congrees needs some expert testimony on what this property.
is worth, and I recommend the subcommittee obtain such testimony.

At any rate, between 1947 and 1963, the Congressional Record reﬂecbs that.
about $85 b1111011 of the. taxpayer:: meney had heen spent, to create pubhe R. & D .
property. (Congressional Record, Mar, 9, 1965, p. 4420))

In the next.§ or 7 years, the Congress. w111 probably, appropriate an additional

. $100 b11110n for th1s pu1pose—an amount equal to our entire natwnal budget

THE MAIN ISSUE I{OW ‘VlL .;TI'IE BENEFITS 0!:" THIS PUBLIC PROPER.’].Y BE DISTRIB'UTED 3

DlStl‘lh'llthll of thls wealth of intangible property rights is the central 1esuef
in this controversy The. 1ssue is not how fast inventions are developed or how.
much profit, is.made on them, ., This is what the business interests, whose respon-
sibility is to be concerned with such matters, would like to have us believe.

This .js -the argument. that Dr.-Hornig comes back to again and again in hlS
testimony,® that comypanies must be. granted exclusive patent rights as ineentives,
for commercial development ‘From this emphasis,. you might suppose that this
was the only important issue, or, at least, the most important, It is put forward
ag the overriding reason for the Government’s palmng with title. to $15. ‘billion
worth of property d yedr. .

On the question of commercmhzatmn, ILam aware of no evidence which would'
contravene the conclusions of the Agnculture Department that a title pohcy is
not a barrier to commercial development.’ I might: say that, in my opinion, a
self-serving. statement by a contractor-in this regard ig not entltled to the same:
weight.as a. study, Where cont1 actors have heen eross—exammed and othex facts‘
adduced - : : B

EXCLUSIYE LICENSE SYSTEM A GREATER INGENTIVE THA'\T PATE\’TS

However even 1f the subcomm1ttee Temains in doubt on thls pomt and behevee ‘
that additional incentives are needed Mr. Ghalrman, I ask -the subcommitiee’
whether the writing of inceutive pri owemns is not.a simple matter? Isn't it pos-
sible for & bill to provide, with great ease, for furnishing contractors with. incen-
tives, and also protection, by means. of excluswe licenses to identified patents?
Could not thege licenses extend for 3 or § years, subject to remewal if the con-
tractor shows. he is making an effort to develop the patent? I submlt that -
formunlating such a system would be child’s play for this commitiee. )

.- May 1, ask further—would.not. such an -approach have the advantage of retam-
mg our sucecessful “title” .prowsmns of the past, and the additional advantage of
almost unlimited flexibility in- the future, as to the terms and. condihons 01’:
licenses to be granzed" : . : ; S : .

1 78 600 000 acres fo1 common schools and 9,290, 000 for lend-grant colleges or 1387, 328 1
square miles compared to 121,666 square miles for New Mexico and 147,138 for Montana
. -2 287,300,000 acres or 448, 906,24 square miles -

sTrunse:'mpt pp 11, 12 13 14, 16, 1
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- If, the. subcomrmttee,m,most ceoneerned ;with. lncentwes for, rapul development;t
of inventions, I, submit.that such gn, exclusive license system is.an. e
powerful, meentwe dev;c_e_ than exeluswe patent rights, because

G‘rovernment ageney does not !need to: bear ‘the expenses ’of monitoring’ or’ en-'
forcing “walk-in” mghts I suggest we. lst, .the re01p1ent of . th beneﬁt walk in,
periodicaliy,. rather. than. makmg the. taxpayer bear the addltlonal monetary
burden of brmgmg hlm in. -
.consrd ation:;. .. :

CONE-IDERATION O‘I‘HER THAN INOE

However, mcentwes ‘o not all We are’ wor B dhor e .Tustlce Deps.rt-‘
menit uimasked tlie currént. version of this mytholbg_ in' {ts’ disgenting opitiion
to the annual report ‘of the Patent Adwsory Panel ﬁ'—1964 The J ustlce Depart-
ment stated: o

“(8) ‘the report assumes that any commermal velopment or-any 1nve11t10n.
by anyone is per se a public benefit. The Department of Justice disagrees with
such an assumption. When the invéntions are uged to extenid and ccmsohdate
commeicial monopolies which o far beyond the seope of inventions or any group
of inventions, we regard the public interest &g having’ been geriously injured.”
(Memorandum from the Department of Justicd representative, Patent Adnsory_
Panel, Federal Councll for Sc1ence and Teehuology, Dec 4, 1964 ) .

o J‘USTI(}E DEPARTMENT’S CONSISTENT Anvoceor oF A TITLE POHGY

In thls connectlon, I should hke to mv1te the suboommlttee ] attentlon to the
opinion «of the Attorney General in the most comprehengive: Government patent
report that has come to my attention, the “Investigation of Government Patent
Practices and Policies.”  This stidy was hegun at the request of President Frank-
lin 1. Roosévelt in 1948 and during its course, data was collected frond 14 Federal
agericies and 10 national govemmente That st‘udy, and 1ts supportmg documents,
were ultimately published in 1947, and have formed, the foundation fora posmon
in favor of & “title” policy, Whleh the Justice Depaltment tiag adhered to from
that day to this. T 'will ‘submit as appendix III thése consistent expreselons of
pohcy by Attorney Generals since 1956—Democrats and’ Repubhcans alike, '~

"The relevaut findings ‘and ‘conclusions of the 1947 gtudy are an excellent sum—
) maxéy ‘of the public interest factors over and above rapld utlhzatmn They read
as ollows .

IV INVENTIONS MADE BY: 0 R‘TMENT CONTRACTORS ':

“1 Where patentable 1nvent10ns are. made in:the dourse of perfermmg a G'OV-'-
ernment “financed - contract - for : research:‘and -development, ‘ the : public’ interest-
requires that all rights to such inventions be assigned o the Government and not-
left to the.private ownership of the contractor. Public control will assurs free:
and equal availability of the inventions to American industry and science; will
eliminate any competitive advantdage to'the contractor ehosen to perform researeh
work ; will avoid undue concentration of economic power in the hands of a few
large corporatmns will tend to' increase and d1vers1fy avalleble research facili-
ties' w1th1n the Umted States o’ the -advantage of the Government and of the’

) natlonal eoonomy, and W111 thns strengtﬁen :our Amencan system of free'

htie Phig: show g I beheve I: have made elear, JS how the beneﬁts of thls puhhc"
property shall- be distributed.” The matter can!be traced back: té the divigion
betwéen the Jeffersonian- Democratlc Party and the Fedéralist Party of Alexander
“Hamilton:* It is whether the:powers:of’ Government shall be exermsed for “the‘
benefitof the many, or of-the:few.: RERE :

I believe it is important to stress that any congressmnal patent ‘hill
‘only with Government property. It has nothin

déalitg
to say about private research




,&nd development . We are deallng»here onl‘y w1th propel ty bouvht and pazd" or ‘by

0, 1963 thiere was issned’ the Pres1dent’s statement on Government
patent policy whlch gives us the following perspective: - -
“UePuring the- past 20 years thére has been a great deal of chscussmn and con-
troversy .of ‘What rights the Government should-acquire to inventions resulting
from’ Government-gpongored resgarch and-development. The impeortance of this
'questmn has been studied mcreasmgly gince World War 1X with the ever-incieas-
ing and now subttantml eontribution the Government is makmg to-the research
ard development effort in praetmally every ﬁeld of sc1ence and technology The
) debate focuges on the pubhc {niterest’ ¥ * =7
TR T were to chiardeterize this debate, T Would sy “that it has been the common
Jaw, the courts, the Justice Depattorent; ‘and the pubhc 1nterest on one gide and
the contractors and their representatwes on the otheér.;
‘Lately, ‘the’ tradltmnal business: interests, wiio 'are responmble to then' share-
‘holders  and whose job ig f n’ia‘ke money- have been Jomed by a new element
.These are the selentlet :

. THE ROLE OF T,'E[E SCIENTISTB

We he.ve seen 5 good deal of speeulatlon on the poselble eﬂeets on soc1ety of- the
idgcendancy-0f geientists in our-national life. I believe it-is germane -fo point out
tthat the patent: statement of 1968 which is the work of this group; contains: no
-memorandiim: or:law supportiiig its policly. It contains no emplneal study baged
‘on patent practices of :the agenciés whose policy it proposes toichange. Iticon-
- tains no reference whatever te the definitive report. of the Department of Justice
in 1947. Needless to say, there is no discussion of the constitutional respon-
gibilities of Congress as.to: patent-policy or -the- constitutional obligations of
Congress concerning the disposition of property belonging to the United States.
Mr. Chairman, ‘I submit that thé Congress hag an obllgatlen to protect the
douniry against the presumption that the scientists” can ‘do no wrong., Many of -
_our eminent scientists are employed from tlme to time’ by large' corporations
) and unwermtles, ‘which are fhe’recipients of large amounts-of Federal R. & D.
oney. Many of them thus have a direct or indivect financial interest in advo-
c ting the retention of patent rights by contractors or other ingtitutions.
“In-addition, their areas ‘of responsibility ‘are, not’ defined in terms of pohtlca.l
Localities which contain agnculture as -well as mdustry, sinall -business as well
X largé, poor, areas as ‘well di Wealthy ones.  They are not sublect to the same
“infludnces’ ag a man-who has zained his adult expenence i ithe ﬁeld of public
gervice, and who is impressed with a public trust. They have not seen the ebb
and flow of hational policy ‘over. many decadeg.  The SCIBntlStS are wizdards in
_ereating’ valuable Ri& Dl pmperty, bt when it conoes to’ dlspontlon -of this .
property, it 1s well that th Gonstltutlon ,'places‘ the ultunate responmbﬂxty

*out in:article IV, sectmn B of the Congtitiition;’ W]nch provides e L

“The Congress shall have the powerit¢ dispose:of:and:make} a]_l needful: Rules
and Regulations resnectmg the Territory, or other Property belonging to the
United States.’” :

Article I, section 8, clause 8, of c(}urse, gives Congress the power:

o promote the progress of science -and the useful arts, by securmg for
limited times to authors and inventors the exclusive right. to thelr respective
writing and discoveries,”™ :

The chairman reaffirmed these principles earller thIS year, and in opening
these hearings, noting:

“In recent years the Congress has frequently consuiered the mclusmn of
patent provisious in legislation authorizing new Government research programs.
Tt is clearly the intent of Congress that the basic guidelines of Government

- patent policy should e determined by the Congress.”
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Even 80, wgﬂanee is called for in order to-remind executwe agencies, pnvate
corporatmus, and the people of the United States of these responslblhtles It
-is.up to the statesman in Congress.to resist the powerful pressures of thiis
hour and to reassert the interest of all the peoplé in their patent property..

I confess to surprise in reading the- portions of the Patent Advisory Panel
progress report of June 1964 ‘which purports to establish a uniform patent policy
-by executive action, and to reviéew patent practices and policies of each Govern-
ment. agency—many -of which have been .established by congressional enact-
ment—"to identify. areas where,.in the opmlon of . the subcommiitee {on Regi-
lations Review) the regulations are either in conﬂlct with the policy statement
or fail to earry out its full intent * * *" (progress repert June 1964, p. 7).

It was shocking to me that an.executive. department ‘namely, the National
Aeronauties and Space Administration,: would -establish a pa.tent policy. by its
own regulations which is not only. contra,ry to the report, but ig in direct contra-
vention to the National Aeronautics and. Space Act, enacted in 1958 by this
body. - I have spoken at length and in.detail upon these departures from the 1aw
on a prior occasion. (Congress10na1 Record, June 17, 1965, p. 135681).

As the subcommittee is aware, NASA's current pohey leaves the dJSpOSltmn
of Federal research and development to the discretion of individunal contracting
officers, who can dispose of all Federal rights at the time of contracting, when
{he.nature, extent; and-value of patent property cannot possibly be known..

These kmds of trespasses on congressional intention: and responsibility-should
-not.beallowed :to peitsist, - However, I have the impression that & 1809 would
‘mereély: ratify. these: abuses by repealing the “title’:presumptions and: procedures

_-of:the SpaceAct and leaving matters to the,same admmlstratlve d1ecret10n
~;Whlch has created the present unfortunate sﬁ:uaftmn Pt ‘ .

THE GONSEQUENOES OF: PAST POLIGY

In order 1:0 legislate on thls matter for the future, It is necessdry to
_asses {he effects. ¢f what we have doiie in the past, in terms of the drstrrbutmn
'of benefits of Taxpayer-ﬁnanced research. . .

It is miy view that, Congress use itg power to protect pubhc R. & D property
for the benefit- of the many—ithe taxpayer, the small businessman,-the State
and munieipal- governments which must provide services to the people, the h0s-
pltels, and other such institutions which do not participate dlrect.ly in the allo—
cation of the $15 billion annual R. & . appropriation.

. The subcommittes may’ ‘have seen the articlé in the' Washmgton Post of July

17 1965, headlined “L.B.J. Prods Cabinet for Budget Eeonomy " T have attached
it to my statement ag-appendix IV. .

- The articlé notes that, for the ‘second strmght day, Premdent Johnson spoke
personally with Gabmet ‘and other officials about economy in Government.

He said: “T want each of you to bear in. mind that the great burden of
Federal taxation is not on the rich of this country, not on the poor of thlS
country, but on the average family * * *. It's the average family that's going

“to'pay the bill. .They are the ones that buy the missﬂes. They are the ones who
‘pay for the chauffeured limousines * * *»

-Similarly, it is the average family who paid for $15 billion worth .of research
and development last year, and $85 billion ‘worth. smce World War II and the

average :Es.rmly should get some return from it. "




CONOENTRATION IN: 1'NDUSTR-Y GROWS WORSE

As to the small busmessman, it 'scems to.me from the followmg 1nf0rmat10n
developed by the Council of Economic Advisers, the Bureau of the Census, and
the National Science Foundation, that the overall effect of Federal patent policy
during the post-World War I era has been to reinforce and accelerate trends
toward concentration in our econormy. & -

The Council of Fconomic Advisers had this to say about trends in industrial °

. strueture in its annual report to the President.in January 1965:

“& % * Within the important manufacturing ‘sector, certain structural trends
have emerged sinee World War II: (1) '.I.‘hrcugh 1nterna1 expansion and merger,
large firms have grown more rapidly- than t,he manufacturing section az a
whole * * ¥

“The market share of the 100 large&t U S manufacturmg firms has grown
rapldly # k% photween 1947 and 1962, theéir share of value-added in manufaectur-
ing grew from 23 percent to 32" percent And their share ‘of all manufacturmg

" assets increased from 39 to 45 pereent between 1950 and 1962. ’

“(fince 1948, the FTO) has recorded more than 11,000, mergers * * %, Since

. 1950, the 200 largesi industrial corporations have acquired more than 2 OOO other
concerns, and. 2567 of the largest 1,000 manufacturing corporations have disap-
peared through merger (Economlc Report of the Presmlent released Jan, 28,
1565, pp. 132-133:.) -

As several members of this snheommitiee are Well aware, the Federal Trade
Comumission estimates that trefids toward concentration aré becoming even more
pronounced. It has:testified that the.ghare of manufacturmg agsets held by the
100 largest manufacturing ‘companies rose from 886 percent in 1950 to about
45 percent in 1962 and perhaps as high as 48 percent in 1964. The share of ihe
200 largest seems to be increasing even faster; b (Bee “Dconcmm Concentration,”
hearings before the ‘Subcoinmittee on Antitrust and Monopoly of the Commlttee

"on the .Tuchcmry, U.8: Benate, July 2, 1964, p. 121.} - The Comrission says further
that mergers for the first - months of 1965 are running af an alltime high rate
of 991, (See, also, “Mergers and Supereoncentration, Acqm31t10ns of the 500
Largest Industrial and 50 Largest Merchandising Fu-ms,” staff report of the
Select Committee on Small Businessg, House of Representatives, Nov. 8, 1962.)

Now, in the face of these tendencies, which the Justice Department has
V. 1ewed with alarm under both’ Democratlc and Republican administrations, What
has been the 1mpact of ‘Federdl research and developmem: pohcy‘?

FEDERAL R & B, POLICY HAS ENCO‘URAGED GONCENTRAT’.I’.ON

For a beginning, we will take allocation of Federal R. & D. money to the top

four companies of all industries and compare this with.how industry itself
allocated its R. & D. money. - Between 1958 and 1962, concentration of research’
and development funds spent by the .top four-in mdustry declined 14 percent.

Over the same period, the concentration of federally financed research and

development inereased 16 percent, a difference of 30 percent., For the leading
eight companies the industry concentration’ ratio. declined 4.76 percent, but
Federal research and development concentration_ ratio increased 9.52 percent,

a net difference of 14.82 percent. This is shown by the following chart, which is

to be included in the National Science Foundation pubhcahon entitled “Funds

for Basie Rescarch Apphed Research and Development m Industry, 1962 i
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This data 1s conﬁrmed by reference%:o the data on an mdustry-by—mdustry
. basis. In areas where comparisons are available; the mogt recent. (1962) figures
indicate that, for the top 4 compames the proportion of Federa} money exceeds
the proportlon of private money in 10 cases, while one cdmparison is the same,
and the other differs by.l percentage point. . For the top & companies the coun-,
centration of “Federal reégedrch: and development money excesds industry con-
_centration in 16 casew out of 19, and for the ﬁlSt 20 compames the Federal
concentration exceeds the mdustry by 14 to: 4
What, is even more disturbing is that this concentratmn has t-ecome worse as
the years have gone .on:and: Federal research and developmeﬂt expend1tures
have risen sharply,
A’ comparison of the 1962 figures “With the relatwe concentrataon ﬁgures of
1958 indicates the following :
“In mdustl'y, conceniration of regearch and development funds has gotten
worse in Tiedses; betterin-42-cases, afd hay remained the same in 3.°
“For Government research and development funds, Where figures are avail-
able, there has heen a worsening of conceniration’in 9 cdses,:an improvement in
_ only 16, while 2 have remained at the same percentage levels.” .
This is illustrated by another “¢hart compiring figares devel-)ped by"the Na-
tmnal Sc1enee Foundatmn for the years 1958 and 1962 :

N
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TAﬁLE 2.—Percent ofutoml- R & D. performance j‘unds am,d total fedemlly fineneed: resemch and develapment accounted far by the 4, 8,. cmd 20 '
. ' compames with the lurgest dollar volume of B. & D. performonce by mdustry, 196‘2 . : L

Percent of R. & D. performance

Industry ) ) | o . .
First 4 companias Tirst 8 companies lernsf. First 8 companies " |- 5
i companies E .| ¢ompanies
1962 1958 1962 1958 19627- 1862 i T I
Food and kindred produets. ... _________ 32 37 48 55 72
Textiles and apparel . .40 58 56 70 8
Lumber, wood products, and furniture 35 42 52 55 63
Paper and allied products ___________ 20 44 - 48 58 70
Chermnicals and allied products. 42 - 45 53 56 70
Industrial chemieals_, 59 63 74 9 89
Drugs and medicines. ___._________ 39 39 62 87 94
. Other chemicals. 58 28 66 46 9
Petroleum rofining and extraction. .. 50 50 73 73 93
Rubber products 79 85 86 91 9
Stone, clay, and glass produets. ... 52 61 73 70 88
I’rimary metals._... . 41 | 44 53 58 7%
Primary ferrous produets..._..____ 57 59 72 76 88
Nonferrous and other mestat-prodmncts. 48 56 . 68 .72 86
Fabricated metal products. - 39 48 53 65 | 64
Machinery . 52 48 62 a8 -74
Eleetries| equipment snd eommimication .. .- 60 63 74 77 84
Commumcatlon equlpment and electronic com-
_____ - 64 60 80 7 91
Other electrical equipment_ ... ._ k] 84 82 91 - 88
7+ Motor vehicles and other transportation equipment. . 89 490 © 93 -9 97
. Adrcraft and missiles T 52 50 71 71 04
Professions] and scientific instraments. 58 62 ] 70 83
Selentific and mechanical measuring 72 75 77 83 88
Optical, surgical, photographic and other instru- .
TEETES . oo ot 04 7 .79 94
.. Other mamufacturing mdustries 43 50 53 66 87
- N onmanufacturmg Industries—----.. 32 33 44 40 - 60

1Not separately available,
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As those interest in this field Xknow, there are enough forees in the economy
militating against growth of small and medinm-gized business without adding
.Sledge-hammer blows from the disproportionate admmlstratlon of Federal re-
sealch ‘and develoDment funds in favor of the giants in‘each 1ndustry S0

LOW PERCDN'].AGE OI‘ FEDERA.L RB. & D F'UNDS AWA.BDED TO SMALL BUSINESS

“Yet, we have the spectacle of about 85 pereent of all Federdl: research and
developmernt funds being awarded, under the system of classmcauon used by the
National 8cience Foundation, to “large” companies of more than 5,000 employees.
“Medinm-sized” coinpanies of from: 1,000 to 5,000 employees’ receive about 9
percent, with “small buginesses” havmg less than 1,000 employees receiving only
about- 6 ‘percent of these enormous sums (Most recent ﬁgures from Natmnal
Sc1ence Foundation, 1962.) st

Of course, the agency which has the greatest effect upon these ﬁguree and trends
iz the Department ‘of Defense which spent more’ than 7‘0 perecnt of all

To i ustrate the senousness -of the.
Detense Department, -may I :quote the testimony: of- Dr; Robert ¥ Lanz1llott1,

chairman of the Heconomics Department of Michigan’ State Unwersn:v efore the '

" Senate:8mall Business Commitiee:in 1963, ag:follows®: It
i YThe: Government: 'R & I;:contracts: appear-io. be lnghly concentrated mong
‘the very:large firms. - While- smiall ;business:averages. around 16 to 17:perceint
of Department of Defense procurement, when. it-comes.to eséarch and:develop-
ment:sphall ‘business accounty. for. .some : 2:to 3.5 percéenti: In.fisedl: year: 51961,
.20: corporations: accounted for nearly 75 percent -(of totalmilitary R :& Do)~

ok kg ik inot inconsistent—mot:to sdy -dangérous—Tfor:the Federal: Gov’ern-

‘nlent to nurture such ‘concentration:in:the technologically niogtzadvanced:fields -

which can be preempted by the particuliar firms selected by -military: oﬂimale"”
(“Deonomlc Aspects of Patent Policies,”:hearings, Mar: 8,:1963;:p.-121)..

The seriousness. of thig matter of selection:is indicated. by the fact: that in! ﬁscal
yeari 1962, .97 percent of: DOD: research awards were made ‘on. a: nonprice non-

‘competitive basis.-.(Hearings, testimony of Dr R J Barber Southern Methodxst

-Tniversity Law School P 82) - S .

1t should be further noted that for the Same year, 10 ﬂrms recewed 56 pereent
of DOD’s total Tesearch money ; and for WASA, the:top 10¢companies received 54
peréent. -Furthermore, five of these eontractors are:.on both Hsts:: {(Hearings,
loemt Mar71963p56—7) R A P m

GONOENTRATION OF PATENT AUQ,UISI’I‘IO‘NS

Spemﬁeally as to pateut acqu1s1t10ns, a Department of J ustlce etudy for the
J-year p-enod ending in 1956 found that, among defense’ contractors, the top 15
companies accounted for 3,669 patents out of 6,788 assigned, for a total of 52 per-
cent. {Hearings, loc, cit., 1. 122). I would urge that the subcommittee obtain
~the updated figures, and make a judgment as to the degree of correlation between
R & D, contract administration and patent- acqulmtmn

My, Chairman, I -have recited these figures.in. .considerable detall because they
are relevant to the question of who would receive: the benefits .of a -policy: of

‘granting . exeluswe commercial rights to contractors. 1At a ‘minimum: Federal

R. & D. policy, in:-the:administration of contracts, as-well as in the allocation of
patent rights, should attempt to counteract trends toward monhopoly and concen-
tratmn, rather than remforce them as these pohmes appear to have been domg

POSI’I‘ION OF : SMALL BUSINESSES SHOULD .'BE PEOTEGTED

Wlth the formulat:lon of a general patent bﬂl thls commlttee hae a golden
opportunity o do something about it in a practlcal WAy, Yet, what do we find.?
Ag you know, 8. 1809 has no such small business provision, The President’s
Sexence Adviser admits at page 26 of the transeript that patent questmns are
“aspecially important” to small businesses. . He admits at page 27 that the Datent
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Or-two;thirds: _the research money,-and. take out. a, hglf or two-thirds of the
patents, there g little question that this policy.is preferential to big business. . |
I the name- of all we yalue—independence of business enterprise, of ﬁnances,
-of mind, and. of, splnt——-the Gongrees onght to fake the time and trouble to pr0v1de
eqmtahly for small bysinessin any patent leglslatlon
8.71809, W’thh is: the prmmpal bill. before this- subcommlttee, is based very
héavily upon the language and phlIOSOphy of the Patent Advigory Panel Progress
Report of June 1964, .
011 page 8 of tms r, o

'we ﬁnd the essence of thls ph1losophy You vull

LR where . overnmefn eontraetor 1s expected to buﬂd upon ex1stmg
knowledge in ‘a2 field of technology directly related to an-area: in whlch the con-
tractor has an established technical competence and & nongovernmental com-
-mercial position, the.policy statement sfipulates that the pprincipal or exclusive
rights to resultmg inventions should normally remain in the comtractor * # *
this situation:is:perhops best dllusirated:-by the typical Department: of Defénse
.contract: whw 'w mtended to build upow a, contmcto'rs esmbhshed techmcal
“gompetence, #4407 . (Erphasis ‘added:): :

The sta‘msncal matenal aboveiindicates’ What has been happemng to the struc-
“ture: of our-economy udder a Government patent policy dominantly influenéed by
the Depariment of-:Defense.:~These trends: threaten 'further: concentranon in
the economy if .this philosophy ig projected into the future.

HThisswould-mean dlsadvantage for not: only small -business and medmm-sved
busm_e*ss, but all business in this country-éxcépt-the favored:-few corporate giants,

= Enactment of such a policy by the Congress at this-time of rapid: techndlogical
:chiange:and scientific dlscovery Would cast a pall on our system of: free enterprzse
foi gererations to:come:: E

It would:assure -that the top eompames get b1gger and more powerful whﬂe
‘smaller Tivals:would: be:sundérsincreasing pressure-to merge, sell, o7 be driven
-out of business.:It:also means -thai. many men.of ‘initiative- would_-’- be:denied
Jthe: Fights:efi igoinginto ibusiness; ‘or . seeing. their: ‘own { busitesses  grow and
flourish. The plulosophy of thls propoeal thue stnkes at:¢he- heart of: our free
enterpnse systems: ; EH

& Agcordingly, M m:nan I recommend that there be a: mechamsm by whmh
.smal:La‘tiusinesse's' can:igain: access “to: public -researchand developmént ‘patents
done by the giant corporations with public funds. :Retentiob of title:dhd a. flex-
ible. systém of licensing according to the equ1t1es 1nvelved seems to me an ave-
nue that should be explored: - K 5
In S, 2160, a copy of Whlch is attached as appendlx VI o-ne svstem of this
i3 bl ' Eii

N.ow at last We come: downt to the mchwdual taxpayer How eau We demon—
_§trate how hig monetary interests arveaffected . o i
«o Tnrthe  coutge-of :thefgreat: debate;” the- Senator from Lomsmna ( \Ir Eibng
‘hagraised the- ciise of ‘astest: developed to detect PIXU, a: caudé of infant'mental
retardatmn i WWhile title was:in:the-Government; commercml ananufaéturers
were- producmg this ‘test for: 114 cents to- 2 cents ‘per haby;: and making & profit.
-¥When:a privatefirmiclainied a patent on:thisstest, it was priced-at §0.52 perbaby.
=000 Atgnsti12, 19656, two: Sendtors: intfoduced eébill.-:(:s.' 2402 thatwould:appro-
priate “such sums as may be necessary” to buy a test for every newborn baby in
the country.-iA-1ittle arithmetic demonstrates that-the sums nhecessary would
be more than $2 mijllion higher under a license policy than under a title policy.

T appropnatmns for developmg the PEKT test’ ire eshmated to

1G




The detaxls of this story are morg fully, set forth in, appandiI ftached, 88,
1 beliévé thcy are especially’ pertinent in’ viéw of the; meng};gr }er{ 'h > Judieiary,
Commiftee who have talken an interest in this partlcu'lar m tef”
ok reahze that & 1809 contams a. spemal =excemﬂ;wﬂ ‘ﬁs:ilds Wh1

it. make even, more, sense Ain. scientific, mstrumentg-
mshes 57 percent or, eleci:romcs and commumcamon

' g
How_ma.ny tax cuts could be pald for. by, the sale or o8 ‘lyatL
on, some., 1, thlS extremely Valuable patent property are ; T

ties fo..continue to. do so... (Letter 1o the chau'ma

by Federal Avmtlon Ageney, June 5, 1965, p. 2.)...

From, the foregoing, it does not appear that S 1809

break.,; I, therefore,, urge the subcommittee’ t
f

CON’I‘ENT OI‘ GENERAL PA’I‘E‘NT LDGISLA

and Health, Edueation, and Welfare, have both expfressed the 0p1' i
. ther experlence ghould be accumulabed under the Presment’ pafent pohcy of
d.

does repori: a bill, I beheve that thege reservatmns and 1
and emplncal data should be recoghized. by making the

of.T I‘edei'al R. & D. property
3. P)’.‘OVISIOIl Tor preserving the many congreqswnal D
have been ordered into law over the past, three decade
4. Practical meang for dlscouragmg monopoly :
protectmg Lhe 1nterests of small business and an “open

institutions. for, dedlcatmn to pubhc purpos
-of the fair, market value, Wherever practma

appendix V “The absence of such & declaratmn oF the' adoption by expressmn' or

implication of a contrary policy, Would be, I beheve, a hlstonc fallure by the’.

Gongress

., PROCEDURAL, SEGTIONS AR ‘;AS IMEO! AB POLICY Y

Several of these provisiony pertsif ‘to matters: of-procedure and standards
These are the yehicles by which any p ]iey would d,mt

and retalmng of ownershlp 111 mventmns derlved‘from ,ederally fi
search by makmg thlS a long arduous and’ exceedmgly d]ﬂicult ani

I S




As to am, appropnate standard for, .r-;walver, T 'would’ recommend the one put'
forward by 'the 19477 ustlce Department report, that there ‘might be’ waiver under
“emergency conditions” ‘Where the head of the agency certlﬁed this was s0. I
believe that this standard would cover the equities of all contractors adequately,'
but I would be willing 'bo change my new m the face'of enough concrete evidence
that it'would not. -
There’ are several’ standards st forth 111 S 1809 under whrch contractors
would be able to dequire exclusive r1ghts The prmeipal one of these is “ex-
cepmonal circumstances oo .
“Thé 1ise ‘of ‘this phitase in- ‘sonhection W’lth patent admmlstra,tlon by 'a Feéderal
" agency has been specifically considered by & .member. of this bedy; the"Senator®
_from’ Gonnecticut  (Benator. Ribicoff ), when he'was Seécietary of Health, Educa-
tion, ‘and Welfare He' Warned of the dangerous amblo‘ultles m the uge of thls
standard inthe followmg termg ¢ .
“4“The'phrase in’ ‘exceptional’ mrcumstances ig relatively ‘vague ‘and’ 1ndeﬁn1t ‘
and in the absence of any indicated- erxterla in the policy /itself would appeal to*
ledve ‘considerable latltude to each: agernicy head to determine what onstitutes
such -cireurmistanéey. ‘While thig ‘does have the advantige of ﬂex1b111ty, it does
have the disadvantages of ‘exposing agency heads to thé pressures of those 'eon-
tractors who would urge that each cirewrnstance of hardship, however glight,
represents an exeeptional”circunistaice calling for more genelouq allocutlon
of invention pights.” .. ..y
Tha- phrase “epecxal elrcumstanees” 111 sectlon 4(c) of the b111 is Open to the )
same critick 1 which.I congider fo be wholly persuasive. '
As a mat T of fact, the report, of the Patent Adwsory Patiel upon Wh1ch S
1809 and 8..789 are based, admits, and T guote : .
The workmg e'-{penence of the subcommittee hasg revealed that varlou:, agen-
cies Have ‘placed . dlﬁerent 1nterpretat10ns on certain key phrases found through-
out the policy statement It is believed that unless additional guidance is given,
this probleny of. prope interpretation Wwould only become exavgerated if Teft to
the unguided’ udgment of the hundreds of contracting officers throughout the
Government.” The followlil are examples # * %°3. The phrase exceptwn‘tl
circumstances,’” . .
Mr., Ghalrman, I beheve thls conféssion 1s the best emdence ‘the subcounmlttee
can have to establish two propositions: (1} That the disposition 6f these bllhons‘
of dolars worth of patent properties should be Placed by Congress, onge and
for all beyond. the power ‘and diseretion of “hundreds of contracting. ‘officers’
throughout the Government” and {(2) that the phrase “exceptlonal circum-
stapces” is .not an appropmate standard to-be used in this legislation. 7 -
It is my strong feeling that the power of disposition should be given into the
ultimate responsibility of the head of any agency who is respons1b1e to the
Pregident of the United. - States. Every cffort should be made to preserve the.
dictnality of responsmlhty for the disposition of Federal patent property, ‘Tather
than perpetrating a m1slead1ng appearance of responelbmty
'Yn "8.72160, I have suggesfed additional plmusmns for pubhc licenses and
royaltles, and procedures which would result in written findings by the head
of ‘an’ agendy as to both public versus private interests and value of patent in-
terests. These proposals might be helpful to the subcommittee in formulating
the necessary standards, and I commend them to the subcomnmttee 8 conmdera-

t the subcomm1ttee durmg its dehberatmns, I Would be
. glad to do s0.. C :

AP?ENDIX I

INVEN'I‘IONS oF THE DEPARTMENT oF “ABRICULTURE COMMERCIAL{ZED FOR THE
: BENEFIT: oF THE I;,OMBER INDUSTRY -

“1.-The neutral nlfite’ semichemical pulpmg process for softened chlpped wood
in, order to,obtain . pulp, for good quality paper from woods once regarded as
tnisuitable for papermakmg It was reported in the press this mohth that
application of thlS Drocegs hag been extended to redwood chips. - The process is
used throughout the country, in more ‘than three dozen mﬂls and aceounts for

+ Trangeript, p. 87.
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about 7 percent of all pulp productxon w1th P tang'lble value in excess of $200
million, * One of the largest uses is making eorrugated board for shipping:con-
tainers which are superior to those mdde with any ether materialg.. It also
accounts. for the use of more than 1% m11110n cords of hardwood moet of ‘which’
are too low in quality for other purposes,

2 Another agnculture petent deve}opment ig the ﬁber-glass electrleal goil
Again, in the words.of this subcommittee : Its results have made businesses Iarge
savings in: time or agrlculture research workers and 1mproved the rehablhty of
s0il by ‘moisture déterminations.” ™ .

3. The eleciric wood moisture 1nd1cat0rs whlch are w1de1y used by 1 mber
producers and. wood—usmg industries. -

4, Fiberneer is a new and. useful packaging material. It comblnes the de—
- sirable attributes of paper ‘overlaid wood veneer with ‘corrugated ﬁberboard to
-“produce ‘g ‘thin' and hghtwelght ‘material possessmg substantlal compresswe
strength under high moisture conditions. :

Becéause of its strength, wood containers can. support heavy super:mposed stack—
ing loads even when subjected to humid storage conditions., However, an all-.
wood container.is heavy, bulky, noncollapsible, and. somewhat diffigult; to- fasten,
gtore, and print. Corrugated fiberboard: confamercs are lightweight, inexpensive,
provide some degree of cushioning, pelmlt labeling at time of manufacture, and
are relatively strong when diy,- Under high-moisture storage cond1t10ns, however,

aniall fiberboard container:loses its wtrength. Thus, failure!to: sustain-sub-
stantizl stacking lodds places the load directly upon the contents of the- conta1ne1 /
To -alleviate" th1s problem, the: height: te.whieh the (,ontalners are etacked is
generally limited, resulting in ineflicientuse of storage space.

The object of this invention is to provide a packaging marerla] Wthh has‘.'
the strength ‘andiresistance to- motsture of wood and the:light weight, low price,
and printability: of: ‘fiberboaydi: ~Cottainers fabricated: from-such a material,
conipriging a'glued-up assembly -of two paper-faced wood veneer sheets separated
by:d eorrugated  fiberboard medlum, providés high bfaclnng strength even when
sub:]eeted £o high humidity or high moisture:conditions.’ i

5, This ‘invention relates- fo:a. machine’that produées: corrugated ﬁberboald
capable of increasing the stacking strengih’ of: ¢ontainers. about’one-third while
reducing steam energy requlremenis $0 - about-10 percent of-eonventional: opera-
tions. - Also, the ﬂoor are equlrem nts are nnly 2 small fractmn of present
needs. : : i

{The. maehme produces corrugatlons in ihe ma: chme d1rect1on of the corrugatmg
medlum, a8 contrasted with the conventional across- nachine -direction.: : This
cortributes to thé:increased: top-to-bottom eompresswe strength of containers
fabricated from- it ‘and -to thé increased speed -of the' manufacturing eperation..
The speed can be-increased because it is viriually a stress-free operation and the
‘machine provides a continuous means for applying both top and bottom fdce liners:
simultaneously. Boxes can’ be fabrlcated from 11: on regular slottmg, SCOrlng,
and prmtmg equlpment )

APPI}NDIX II
[From the Wall Street Journa] July 20 1969]

NEwW YORK STATE Gives- AMF GO—AHEAD To BUump AToMIC DESALTING PLANT—
Norice PorTENDS $2,750,000 ORDER FOR PACLLITY To CONVER‘I‘ DA].'LY 1 MILLION
. GALLONS OF SEA WATER .

(By a Wall Street J ournal staff reporter)

NEW YORK —Amerlcan Machme & Foundry Gorp sald 1t Was authm ed by
the New: York State Atomic and 8pace Devélopment Authority to.begin work on
a $2,750,000 contract for 4 nuclear-powered desalination plant, -

The facility will. be located at Riverhead, N.X., on Long Isl Sound and
will eonvert salt water to fresh water at the rate of 1 million . -gallons
It will. also have an electric generating capaelty of 2,500 kllowaﬁts and
duce high-energy radioactiverisotopes for industrial and medical uses, PR

The authorization was in the form of aletter of. intent providing for the execi-
tion within:3 months of.a definitive contract under which, AMT' will provide. all
basie development design, and equipment for the project. This includes’ fbe
-mw‘lnar reactor, the desaltmg eqmpment, and the electnc generator,
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Water output from Sarfiifie w111 b purcﬁased by Rive '. ead 2
from 35 cents per 1,000 gallons in the 1st yeat ki ‘ ]
ing ya N Elecimelty output wﬂl be bought
15 mﬂls eI kllowatt hour

Among the factors declded fn- Presudent Roosevelt & 1 :
of: mongpoly: and -concentration as a: -eonsequence of; Government pabent policy;
has:recurred :with: regularity -and increasing:inteénsity. as: Federal: mvolvement
in research -and.development financing. has mounted over the last:25:years.: ..

A Republican -Atforney . General;: Herbert Brownell 11956 declared--; n the

: .followmg lariguage, his concérn; . .
© oSk ok grith the foture.of competltweaenterpnse, and 1t. il 1mp0rtant tha,t i s )
share of this. (research gotivity).be:administered:to. promote competition:* A%
(W) indications -that. run. -counter -to -the-industrial..t¥end: toward concen,tra—
tion; but in some-degree may actually enforce.® #.% the. dlSI)I'ODOI‘thIlatE share
of total industrial research and: development in the large firms: may. foreshadow
4-greater: concentration .of economic power. and progress means.that in'the future
an’ ineredsing - share : of .anticipated- improved technologles .and -new productmn
11nes will beintroduced by the industrial.gignts.? .. ;

1 In 1961, -before-Benate:Subcommittee on: Ratentsp{[‘rademarks, and GOpymghts,
-and in Tesponse to’ questioning by the chairman (Senator McCleDan) Aggistant:
Attorney . General: Lee-Loevinger. made the. followmg summary of: arguments
as:to the danger of coneentration:: : SR . : :
woiBenator MoCLBLLAT. ¥ %% conczsely, Jify th Government gets ;
benefits: it wants- from:a. 11cense what is fthe real objection £o-letting the m-
ventor: or:discoverer;: whether amw mdwldual or. mdustry, take “th patent ;

- forexploitationcommercially * *. %72, oo Cea :

S LOBYENGER One, . this constltutes "
He gets commercial rights that have been paid for generally, o :cost—plus basis,
by the people of the United States,. (and), exploits them exclusively for his
own commercial benefit. They would be rights, that he would otherw1se have to
pay for, and they are/given to hi out 6f'tax moneys!

Yo, these, submdles are given;not to.
needful but, to. those that least need. the
olistic corporatmns in'the country. ‘ 0

“Three, because of this (there is a tendency towar d) 1ncrea31ng concentmtmn
of economic power whichdn furn subverts the basis.policy of antitrust law. * * *
© “And, four, we believe that thig is going to lead ultimately fo a degree of
concentratlon ‘that! éi;[mre the Government to steh in with: 4 kind:of rcégula-
tory:power over tliege great doncentiated monopolies that 1§ nothing mord: oi- less
than a. precursory to ortd kind of’ soelahsm, ‘1f you llke‘ I thmk that the et




A,

M Me,; LOBVINGER. Yes, sirdt  (Government: Patent - Policy; Hearings:Before the
Subeommlttee, .on. Patents; Trademarks, and: Oopyrlghts of -the Gom.mu:tee on the
J udlmary, U.B. Senate, Apr. 21, 1961, p. 198.) R : :

- Buccesgive: Deputy: Attorneys General of:the Kennedy and J ohnson admrmstra-
tions. hgve expressed this concernin$imilatstatements: -, Deputy- ‘Attorney Ger
eral Byron R: White; befom th Senate Small;Busmess Gommlttee T March 26,
1962 spokeas follows § i R gt ot

Many of these eontractors are & eady leadels n. then' respectwe oommelcml
fields...:: They aiready 'possess highly developed facilitiesiand mature capacity for
research; ;i 'The: effect:of- :allowing: sueh: firng additienal .patent rights as. well,
tends to consohdate their already dominant: posutlons angd make the1r preferred
status in newly developed 1ndustr1es even 01e immune to competition than it is
now, :

“The license. pohey automatlcally rauts patents to. the confractor. and con- o

‘solidates "dom] nance. Wlth()llt regard for the gqnsequenoes in terms of monopolyr
power. The experielicé of the Antitrust Dividion has demonstrated that litiga-
tion .te. break up.unlawful. ageregations. of patents and. koow-how' is.a- difficult
and frequently meﬂ’ectwe remedy. . It is:nsually avaulable only after conslder-
able i injury has; already been; suﬁered by the economy. :

“Whel tle generally. vested in the, Government, ready access of small busmess
to know-how. as well as: patent 1'1ghts, 1s more. adequately safeguarded than would
otherwise e the: case.ln, .

el ] eneral the Honora e Nlcholas DeB -Katzenbae 5
the Senate Small Business: Committee a-year laters.:i. .
o f'The:Department of Justice has frequently: stated that When mventmns are
produced. as .a result.-of: governmental -expenditure it is generally undesirable to
permit the developing contractors to.exclude others.from-the use of inventions. -
Thig:is partly -truein-cases.where:the research itselfiis aimed :at.developing com-
mereigl. products to: promote public. health, public.safetly,..or increased-produc-
tivity-butibeyond these: ohvieug examples, webelieve that the' Government should
generally retain title * * * and rarely, if ever, should the Government: agency
in; advance; of. the time . when. the invention. is-khown and:produced: for- title to
‘beigiven- to -the-contractor . * .* *. theigreat. defect.of ;a- policy which routinely
provides-in: advance-of inventions.that-contractors;retain, title iy simply . that no
one-can know at the-time. (of contracting) what.it-is that. the Government: is
giving iup-or:ihe contractor.is acguizing?’: . (Beonomic: Aspeets . of -Government
Patent. Polieies; hearings before: the Monopoly Subcommlttee ofithe. Bepnate. Small
_Busmess Commxttee, Mar. 7, 1963, 1. 2.) TS o b T
- The:presentopinion-of the Department ofidustice,
contamed:m h d. RH H

in the Government.s economy C ) ‘ :
"He has mdlcated there is s ger us questlon Whether the budget eould; remam
under’ ‘$100 billion next year m", ght of the’ jncreased cost of the Vietnamese’ \rar
and his Great Soclety programs. ¢ t
billion, with a defieit of $5.3 bllhon o ; ‘ =
At yesterday g8 sessmn Mr. Johnson fold a gathermg of 0ﬁie1 1s f1 om varions
departments and agencms, “T want each of you to bhear in nnnd Lhat ‘the  Breat
burden of Federal taxanon s not on the rieh, of thls countr 7 not on the poor
of thig muntry, but ¢ on the avemge Family.”
‘He placed heswy stress on reduced Government costs to permit’ the Umtec“l
States fo finance its world, leadersmp in education] héalth’ and dther fields,
Interior Sec*retary ‘Stewart L, Udall; Agmculture Secretary Orv111e I I‘reeman
and’ Pove'rty ‘Program’ Dlreetor Sargent Shrwe <Were 'amo 12 the ofﬁ als
reported on théir own’ money—savmfr aehlevements: : e i
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“Mr: T ohnson -ended the degsion by urging: subeabmet officialg ‘to"éome’ up 'with
“a realistic:bare bones budget” thattheir bosses can defend when he scrutmlzes 1t
1111e by line at the end of the year. :

- He urged each Cabinet tnember o make at :least three suggestlons that could
be of use o other departments as well.  Pointing:to charts behind him on -how the .
Defense Department had saved:billions of dollars; Mr. Johnson said:’

“Youall don’t work with missiles but you may find ouf how to save on:a pencﬂ )
bill, or an electric bill; ora food bill; or anything. *. * * i

~“It's.the average famlly that’s gomg' to pay this bill,- They are the ones that
buy. the missiles:: . They are the ones that pay for the chauffeured lmlousme‘s i
They are the ones that pay to hght the chandehers L P

A.PPENDIX v

' ME\IORANDUM oF Law APPLIGA.BLE’ T’ DISPOSITION or PATENT RIG—HTS ARISI\TG
. OUT or GOVERNMENT-I‘INANOED RESBARCH AND DEVELOPMENT

ThlS constltutmnal prOVJ.SlOn ig s1lent asto the riethods of dlsposmg of pmperty
. 'belongmg to the United States, and-any: appraisal of the scope of ‘authority con-
‘ferred thereby is to be obtained almost entirely from the judicial precédents
wherein :this: provision®has: been  construed. A thorough "examination -of the
debates and jonrmals-of -the:: Constitutional: Conventions, the Federalist, and
Story’s Commentaries discloses merely that the framers of the Constltutlon,
during their consideration of this provision, 'were preoccup1ed wn‘:h the aeqm-‘
sition and disposition of publiclands by the United States.
~In United States’ v. Gratiolt (14 Pet. 526, 531, 532-533, 537—538), wherem a
11t1gant contended that the: congtitntional power to dlspose of ‘federally owned
" property: embraced only the sale, but not the lease; thereof; 'the - Supreme: Court -
answered. by holding that the power of :disposition “1s végted in Congress withott
limitation,” ‘and - “the :disposal ‘must ‘be:left to the discretiom ‘of - Congress,”
Again, in Ashwander v.: Valley Aumomty (297 U S 289 331—333 338 (1936)),
the Court reiterated that this— -

- “Consitutional provision s silent as: rto the method of dlSDOSIIIg of properby be- -

longmg to thée United States.~ That method, of course, must be:an appropriate
means! of disposition. aceording to. the nature of the property, it must beé one
adopted in the public interest as distinguished from:private or personal ends,
and we may assume:that it must be ¢onsistent with the foundation principles: of
our-dual:system:of government and inust not be contrlved to govern the concerns
reserved to the States. :

-*The gécasion - for the grant- (of -thig: power) was the ohvmus neeesslty of
making provigion for the government of the vast territory: acquired: by -.the
United States,. The power * * * to dispose of that territory was deemed to be
indispensable to the p‘urpose of the cessions made by the. United States. And -
vet it was & matter of grave concern ‘becatise ’ of "the” fear that ‘the sale .and
disposal’ might becomesaiwource: of such-immense.revenue:to:the National Gov-
ernment, as to make it independent of and formidable to the people.’ Story
on the Oonstltutlon {parg:1325, 1326);  'The grant was’ made in broad terms,
and the power of regnlation and disposition was not eonﬁned te territory, but
‘extended to ‘other property belongmg to the United’ States,” =0 that the power
may be applied, as Story says, ‘to the due regulation of @il other personal dnd
Feal. property beloriging to the United States’ Azd so, he adds, ‘zt has been
constantly whderstood and acied wpon.t ' [Emphasm supphed]

. “Tt would, seema to be clear that under the same power. of d1sp051t1on whlch
enabled the. ‘Government to lease (its mineral: lands) and obtain profit from
sales by its léssees, it could * * * have provxded for mining du'eet;ly by 1ts own
agents * * * and obtain profit from its own sales.” .

.In other decisions the Court repeatedly has acknowledged that "the Govern-
ment hag with- respect to its own land the rights of an ordinary proprietor to
maintain its possession and prosecute trespassers. - It may. deal wifh such lands
precigely ‘as an ordinary individual may deal with hisg’ farmmg property. . It
may.gell or withold them from sale * ¥ * . The Unitéd States can proh1b1t
absolntely or fix the terms on . which its property may be used. As it ¢an with-
hold.or reserve the land, it can do so indefinitely- * * *," The full scope of this
paregraph (art. IV, par. 3, cl. 2) has never heen deﬁmtety settled.. Primarily.
at least, it is a grant of power to the United States of control over its prOperty i
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“(LAght. v. - United : Smtes, 220, U.8. 523,..536-537.. (1911),: citing: and: quotmg

‘Camifleld v Uwitéd States;: 167 U8 518, 524, .(1897) and..Kenses ¥. (olorado,
206 U.B.-46, 82 (1007)). 'I‘o the same effect are. United States. v.. M@dwest Ol
‘Co;(236- 1. 5 459,474 (1915):) and Smwmw Vi Umted States (279 . S. 263, 207
(1929)) ~[Emphasis ‘supplied.] :

-According to' the Statement on Government patent pollcy of October 10 1963
- “The inventions. in séjentific and .- technological fields: resulting: in Work per-
formed’ under- Government contracts constltute a mluable fnamcmal . resource.”
[Emphaels su.pphed It . :
- Phig: déclaration: appears: to rest MPOT) sound prmcmles ofs both law and
public policy.

According to settled law, a company hlred to perform identified research and
development-is subject to turning over the patent properties arising out of this
research to any employer. ineluding the Federal Government. (Stendord Ports
Co. v. ‘Peck, 264 U8, 52 (1923) :.U.8. v. Dubilier .Condensor Corporation, 289
U.8. 178 (1933)) -Since-the substance of Government research.and . develop-
ment work ‘must be defined before contracts are granted; the Federal Govern-
. ment and thus the people: of the [United States:are;, under. ex1st1ng judieial
precedents, entitled to the: entire interest in:the.resulting property.' :The tax-
payers’ interest extends not only to a licerise or rlght of ‘uge,.but to the whole
‘ownetship of ‘any invention; patent or process made:in the COUrse, of a specxﬁc
research aselgnment

The compéanies performing :these contracts fully recogmze t]ns prmelple m"

the aniversal ‘practice of requiring: their employees to sign over rights to:any
patent properties. " This assertion: of ..ownership applies to: inventiony these
individuals discover or perfect in fthe course of not-only of these same: Govern-
ment contracts, but the entire term ‘of then' employment and, w1th at least one
company, ] e'yond thedr employment ;

APPENDIx VI -
[S 2160 SBth Cong Ist sese]

A BILL To amend section 303 of the Netional Aeronautics and S ace Act of 1958 Wlth
' ro:ipect to the diaposmon of proprietary rights in 1nventions made thereudder and for
other: purposes::

. Be it enacted by the Semzte and House of Represenmtwes af the Umted Smtes
of Americe in Congress assembled, That section 305 of the National Aeronautlcs
and 8pace Act of 1958 (42 U.B.C. 2457) is amended to read as folloWs: ;

- “Sgo. 305..(a) Whenever any mventlon ig made in’ the performance of any
scientific or technological research, development or xploratlon activity under
thig Act-every invention made as a result of such’ actwlty ghall be the exch:uswe
property of the.United -States, and if such invention is patentable a patént
therefor .shall be issued to the United States upon appllcatmn made by the
-Administrator, unless. the Administrator waives all 'or any part ‘of the tights
of the. United . States to such invention in conformity with the; provisions of

L

-subsectmn (f) of tlns sectlon and in comphance ‘with the’ equi mente of tlns_

section.

A49p) (1) BEach- contract and leage. entered mto b on beha'if ‘of ‘any oﬂicer
or agency of the. United States. with. any. party, and each grant made by any
such officer or agency to any party, under authomty conferred by. this Act, shiall
be entered.into or made under conditions effective to insure that suchl party
will furnish promptly-to.the. Administrator a writfen. report contanung a full
and complete description of, and full and. complete technical information con-

cerning, each invention, discovery,. 1mprovemefnt and mnovatmn which. 1hay ‘be’

made as a result of any act1v1ty undertaken .or performed ‘under that. cg
lease, or grant. - A e e e ;

e naturo i

1ok k% Virtually all Eovernmental re%arch contracte mark out clearlv
the project; this is essential, for otherwise neither party would know what costs ave perti-
pent to the grant and henee to be reimburced by the Government. Sines the work 1s thus
well defined and one of the goals ig to invent, the Government wonld: nnder existing indi-
cial preeedents, normally be entitled to the ‘patents. and other rights. in any inventions
made durlpg. the performance of the contract * * *» (“Beonnmie and Legnl Problems of
Goverament Patent Policles.” report of the Subcommittee on Monopolv of the Select Com-
mittee on Small Bueiness, . S Senate .Tune 15 1963 p 13) ) )
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"eh part EI’faﬂS’tO trangmiit any: such, 1ep01't to the- Adn.umstrator
iyetatter the ddterdi which:any :such:invention, discovery, im-

s “(2) If’any«
rithil

;lorinnévation s made, such party shall be lizble-to. the United States
fér the payment of'a eivil penalty-in: the sdmount. of :$100 for each additional
day of delay in the transmission of guch report. to:the: Administrator. Action
f01 $hé recovery ‘ot any such: penalty shall be‘instituted by or under the direction
: Attorney  General,  and:may-be instituted in-the distriet. court.; cof -the

United States: for~‘any\3ud1c1a1 distries:in which the defendant resides;.is:found,
- or fransacts business, Process of such court in any such aettion.may-be served
i any other Judlmaln distriet of. the U Umted States by: the United States marshal
. thereof

1’0- a,ny mvexftwn whieh:appears to the Gommlssmner of Patents to. have gig-
mﬁcant {itility ‘in thecondnct ‘of-deronautical-and space:activities unlegs. the
apphcant Hles with-+the Commissioner, with:the:application or. within tlnrty_
“days” afte:{wrequest ‘therefor: by thé Gommlssmner, a 'written sta,tement executed
e oath settmg Forthithe Tull facts concerning the circumstances under which
‘$uch inveriion was made and stating the relationship . (if any) of .such inven-
tion ‘to the performance ‘of ‘any:.work under any-contract, lease, -or grant entered
- into o 'made! underithisiAct. - Copies of -each such statement and -the applicz-
CHonto whichs itrelates shall be transmitted forthwith by the. GOmImSemner to
the Administrator. |
R el@y Upon-any application’as to.which any such statement has been trans
‘itted to the “Administrator, the: Commissioner may, it the: mventmn is paten-
table, issus & patent toithe applicant unless the Administrator; within- ninety
‘days alter: rece1pt 'of:guch application-and statement, requests that such patent
‘B igsudd: to him . on-behalf. -6f  the United . States. If, within sich time, the
Administrator files such a reguest with the Comrmssmner, the Gommxssmner
ghall transmit notice thereof to the applicant, and shall issue such patent to
the Administrator unless the applicant: within thirty days after réceipt of such
- nofice requests a hearing before a Board of Patent Inferferences on the guestion
vwhether the Administrator is entitled’ under’ this section to receive such patent.
The ‘Board may. hear:and .determine,, in. accordance with rules and procedures
egtablished for mterferenee casges, the-question 80, presented, and its. determina-
tion shall be subject to appeal by the apphcant or by the Administratorto the
Court of, Customs and Patent Appeals in accordance with. procedures govern-
ing. appeal from'. deelsmns of the Bo d’ ef Patent Interferences m other

a, request for the fer to ‘the. Adrmmstrator of title to- such ‘patent on the
\records of the, Commn ssmner Notlce of any guch request shall ‘be transmitted
by the Commisgioner, {o ‘the owner .of record of such patent, and title to such
patent shall’ ‘he do trangferred to the Administrator unlesy within' thu-ty
,davs after =re(:emt of such. notice such owner of record requests a“heésdr-

f Patent’ Interferences ‘on ‘ihe’ queetlon whether ' any
‘repres tatlon Was_contamed in’ such “statément. - Such ‘question
] “etermmed and determmatlen thereof shall be- subJect to

b d‘

‘request ‘undér stibséetion (d) Tor the tdstatice of suck patent to- h1m or’ by ‘any
notice prevmuslv given by the Administrator stating that he had no ObJECtIOH
© tothei 1ssuance of giich p&tent to the apphcant therefor.

LATEY (LY Whenever any person ‘has méde: Ny mvent:mon whieh under subqectmn

(@) is the exclugive property.of the Uhited States, stch’ person may make written

application for the'fransfer to such person-of:all or any part of the:interest of the

Tnited Statés Tn t, it invention uhder, such regulations ag the Administrator shall

preseribe in-conformity with the provisions of this section,  Bach stich ‘application

shall contain a full and cemplete: (A) deseription of the invention ng torwhich the

application is made, (B) statement of the circumstances under which that inven-
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thﬁ wis made, () tatement of the relationghip, if-any.: of sueh inyention to. any‘
agency thereof and (I)). statement of such other 1nf0rmat1on as the Admmlstra-
tor shall determine to be necessary for a determination: of, action to be taken
upon such application. Hach application. for. the. transfer:of any. property in-,
terest of the United States shall be accompanied by a; sealed bid spec1fymg the
smm-which the applicant offers to pay. to the. United. States in compensatmn For.
such-inferest if trangfér thereof is granted..

(2)* Mach application made under: paragraph (1) of thls subs tlon shall be
transmltted to an: Inve:ntlons and Contnbutlons Board (referled to heremafter

W1thm the Administration. Upon receipt- thereof, the Boaxd h&ll ‘accord to the.

pon. each, sueh

applicant opportunity for hearing thereon. Notlce of hearm
tion of genelal

application shall be published by, the Administrator in a pnbl
pational eirculation at least once not less than ninety days before the
hearing, and a seccnd time at léast si¥ty days after the firat such pubhcatmn put
not less than thirty days before the date- of such hearlng Unde:: uch: régula-
- tiong as the Administrator shall preseribe, any person, shall be entitied to. inter-
vene as a party to such proceedlngs in oppos1t10n to such. apphcatwn upon a
showing of probable public or pecuniary interest.in the debermmatlo - bemade -

upon:guch application. . Bach such hearing. shall be subJect 0 the pro ; “«10!18 of. the‘
Administrative Procedure Act. : i

%(3) Upon the basis of ev1dence recewed in, such proceedmgs the Boa1 .shall
transmit to the Administrator ite writfen report thereon. If the A(lmmlstmtor
determines, upon 'the basis of the report. made by the . Board upoh any- suech
application, that considerations of equity clearly favor,. the _granting. of such
application and that the public interest would be served. thereby, he may. transfer
to the:applicant the whole or any part of the Anterests of the. United. Stafeg in
the invention as to which such application. was made. . Any. such transfer shall
be made upon the payment of an.amount, equal to the fair of
interest: transferred as:of the time of the, transfer, an

quu‘ed for the protection of the 1nterests of the Umted States,., In no. case, shall
snch fair market. value be less than the amount of; the apphcants sealed bid:
Each such transfer made with respect to any mventmn shall be subJect to. the -
reservation, by the. Admmlstrator of an. 1rrev0cab1e, nonexcluswe, nontransfer»

Who mtervenes, 1n any proeeedmg under this subseetlon w1th respe
patented OT. patentable 1nvent10n, in. oppomtmn to.the tl:ansfer Lor . whi

authorlzatmn for. the use. of such mvent;mn, and may ﬁle with, the Adm1mstrator ’
. at. the time. of his intervention an application. for the .purchase of: one 0T, moré
specified mterests in: that, invention subject to’ the- condltmns prescnbed by th
paragraph. . Bach such application made under this. paragraph ghall be, aceol,
panied by a-sealed bid containing an offer to purchase such interest, ox 1nterests in
the invention for:a sum.or sums specified therein, If the AP catmn made under
. paragraph (1) with respect to that invention is denied; th ,Admmlstrator shall
determine whether it is in the.publie mterest to grant one: or-more of the. apphca—
tions made by mtervenors under this palagraph for. the purchase of interests
in the inyvention, - If he determines that it iz in the, publlc interest, to: grant any -
such interest, he shall consider the bids. made therefor by mtelvenors, and ghall -
grant: such, interest to the. intervenor who is the highest responsible bidder for
such interest.: . Any such grant .shall be eondltmned upon. the.re i ‘
Adrmmstrator of an irrevocable, nonexclusive, nontransfers: hle, 0T
license for the practice of the invention.throughout- the. worl on. behalf
of the United- States.or any foreign government pursuant. tfo ‘any treaty or
agreement of the United States. ., If after the denial of an application made with
respect to any invention under paragraph (1), the. Administrator, determines that
it is not in.the public interest to grant. any interest under thi; paragrah he shau
. returnunopened all gealed bids made by infervenors.. . . ! S
#(5) Hach determination made by the . Admm trator in .or thh respec )
"any proceeding under thls subsectlon shail be made in ertmg, and. shall “be
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accompamed by-a report in* w]neh the Administrator shall set forth fullyr the
facts and eifcumstatices upon which reliance was placed in the making 'of that
" determination;” Within. sixty days after the final determination: of any such
proceeding by the Administrator; any party to such proceeding who is aggrieved
-by any -determination made therein by the Administrator may institute action
in'thé District Court of the United :States for the District of Columbia for the
review ‘of such fetermination; -Upon service of the'complaint. in any such action
upon the Administrator, he shall certify to the dourt a true and correct copy
of the’ transcnpt of all'evidence taken in such proceeding and-a true and correct
copy ‘of each “determination’ -and report miade therein by the Administrator or by
the Board. "Buch court shall have jurigdiction to hear and determine any such
action, and to enter therein guch orders as it may deem proper. to affirm, modify,
set aside, or-enforce ‘ag affirmed or modified any determination made by :the
Adminigtrator in such proceeding. - ‘In any such sction, findings of fact made by
the Administrator shall be conclusive if supported by substantial evidence.: Upon
application made by any party to-any such action, the court in its discretion may
order additional evidenece to be taken before the court or before the Administrator
upon such terms and conditiong ag the court may deem proper,. Process of the
district courtiin any action mstltuted under this paragraph may be served in
any other judieial district ¢f the United States by the United States marshal
thereof. Whenever ‘it ‘appéars to the court in which any such action is pending
that other parties should be brought before the court in'such action; the court
may -cilise such other paltles to be summoned from any ]u{hclal dlstrlct of the
) Umted States,

(g} To the- extent o w[hmh dasposrtlon of 1‘1ghts to any invention Hag 1101;-
been made under subseehlon (f), the Administrator shall determine, and promul-
gate regulations specifying, the terms and eonditions upon which nonexclusive
licenses will be granted by the "Administration for the practice by any person
(other’ fhan -an ageney -of the United States) of any mventmn for whlch f;he
Administrator hoidy a patent'on behalf of the United States.

CAHY The Adm1mstrator igauthdrized “to take all suitable-and necessary
stépy’to protéet any invention or discovery-to which' he has title, and to require
thit contrac*tors o1 " DErsons who retain - title 'to inventions or discoveries urder
this seetion. 'protet:t the - mven'tlons or dxsw:*ovemes to Whlch the Admmlstratlon
g has or may aequEre 4 license of use, -

R E Whenever Any perdor hag ampropmated to: hns OWI use’or beneﬁt Ry -in-
vention which under Subsection  (a) is the ‘exclugive property” of the United
Qfdtes, without authority therefor conferred upon him pursuant to subseection
(f) or subsection (g), the Atfiforney General; upon his own motion or wpon re-
quest made by the Administrator, may’ mshtute action against such person in
the" dxstmet court of the United Btates for any judicial digtrict in which such
person ‘resides or is found. " ¥uch dourt shall have jurisdicfion to hear and . de-
termme Such action, ¥ the court determines that any such unlawful a,ppropma—
] hisis ‘pecurred, 1t ghall ‘efiter such judgment, orders, and decrees as it shall
d_e érniine to be vreqmred to prmude for the éstablishment of title to such inven-
tion in the United 1S$tatés ‘and for the recovery by the United States of a sum
equal to the aggregate amount of all income derived by the defendant through
the exploitation of such invention. Any private citizen of the United Stateés
Aaving knowledge of any such unlawful appropriation of any such invention hy
any person may on- behalf of the United States institute action against such
person in any such digiriet counrt for any relief '‘which would be available to the
United States undér this subsection in an ‘action instituted hereunder by the
Attorney General, - A suceessful plainkiff in any such action instituted by ;!
private citizen shall'be entitled to recover from the defendant, in addition to any
relief granted to or'on béhalf of the United States, a sum equal to the aggregate
amount of the expenses attially and necessirily ineurred by the plaintiff in the
preparation and. prosecutlon of such action, inecluding & reasonable attorneys
fes, ag determined by the eourt.  If, in any such action instituted by a private
citizen, the coult Tenders judgment requiring the payment of any suin to the
United IStates, the- plarmnff shall be paid, from the sum so recovéred by the
United States, an’ amou.nt equal o 10 per centum wof that sym, or-the a:mount of
$50,000, which ever amount is smaller. Process of the distriet ‘court in any
" action mstltuted under this sibsection may be served in any other judicisl dis-
trict of the United States by the United States marshal thereof. Whenever it
) appears 'to ﬁhe eourt m rw"l:nch any -sur:h actwn 1s pendmg that other 'pal'tlles
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shoulcl be: brought - Ibefore the court .in-sueh action; the court may cause. such
.parties to be summoned: from.-any judicial: district: of theUnited States.. .
“(3) Whoever, with kirowledge that an invention is the exclusive property )
of the United Statés, (1) appropriates or attempts to appropriate such invention
to higs own use or benefit without authority for such appropriation conferred
upon him- underssubsection (£) of gubsection /(g), or (2) knowingly ‘conspires
with any other person to appropriate any such invention. to the use or benefit
of any persen not laiwifully’ entitled to thé use or benefit of such mventmn, shall
be ﬁned not mioré than '§10,000, or imprisoned not more than five years; or both.
Any persoh who commits any offense under this subsection with willful intent
te defraud the United States’ of its right to stch invention or to the exploitation
thereof shaill be ﬁned not aore than $DO 000 or 1mprlsoned not more Lhan ten
years, or both,
k) Asusedmthlssedbmn Lo T v )
#(1) the - term ‘person’-means ANy 1nd1v1dua1 partnelship, public of
private conporatlon association, institetion, or other entity;
“(2) -the term ‘contract’ means any actual or proposed contract, ag1ee-
. ment, understanding, or other arrangement, and includes any as¥ighment,
substutwtmn of partles, or sufbcontlaet exeeuted or entered into ﬁhereunder
-and .
© *%(8) the term made When used in relation to any mventlon means the
. conception or first actual reduetion to practice of such invention.” : :
SEG 2. The amendment made by this Aect 'shall have no apphcatlon 1:0 any
invention made in ‘the performance of any. work under-any contract entered into .
by the, National- Aeronautlcs and Space Administration before the date of: enact-
) ment of this Ac‘t . . .

A‘.E‘PENDIX VII

DETAJI.ED COST GOMPA.RISONS OF rPKU TESTS UNDER PUBLIO AND PRIVATE PA'mNT
OWNERSHIP

T Tt has ‘Deen ’brought to my atten'tmn that ‘cm August 12 Senatms Pwuty and
Edward Kennedy introduced 8. 2402; a: bill fo promote-the detection- of phenyl-
ketonurig (better known as PKU) and other, mborn errors of- meta.bohsm leadlng )
to mental retardation.

Such legislation would allow the Surgeon General to make grants of “such
sums a8 are- necessary” to the'States to pay the cost of blood-testmg programs
and other screening examination expenses; ' The simple blood téit nsed to detect -
- PKU in infants which was developed 'with public funds by .Dr. Robert @uthrie
at the University of Buffalo, has been the subject of much discussion since: it

was brought to the attentmn of tthe 'Senate Iand the publm by the Senator from ) _'

Lounisiana (Mr. Long).

Senator Long pointed ‘out that: Mlles La:boratones, having ssecured an exeluszve
license. from Dr. Guthrie for the life of the patent, reportedly wanted to charge
$262 to produce a test kit for 500 babies:- r. Guthrie’s cost to produece the kit
was $6. Fortunately, dedmated pnfbhc gervants in the Department of Health,
Education, and Welfgre-became aware of this situation and determined that
ownership of the invention belonged to the Umted States and t’he proper actlon
was talken toannul the license to Miles. . -

If each nmewborn child is-to be: te'sted for rI-‘KU’ -and the Government is to
subsidize this effort, -the market for the test kits is. virtually limitless; the
normal risks of production are eliminated. Therefore, the customary Justlﬁca-
tion for-the granting of exclusive rights to produce the klts would ha.ve no merit,

The - projected figure for the average annual number ‘of:births in the United .

States. over the next. 5 years is 4,960,000 annusally, . £ Miles ‘had beeh. allowed
to sell the kit for 52 cents per child as it had planned to do, the annual cost to
the Government for the kits along under the program proposed by 8. 2402 would
have béen $2,579,200 per year. With title to the invention vested in‘the Govern-
meiit, however, it is. possible for hospitals to. purchase the kits:commercially
for less than 2 cents per infant, and for.those hospitals with adequate! fac111t:1es
to produce the kit themselves to do so.for 1.2 cent per kit per child, o

This is a difference of over 50 cents per kit per ehlld based npou the dlﬂ’erence
between a #“title’ and a “license’” policy.

“The costs ‘of producing kits for all niewhorn: mfants in a year under the two
pohmes Would be $59,520 VOrsus $2,519; 600
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i'Alicense policy would' thus' have cost: an fdditional ‘$2' illion ‘annuslly to
pulchalse somethmg that rh,atd orlglnally been pa1d for by ‘an es’tmlated $1 m11110n

in approprmtlons o
APPENDIx VIII

THE U'I‘ILIZATION OF GOVERNMEVT OWNI:D PA’I‘BNT INVELTmNS

Inventors mdmated that the’ amount of neeessary development for com-_
mercidlization of most Government—owned patents is.slight or ‘moderate (see
table 10). Approxm]ately 35 percént.of all Government owned patents requn'e
: shght develc}pmen‘t W percent moderate a,nd 18 percent, extenswe - .

Tasrs 10. —vaentors’ estmates of the wmownt of fwr'ther defvezopme ¥
For commercialization of sempled patented m{_@;_e?_z:t@qm )

a¥ Modérs_a.te"‘ e

Agenicyjor department, . Lawm- [T -1 . . e
I Vi her o Nume | Per N mE | Perd
Sl ebert | gent i ber v eend

Departmentongnculture S | 1o |

; & | 0.0 S rapio
Atomic Enerpy Commission IR 22,7 7 319 C 99 40,9
Department of Defese. - S H ] 1 19 41.3 14. |- -30.4
Other agenii 2] (O, P TR ST 511 S S 11 B
iy - : - - e
- Petaloooiiil o Liliisgf o 80 7.8 |+ . -82 | 40,0 | ::+.28+ - 860

““The Utilization of Government-Owned Patented: [nventions,” Mary A, THoelden, assistant research
professer of econamics, George Washington University, Washmgton, D.C., reprmted from, the Patent
Trademark and Gop)rlght Journal of Resem‘ch and Educa.twn, vol. 7, No: 2 Summier- 1963 p.153

Sena,tor \/IORSE Then sir, in fa,n" s. to you and the commlttee ag
well as other. ‘witnesses, L wish you, would instruct your assistants to
keep time on me and stop meat, L think, the: e:nd of 15 mmutes, S0 thafn
I will not exceed a reasonable tlme :

enato: CCLELLAN We will ntt stop. Fou. W Wlll alel_ yo, as
to that length of time.  Fifteenminutes? . : :

- Senator Mogsg. -1 think you want meto. testlfy for 15 or 20 smlnutes,
and T'want to'be sore that T stay withinthat time,

“Senator MeCrinian. No, Senator.” We wers jlist trying to xpedite
the hearing. for, the benefit.of people from.out. of.town,. but wé, have
not adhered to that rule. ~You may: have all the time you wishe o0

Senator Mokse. No, Ddonot' want'to do that, because it is 1mportant
that you hear the other ‘people! T have put’ ”y, whole statement, in,
and I know you well enovgh, and the committee séll ‘enough, to know
that my statement will be carefully. analyzed b -you and the sta.ff
T11at istheimportant thing, to get itin the Tecor
" Senator MoCrELLAN. Very well! o ’

“Senator Mozse. 1. would like to say- at the.;outset ”vIr Chalrman;
‘that I have been the beneﬁcmry for almost. 4 years now of-an associas
tlon with a: brilliatit young lawyerwho sits at my" right,; Mr. Herbeit
Spira, who is on {he legal staff of the Suiall Business Committee, Tl
and I-have Worked ‘on'this patent issue for that period.of time.

I never believe.in cribbing, Mr, Ghalrman, without. acknowledging
'the cribbimng ini-advarice.: T want'to say that thisis a mutual’effort of
Mr, Spira and your witness this morhing. I want the record to show
that I am very proud to present Mr, Spira for this record, so that
‘future reference to it will. show that he a,nd I have Worked togetherfon
this matter. KRR o




-Since 1947, the A_merlcan taxpayer has spent.$85 billion on: Gov—
ernmient-financed research and development.. Xn the next-8 or 7 years
$85 billion more will be contributed by, the taxpayer and appropriated
by the Congress for these purposes.. ‘The.commitment of public funds
on thls scale to scientific research and the development of advanced sys- .
itlems is surely one of the most, 51gn1ﬁca,nt aconotnic events of modern

1istory.

This. suboomm1ttee has the task. of formulatmg natlonal policies for
disposition of the rights to the commercial exploitation of. patent prop
erty created as a result of these public expenditures,

The chairman’s letter of invitation to Members of the Senate. is one
more indication of thorough and conseientious approach which the
subcommittee has taken to this extraordinary and compiex task. I feel
that the Nation is fortunate in having such consideration by the chair-
man, and the diligent participation by the members. of the subcomnnt—
tee, which is bemg brought to bear on these problems il :

My formal statement is rather lengthy, since. there 1s a, good deal
of statistical and. historical material which I would like to have avail-
able to the suboomm1ttee - would like to proceed. with the summary.
If there is time remaining, I.would be glad to go.into a particular
area which the subeommittee believes it would like to ask me about.-

. T.am aware that the subcommittee,is very much concerned with the
commercial utlllzatlon and explmtatlon phase a.nd il place my :
emphasis there, .- .

In accordance Wlth the ohalrmans wishes, T hzwe ineluded i in my
statement an outline of my activities in the patent and public. property
areas, including the history.of the Morse formula, my Participation
in the Atomic Energy legislation, and the legislation which J have in-
troduced on NASA pa.tent polmy durmg the. 88th and 89th Congresses _
My position, as embodied in. S. 2160 on NASA patent policy, is that
taking of title by the Government in behalf of a,ll of the people should
be coupled with a. flexible system of llcensmg, such ag was discussed

with Dr. Shannon on Tuesday morning, August, 17. Under proce-

dures which. I envision, this system will provide equal protection;and .
even greater incentives than waiver of patent mghts, for contractors;
developing and marketing inventions. .. .

A precondition for. such = flexible policy. i 15, of oourse, the assertlon
of title by the (Government a%ency concerned in the first instance.
Once ‘patent rights. are waived .to an 111d1v1dua,1 co,ntractor for 17
years, ﬂex1b1htv s lost forever. . ..:

At the opening session of the hearmgs, the Premdexr’s Solence Ad-"
viser gave greaf emphasis to this isgue of utilization.- My experience
makes me sensﬁ:we to additional oons.tderatlons of great importance.,

_An excellent summary, of these factors is found.in the findings and
conclusions of the Attorney G'reneral’s report of 1947, Whlch I Would.
llke to take a moment to rea,d : :

IV INVENTIONS MAI)L‘ BY GOVE‘RTMDNT CONTBAG’I‘ORS

1 Where patentable mventmns are made in the course of, performmg a
Government-ﬁnanced contract for research and, development, the public interest
requires that-all rights to such inventions be assigned to the Government and
not left to the private ownership of the contractor. Puble eontrol will‘dssure.
free and equal availability of the inventions to American industry and sciénce;

54--400—65—pt. 2—13
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willfaliminate ‘any eompeutlve advantagefto the: eentrac’cor ehosen ‘fo ‘perform '
researeh work ;-will -avoid undue concentration.of gconemie péwer 14
of a few large corporauons w111 ténd to increase and dlvermfy avaﬂable Y-
search fﬂClhtles withiii the T ed =.States 1.0 t]:ie advantage of the‘ Government
and ‘of the ngfional’ eeonomy and {i I 3 Tic {
free enterprlse P hisnn : PITING I N

R UIE work, entitléd’ the “Inves‘tlrramon of Government P&tent Pr
tices and Policies,” was begun at “the request of President Franklin
D Rodsevelf in 1943; 'nd_ durmo s course; 14 Pederal dgencies and
10 Tiatiorial governments were eonsulte t wag’ ultlma Ly piiblighed:
in 1947, and has formed the foundatiofi for a ‘position’ ity favet of the

public 1nterest “which the Justme Depertment has ‘adhered to from

that day to: th}s “Tnvite ‘the subconimittee’s attentich £6 this doeu-
mient, becatise 1 -do ot bélieve it wis mentioned either i the Presiden-
tidl patent statemeiit ‘of 1968 o before this subcommittee, as it is the
maost compreliehsive dpersuasive study T have been: able to And; -

I believe that thése corisiderations;’ together with “the eVLdence
gathered by Secretary’ ofiAgmcuIture ‘Benson—cited at page 7 of my
statement—th‘tt Government title ‘does’ riot: unpede the -corhmercial

' develo%ment of “inventions, 'w{re’ conviiicing of the’ Value of o basm

title policy forGovernment-financed R: & D

However, the subeommltt'e'e is quite eorrect in couphng lts eon51dem-
tion of ownership pI‘OVISlOIlS Wlth the System of utlhzatlon, The two
stiould:go haiid in hand. o :

It is my feeling that contra,ctors should feel that they '‘are recelvmg‘
completely fair treatment from the: Governmént'in ‘this area, just ‘as
small: busmessmen, taxpayers, and individual 111ventors should feel
that theirinterests aré getiing an even break. '

~Incontrast to the brlght successes ‘of title policy,’ ;the areas’ of
agricultire, TVA, and atoric energy, let us examine the congéquences
of the-licenss. pohey, a8 exemphﬁed by the Departmert of Defense,
and more récently of NASA. 7T have spent a considerable time analyz-

. inig the effects of our Goverfiment contract and patent’ policies on'in-

creasing concentration of: wealth and asssts niong the Nation’s largest
compamss. At this tlme,‘_I_.am plefused to make these ﬁndmge avall-

As the subcommittee is aware, the
told the Pr ‘esident;in anuarythit : _

S Wlthln th 1mportant manufacturmg seetor certam structural, renda
have éfnerged sinde World War IT: (1) Through 1nterna1 expanswn and merger
large firms have grown more rapidly than the manufactunng sectmn as E
whole*** : :

“Tam serry, Senator ‘I hii v Jumped over to page 10 n the mterests
of thme. "~ I'shotldhave told you that.

" Tram: 1nformed that mercrers 111{;
6 nonths of 1965: - s v : .
~ Of course, the agency whmh ha,s the trreatest effec ipon- thide ﬁgures’
and trends is the Department of Defense, which spent imore than 70
percent of all Federal R. & D. money in 1961 and still spends more than
halfu: It is also pertinent'to note that NASA; whick fiow sperids close
to 30 ‘percent, “has” 1ncreasm01y adopted the Department of Defense

in "a;lltimé. "_hig}i f 991‘ iR




ef Defense, may T )
chafrman’of the Keonomics Deép ment
State'T mverslty before the Senate Sm 111 Biisinesé Com!
ws'tollawsy'» =¥ o Pl

: 0 ‘
-ment small bu_slness accounts for b()me 24 35<percent Iniﬁscal year 1961
toftotal military: B. & D). 3
Y i the. Federal Govern-

e‘,partlcular firmi elected bj m111ta y
(“Deonomlc Aspects of - Patént’ Pohelés 2 hear &
“hinfter of seléotion is indi
tha.t in ﬁsew,l year 1962 97 eint, of Department_ of Defense research
dwards weré made on a 'nonprice noncompetitive baisis 'E(Hearmgs,
‘{ées}tllmleny' of Dr, R J. Berber, Southern Methodlst UmverSIty L w

‘chioo p._:52 L '

T should be further=110ted that for the same, yea,r, 10 ﬁrms recelved
96 percent, of Depa,rtm nt, of Defense’s total research money; and for
NASA, for top 10 comipanies received bd pe ermore, five
of thes’re )contraetors are on both Lists. (Heerlngs, o¢.cit., Mar, 7, 1963,
p 56 ‘ 2

Now, in the face of these tendeneles, Whmh a8 deocument in an
‘Lppendlx to my statemeént, and which the Justice Depa,rtment has-
viewed with alarm under both Democratic and ‘Republican adiinis-
‘trations’since 1947, the following question arises: What has been the
impact of Federal Tesearch and development pohey? o

‘In brief, Mr. Chairman, the charts which appear at pages 20 and 21
of my statement show that the Federal Governiment is'concentrating a
‘greater proportion of its R, & D. funds in the top eight firms in ea,ehx
_Industry than' private business' is “itself spendmcr ‘The ¢harts also
demonstrate that this re]a,tlve I‘ederel coneentretlon was worse in 1962
than it was in 1958, - - e

I jump now, in the mterests of t,lme, to. the top o
‘Chairman; ‘ AL
A most trefchant ana1y51s of: the dengers in these trends was made
by a Republican Attorney General,'TIérbert Brownell In 1956 :He
. declared in: the fo] { 1ng lencruege hIS cofcern—
! | i and it xs 1mp0rtant that 1ts share of
thig. [res arch] acﬂwty be admmmstered 16 promote’ competltlon B [W]he.t
) md.lcatlonsfthat ‘Are available warn that the: Government: expenchtures may ot
JFun counter to: the industrial-trend: toward concentration; but in;some degree may
actually enforeeit. * * * The disproportionate share of total industrial research
and, developme -in the largest ﬁrms may foreshadow 4 greater concentratwn of
economu,e power in the' future, S (A)! present ‘¢onicentration of ‘such’ man-
‘powel and progress: medns that'in the fiture-af indreasing shareiof- -anticipated
Jimproved ﬁeehnologles and new- produetmn hnes:m 1:be: ntroduced by‘ the An-
«Austrial giants. ; 4

These: trends are: relevent to the quesﬁmh of: WhO would receive the
beneﬁts 'of a.poliey. of: granting exclusiveicommercidl rights to-don-
tractors. At a minimum; Federal R.& D. poliey,in the adlmmstretmn .
ef contraets a8 Well as .1 the, allocation - of petent nghts shouldr at-
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tempt to counteract trends toward mdnbpoly' and cdnpentfation rather

. than reinforce them, as these policies have been doing.. . . -

"To return to the issue of utilization, my position has been that
private enterprise, as in S. 2160, should be given the sole task of devel-
'oping and commercializing inventions arising out of Government-
financed research. ' ‘ o
-+ "However, there must’ certainly be appropriate safeguards for the
economy, the taxpayer, the small businegsman, and the consimer in
- the form of the terms and conditions on which this development. is car-
ried out. These terms and conditions now. engage our attention. .~ -

. Going to page 16, after the first paragraph: = R :
. Beventeen years i3 'a long time in this era of breathtaking tech-
nological change. One company, General Electric, is fond of saying in
its annual report that half of its sales are attributable to products
which did not exist 10 years ago. A system where the Giovernment
takes title and provides for a liberal granting of exclusive and non-
exclusive licenses would allow a more realistic period of 2 or 8 to b
years for a company to proceed with development and marketin,
phases, with absolute incentives and absolute protection. : At the eng
of such a period, the company could come back into the agency and
make a showing of what it had done, as a basis for a possible renewal
of this license for a renewal period. L

T digress just for half a moment to say that one thing we have been
on guard against is thdt after the Government, with the taxpayers’
money, really develops the patent, if that patent is then going to be
turned over to a company, and the company is allowed to put it on the

-ghelf for a period of years, 2, 3, 5 or @ period of years (bécause. of
some other developments in its own. research laboratory, and that
from its commercial standpoint it would rather not develop that
patent), who loses? Well, the public loses, the cotisumer loses. .

" But, under an- exclusive or nonexclusive license system, after the
money has been spent and the research has developed the invention
or the product, so to speak, then you are going to have to go ahead
and commercialize it. It seems to me that the taxpayers are entitled
to that procedure. . ... ..o B T

To undeérstand my position in this whole field, you have to under-
stand - that: T am concerned about. putting to use. immediately the
results of the taxpayers’ expenditure. .. - = . - o

Not only would this give a complete flexibility as fo the number of
years involved, but ag to other terms and conditions of the grant,
For instance, there could be consideration of Statés and municipali-
ties which must provide services for all of the people, and of hospitals -
‘gnd universities which are rendering services in the public inferest.
Such & system could provide for equitable access for small-businessis
which did not participate in the original contract for research or
development. . - They could also pr_ovidq for a determination’of royal-
ties, in certain cases, which-would provide a refurn to thetaxpayer of
sorite of his $15 billion annual investment. An additional feature
should be that -the®so-called walking-in - provisions should regiiire
walking in by the contractor, who desires to retain a preférred posi:
tion: This: would 'save the Government the administrative burdens
and ‘expense’ of monitoring -and: enforcement. « A:-renewal proceed-
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ing Would also prov1de an opportumty for other partles to present
their views and élaims on the basis of changing circumstarices. :

To digress again for just a short period, I am not proposmg and
would not ‘support a plan Whereby a company entered into a contract,
developed a product or an invention that was patentable, the Govern-
mént took out the patent on it, and then that patent wasg to be made
: avaﬂable to everyone at that pomt “That i$ not my proposal

T think that the contractor that did the research, although it was:
paid for by the taxpayers, ought to have what lmght be called a
walking-in privilege.. He' ought to be able to-show his contribution.
That ought' to be on the be51s of the faots shown He ought to. oet_
_ a'licenise. -

‘In many of those cases it Would be an exeluswe license for a perlod
of 2, 8, 5 years, and at the end of that period, he could show what
he had done to commercialize it.. He could show what he might
have done to improve it, and he would walk in- again, and on the b3.51s
of & hearmg and & rev1ew, if"hé’ demonstrates a ]ustlﬁcatlon for a
contlnuatlon, his hcense is extended for a,nother perlod of 2 3 or 8
years.: :
_ I am not, seekmcr to follow a course of act1on that is gomg to
discriminate agamst the developer At the same time, T say the pub-
lic has got to be protected against giving patents for long years of
patent life to the disadvantage of the rest of the écoriomy and the
rest of the businesses of our country If this particular mdividual
does not go ahead and cominercialize and does not go ehead and
continue t%e maximum use and development of the product '

- I think my time i§'up, Mr. Chairman: -~ e

Senator McCreLraxn. Your time is not up, Senator, except that you“ _
asked us ‘to ddvise you at the end of 15 minutes: -

Senator Morse, T want to aceommodate myself to the convemence-
of the cornmittee. Bl ‘

Senator MeCrrLrax. You ma,y contmue, if you Would 1f you have
the time. . I thought you had another eommittee meeting,

Senator Monsn I do.- But I Would hke to read one- or two more

ages.
P genator MGOLE‘LLAN I Would just like to ask you one questlon for
clarification before you go, if you have time.
. "Senator: Morsk, -Well, I have tlme My tlme is yom‘s Don

worry about that.

Senator MoCrerLaN: You have all the tlme you Wa,nt here I do
not want you to think yoéu are limited.

‘Senator Morée. T know. You have beéen very kmd But 1t s
my request to which you are respondmg

~I'de want Lo take just a minute-on procedure As the chairman
and the Senator from North Dakota are aware, I do not’ know of
anyoleé who- i§ more conscientious. in attemptm% to provide’ fair
procedure. . As you'have heard me say to your boredom so many
years on the Senate floor, substantive rights are, after all, determined
on_procedural ri hts, and your procedure ‘has determiried in some
mieasure What syl stantlve rlghts shall be a.vaﬂa,ble ThIS 1s trua' '
here, too _ T . .
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As the ohalrma.n knows . from ‘his long career, in pubho life, the
procedural sectlo_,n o_f any bill is, just” as lmportant as, the "policy:
~declaration, if not. more so.. - My formal statement .contains several
recornmendations. as to the. proceduml devmes, and I Would like.to
~point up a few of. these.,. . :
‘Y have heei es eolaﬂy concerned Wlth the sta,tus of small busmess
under patent legislation ; tlnt may be enacted, May 1 say that my
small. busmess philosophy.is not the protective variety. i believe that
we must give:small business of today an even.break so: that they ccan.
grow . up - “to.be the large substantial businesses of tomorrow. . This
keeps- our economy.dynamic. - It is: particnlarly.important.in new
ﬁelgs which are being opened up by Government-financed ‘research
and. development. -+ Firms. like . IBM; . Texas . Instruments, or .Tek-
tronics, from my. own State of . Oregon, which Wlli be testlfymg be-.
‘fore you today, were, &11 ronoee small businesses. ., .. :
‘In fact, may I say, Mr:

halrman, that: the experlence of ’rhe Tek-
tromx ﬁrm has, put them.into 2 unique:position, and that their testi-.
mony should be very helpful to the, su}gcommlttee in exploring; the.
lltlgatlon aspects of patent utilization. - I am Very proud to h;we-
_ them as.witnesses before your committee today. - ‘
That does not.mean that they agree, with.me: at all in. all the aspects
of my. posmon Nevertheless; they have, a posmon and I know you
will give a very fair hearing to, and: 1 know they are going: to ma,ke an
'lmportant contribution ito. the record .of this:hearing. . - -
.'The, problem is now.to- prowde access, to.the $15., bllhon products.
of Government. R, .&. 1), which.ig performed by relatively. few. firms,
for all of the small business oommumty : The_subcommlttee has a
- golden opportunity to dothis. 1. . - :
I say particularly to.my her member of the Small Busmess__
Committee,Senator Scott.o uennsylvama, that Congressishoil
the time and trouble to devise the procedural feature i 3
carry out this ACCeSS.. L say that becange I lmow,of his:great i _‘tere:at
in it. T b : nect 0 e :
~This, would not bo a Repubhca_ - ooramo measure
but a blpartlsan effort to strengthen the foundatlons of OUr eCONOINY,
“by:giving the small man a fairshake.; r:.. i
In S. 2160, my bill on NASA patent. pohoy, Whlch T have attached,
as-an ‘Lppenchx to my statement, several of these’ procedures are, et
forth. 1 would like to advance them for the committee] considera-
tion: Sincethere are few landmarks in this area, I would. 1 ke to:stress
that these suggestions should not be regarded as. deﬁnltlve A
efforts which' I hope might. contrlbute to the. creation. of m wo kable
system They include 90-day notice,.a. hearmg, and limited. judicial.
review, with, the findings of fact.of the Administrator or the.reviewing
officer to stand unless. the court finds: that they. are not, :
substantlal ev1dence Dierteniti el . ,

3

the mxpa.yer The taxpaye would beneﬁt under the hcensmg system_;

descrlbed in"my statement.. from 1ncreased competitiveness and. lower.

?I‘IC&S of the finished product. He could also benefit immeasurably:
rom the institution of a general policy of sale or royalty of the patent
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rnrhts in-areas where this is-a praetlcabﬂlty B s have recommended
in my statement that the committee secure the opinion of a-fiscal expert
on the amountsthat might be realized through Such.a royalty:system.
The:cause of the individual inventor has also been mentioned; . 1
believe that. eon51der'1,t10n of this legislation presents.an outstanding
opportunity to give greater stfrndmu and possible financial. reward
to thedindividual inventor.. -Any provision goyerning.the: relat;lonshlp
between the Government and the.contractor:on this point’;should
probably be conditioned uporn the relat,lonshlp between: “r,he eontractm
and theindividunl émployée. v _
T conclude, T shalP 1 attempt.to. sum, up the dlrectlons I beheve the
committes should take. With- Tespect-to S.. 789, Senator Saltonstall’s
bhill, E belive.itiis a fine: éxample of 4 procedura,l trap.. As stated by
the Department of Health, Education, and ‘/Velfare, Sthe, entire thrust
of thé billis thus to impede the Government] s.f:a,kln and retaining of
ownership: in jinventions, ‘derived . from:; federally financed :research,
by miaking:this a long,. arduous a,nd exceedmgly 1ﬂicu A aand in. ma,ny
cases, impossible tasky’? 1o 0 b _ ; o
S. 1809 is;; of : course. the pr ,olpal b1ll before the eommlttee I
ommented-upon. the: Provisions-of this bill-in ‘considerable detail in
myformal statement:; T might repeat that I consider section 11, which
-repeals the public- interest patent provisions .of -the last. 30 years o
beunsound and nndesirable: : Fhe current leglslatlon, ra,ther than -Te-
ject the past, should be built on its monumental giceessbd,: : . ; : i
At thig-point:d shall discontinue réading my;eummery, Mr Chaar-
man; since thesentire summar'y h‘tS a.lready-r‘bee nserted=-1n the=reeord
I‘hank lyow very: much: : o
Benator MeCLerean.: Very we
- Seénator, do you have any questions
Senator Burpick. I am sorry-L wasa: few minutes: late Senator
i::Do"you’ think thespatents should be tﬂ,ken in- the naine of:the, Gov-
ernment and then exclusive:license’granted in certain instances?: ...
Senator Morsg:iIn: éertain mstances, exclusive license: permits;:i
other “instances, nonexclusive license permits. . It all .dépends.npon
what-the. developer «ean show:has been his; Qontrlbutlon to the develop:
.ment;and whathe is:able to aeeomphsh in-getting the product on: 11e
market st rartd b :
‘ihave stressedy Senator Burdiek; that if the: Government 1s,g01n0'
to spend: all thismoney, .then the result:should: ot berdocked iup:; At
ghould be put-on themarkeét just-asirapidlyiasthe: deve]oper canoputit
on the market.. And-heshotld be given a license.perthit if the hearmg
chows that he made & great, contribution in its development.’ . .
_ nSenator Bumrpiox: What: procedure. would. iyou:! recommend for e-
: terrmnmo‘ ‘wheir-aniexclusive. right . or:h monexclusive: r1o'ht or-;an‘y
rlcrht should be granted ¢ IR
. Senator Mogse. ‘Well; I-would prov1de for a: heamng Where he cothes
in;and: presents his case, agking for.an. exclisive. license;: and: the Gov=
ernment agency-decides. Whether or; not he shpuldiget 1t OF getia: non—
exeluswe hcense : '

Senator
Long? s o i D ERITE
Senator Monss. Yes Ihswe

Senator Burpick. S 18967
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Senator MORSE Yes, I have worked with Senetor Long over the
yea,rs inregard to his patent position. " -

‘Senator Burorck. I noticed that you did not comment on S. 1899
maybe by inadvertence.  ‘What is your opinion of that legislation?
" Senator MorsE. Weil I yleld to Senetor Long for euthontetwe
comment on that bill. -~

Senator Burnick. On page 25 of your prepared statement, you Say
“I realize that S. 1809 contains a special exception for ‘fields which
directly concern the public health, welfare, and safety.” Buti this is
a limited field, where less than 5 percent of R. & D. funds are spent.”

I want to advise you that yesterday a few W1tnesses felt that was
gomg too far. 'What isyour opinion of that? . . « -

- Senator Morse. 'Well, T th Dr Keppel in hlS outhne had a pretty .
reasoneble approach to: FT

‘We havethe subject: before our committes et the present tlme, I may
say. . We have not come t¢ any final conclusion:~ But iy tentative
opinion is to support Dr. Keppel in his announcement of sdministra-
tive policy, and I have expressed such an opinion on the Senate floor.
: (See daily Congressional Record, August 17,1965, p. 19918), "~ .~

What Dr. Keppel is-saying,in effect, is What the Department of
Justlce has said for years, omg beck to the Attorney General’ 5 pro-
nouncement of policy in 194%

Senator Buroick. Do you agree mth the exceptlon in S 1809 then,
in regard t(ﬁ)ubhc health %: :

-Senator Morsz. Yes; T Would o’ along with the exeeptlon

" ‘Senator Burpior: Regardless of modification or qualification ?

Senator Morse, Well, as I said, our Senate Committee on Laborand
Publlc Welfare is grappl with patent amendments to various health
and education bills, But I would:not: commlt myself to any quahhca-
tion or modification at the present tirde.”

I really think the trouble is, the polley expressed as to pubhc health
and safety.in S. 1809 is not carried far eriough, -

‘Senator Buroick.:That is all T have, Mr. Ohamna,n Bt

Benator McCrmrLax. Senator, thank you very much: for your state-
ment; Tt is quite lengthy, and I am sure it is quite‘informative. ' 1
assure you that the Ghair will examine it Wlth an 1mpart1a1 approach
‘insofar as I know how to do it. '

‘Contrary- to-any- implications that may have been: made or. mlght
_ be made, or any aspersions:that might have been cast with respect to

this committee’s - work or the chairman; I have no: preconceived ideas
liere, none that I could notireconsider.. T -have tried to approach this
whole problem on the basis of an exploration,to find out. what is best.

Thell)oﬂl T introduced, of course, as everyone knows, is largely an
edmmlstratlon bill, at Jeast based upon the. Pres1dent’s memorendum _
of December 1963.

- Thave proceeded since then with a view to hearlng a,ll s.‘ades, gettlncr
all the information: I could, so thatwe might in dué course examine
these different new thoughts, resolve them ag best we ceuld a,nd prese:nt
' 1eg131et1on to the Senate for its enactment. -

~One thm%lthat T'have had trouble with;T guess Wre all do—-—and agam;
I say that those who say this is a s1mp1e issue are ndt correet It is




comphca.ted When you undertake to ﬁnd equlty a.nd do 3ustlce, 11: 1s:
not easy or simple, -
~ We havean 111ustrat10n of thls complex1ty in the :Ea,ct that there may
be three or four contributors invelved in the financing; the talents of
others; and others’ skills. in the, research .and development, field. =
~Of course, ultimately we want to get the preduct, if it has value,
1f it has use, we want to get it into use, we want, to’ get, it to the nser

and the consumer. - But where there is a university involved or a

foundation may . have made a contribution in a_given area of research,

‘where corpomtions or individuals, may have made contributions to the-
university to carry on theirresearch in that field, and then the Grovern-
ment makes a contribution to carty on in that ﬁeld and. the ey come up
with some discovery, how do we do equity.in that Sltua,tlon ¢ How do
we do equity ? - They are joint ventures of private, enterprlse in, which
eleemosynary foundations or others. ‘have made g contribution, as well
as the taxpayers. . How do we. dojustice in hand_hng a, patent on g chs—
covery in that situation? I'don’t havethe ANSWEL. oy . . oo .

- Senator Morse. I.don’t have the answer. ; _

I will make a very brief observation. But before I do that Mr.
Chairman, I want to say that as far.as the senior, Senator from Ore on
is concerned, he hag said, ont, of your presence.in many places, and.is
pleased to say it in your presence; that I have no question at all about
the impartiality of this committee and its chairman in trying 1 to resolve :
this matter on the basis of what the facts show.

I am chairman-of the Subcommittes on Education, where there was
a move made. yesterday to- -add- the Long amendment to the hlgher :
eciication bill,.. !

:»Now, to. dwlde up my attltude on a percentage basm 1 suppose you
would say that I lean strongly. in favor.of the: Long amendment. in.
the matter of education, copyrights, and in some ihstances with these
new audiovisual patents -But, ]%sa,y it should not; be added to this bill.
We: should wait until the McClellan committee finishes its hearings
and comes forward with its recommendation. We should not be going
-off here at a, tanoent and hawmo different pollcles in connectlon Wlt
different agencies. .

I think we need a: governmenta.l pohcy 1nstead of ha,vmg a d;versﬂ:y
of policies such as now characterizes the handlmg of patents that flow
from, the: expendlture of ta,xpayers money in research and developa
ment. - :

Now, you raise s hypothetlca.l Slt‘ll&tlon It isnot completely hy
thetical, becanse we can cite- specific instances in which 1t Is true Ig
Tam ta,lkmg about it hypothetlcally SRITE

You raiged 2 hypothetwa,l situation in whlch you ha,ve a multaphclty
of contributors to the brains, techniques, and know-how in the develop-
ment of an, invention or a product or other patentable item. Certainly,
the patent in such 2 case should not be. gwen to one of, them to: the
exclusion of the others. .

It is pretty hard, because of the nature of some. Jof these 51tuat,1ons
You talked about eleemosynary institutions and foundations, and Gov-
ernment contributions, and so on. It is a,lwa.ys danggrous to Iay
- down a 0fenera,l rule, but: I am, gomg to ‘ e
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~ Generally speaking; I'would say thatan that situation your license
permlt program is much preferable in’ \my, ]udgmen tha,n gwmg‘ whiak
_ I call a frozen’ ‘patent;: & Biid -

‘Now, even L as'a lawyer lmo
lawyer; that although ‘this is'a complex problen,”
that there i anythmg too complex iactuaﬂy ‘80 tha
' do reasonable équity. ” SR

- I think you aré “just gomv to have to hafve a rocedure that provuies
for:a hearing and gives eVery person involved an opportunity tomake
his case’ and then have the judgment’ rendered, prowdmg for hmlted
appella.te revidw; as I'set forth in my statement.

1 donet know how élse you are going to doit; gentlemen I do nmt
think you can’doe’it by rile of thumb.” Because the application of 4
mle of thumb’ withoit: the hearing and- without, the opportunity to

present the evidence, and without thereview, T think, is bound to work
injustices in those: multlparty contmbutmcr 31tuat10ns {

. Sol say as a tentative answer to your: questlton Mr. Chalrma,n that

I think it is better to ha,ve a hcense approach to that srtuatlon than a
patent approach.:-

“Sénator MCCLELLAN Senator Morse, I have sald before th"Lt I ﬁnd
iy way to write langiage into a bill to’cover every situation. In-my
' ]udgment ]udament ultlmately ‘has to be- reposed in’ someone: with
" 4 medsire of dlscretlon I do not know how you a.re, gomcr to

avmd it. L v

“Sensitor Morse. Y Git are not gomg to: be a,ble to avold 1t

“Sénator MeCLELLAR: T do' ot know how you'can’ avmd 1t .

‘Senator Morse. The provisions of my NASA bill, on: ‘the: basis of
what: you have brought out in this hea,rmg, are g()mg to meed-great
miodification to apply genera,lly, I have fioidoubt: of that I am’ not
marrled tothatbill: i :

" But ‘on-the bagis of' bhe facts that W
was' a blll that ought to’ serve s ' bas
tlon R e P
2L thmk tha.t Tore” 1mportant {:han my Bill) m y ’ost Tespect=
quy, is my statement. Because I think ou Wll] ﬁﬁd -y, stages
ment somenfermation tHat you are not going to ﬁnd anywhere else——
ca least; T have not found it’ anywhere alsel’ o

g sald ‘we hiive worked o this' général problem Mr. Spira: and
I, for 4 years. We have tried to help the committee by bringing forth
in the statement some material and trying to coordinhte it Wlth other
material to help ‘the committée form. Wwhat T think Would be a- befter
pubhc policy than we have on it at the present time. 7 =
LT st do ot thinky Mr: Chairman and ‘Seriator’ Bur&mk we' ean
very well justify: c‘,ontlnulng a-governmental ‘Policy of suc 'dlversmy
as' we ‘iave at the présérit: tn‘de withithe Difénde ‘Departnietit 'and
NASA going off 'in "one dlréctmn, the’ Department of “Justice goitig
off in another, some of your health acrenc,les in a, so ' Imt modiﬁed
posmon bat's an"()thér"dife'étién‘ i : :
‘Now you' hdve got this isstie Faised in’ the Depmrtment of‘[Health_
Education, ind “Welfarte; you: have got’ those new pr ui'es an—‘

d'Senator Burdlck knows, s a
e -do Dot admit
"ve cannot at 1ea:,t

.....

3

Py

%know_& ’bout _I_feltl ’p_hat thl‘S

" nounced by Dr. Keppel which’ T think" dre ‘meritorious ' as' far as



X haye analyzed them. We are. going to haye him come up to discuss
those procedures. before my su‘oeommrttee w;thm 2 few days.
But.what I am pleading for is an end to. 1t T think is a diversity
:of treatment. that 15 Not. fa,lr, because'its lacks umformlty of Govern-.
ment policy, SR .
- Qenator. MCCLDLLAN
all statute: : o :
Senator MoRsE. You have got, to h‘we it

Senator, MoCruLLAN, That i is all I have argued for up £0 TOW. . 'I :

have not, taken a final position on the imme; ﬂa,f:‘ issue. before us, I
am still searching and exploring. ‘

’Iesterday ‘there was some testlmony, if I remember correctly, thet
,qun:e surprlsed me; and I thotight it pointed up one of the problems in
this field.” , This was in the field of medicine, where they do a lot of re-
,search which resultin discoveries, some of which are patentable,” "

It was. hrought out, that; probably 1 out of 10, only I out.of 10 of
thO::e discoveries is, ever, taken down off the shelf 0 10 speek and
an.undertaking made to process it.. And out of those inscances of 1
,out of 10, a orreat many of them fail to, dev
15 eommerela,lly profitable or really beneﬁclal.:
. In other words, after the discovery is made, the testlmony showed
here that. it took from. ‘mayhe $260,000 to, $400, 000 to test; it, refine it,
and get it adapted to human nuse; and medlcal use, and 'that g lot of
times some money was spent that. way that never produces enythmcr

So, just crettmg ) pa.tent and ge mng. rt-on & goverhment shelf is

,notthe ADSWET.. . [ .
" Senstor MORSE. That is colrect e ' ,

" Senator McCrrrran. There. has to be.: “L Way of rov1d1nor an, in-
‘centive somewhere to get somebody to. put in, the visk, capltal, try to
teke it and develop it and_ bring it into a state, of usefu]ness and a read-
iness for'the commercial market,

. Senator, Morse.: You will ﬁnd that I stress thet in many pleces in
,my st tement ) .
- Now, there is. a.nothe;r ph e of thet Yoil ha,ve to ha,ve an- mcem
tive Here you have 20 research ﬁndmffs involving vartous phase of
Vthe,s me potentra.l product. .You also have 0, have a program flexi-
‘ble enough, i my. }udoment so-that you do not let “X7” rake it just
.excluswely, when. “Y” or “Z” or “A” or “B” Would like to make an-
other approach to the handling of that end product as it comes out of
the research laboratory, and they might be more successful than “xX
in: developmg it for. commerelal uses. You have to try. to find. hiow
many of them you are going to allow to have 4 chance in developing it.

Jn my. final appendix, 1 set, forth data concerning the fact ‘which

was discussed on Tuesday morning ‘before this committee, that, as -

we move forward-—as we move towerd fields where the Government
needs end items the propormon of developmenb pard for by the GOV-
ernment becomes very high, ;.
""For instance, there is almast completé trensference between ¥ ems
:such as military planes and the Boeing 707; and the military synch1 oni-
-ous satelll and the. Eerly B1;rd commerclal g4 1_hte _

My plea‘is’that we not get curselves in a position where we freeze
the results of this Goovernment- paid-for research and development 50

elop into’ somethmg thiat
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-‘that other companles that, mlght have sc1ent1sts and ‘technicians’ of
a different background and intérest are going tobe denied the oppor-
tunity to bring their brains to bear npon the laboratory resiilts. - But:
at the same time, as you pointed out, you'should also have an incentive
for the fellow that helped develop it in the first place, although you and
T as taxpayers paid for it. Fherefore, dive him 2 or 8 years’ exciilsive
permit or license, see what he can do with it, and then let him cote in
and show what he is doing. ~ If the other people can’ show that he is
not d6ing what he ought to be domg, then make 1t nonexclu&ve rather :
than exclusive at that g point.. _

Senator McCrernan. The point T am makm Senator, i addltmn to

. that, is this: You get the discovery, the patent 1t is on‘the-ghelf: " The
Government now, has complete control of it. As illustrated yesterday,

“less than 1 out 6f 10 has anybody manifest sny interest in it. 'When
someone does manifest sucli an interest, he says, “I'm going to “$pend
$200 000, $500,000,” whatever it is, “tosee if T can develop thig thing.”

" You say that others should have an equal opportunity. T agree that
everybody should have an'equal opportunity, but when'someone selects
it 'and says; “Now, I want to take it and try it. Nobody else has.
If you will give thls to me, you call it an exclusive license, T'11 take it
‘and- spend some money on it and see what I can do”—you say, “Well,
“he may not be doing all he. should. He may take it and drag his fest. 3

Well, you would ot give him the license until'he brought it into
_a ‘state of usefulness, where he said it was not 4 mark ‘t ble product

Senator Morse. I would not renéw it—— - - :

Senator McCrerran. If he does drag his feet. and producés nothing -
within 2 or 3 years, then you might very well have some limitation in
time in#hich he has to ' make a development. - But if you say to him,
“Well, now, any time we get dissatisfied about that, we are going to
‘take it away from you anid ¢ oive it to somebody eIse ” I thmk 1t 1s going
to destroy the incentive.

" Senator Monsz. If he comes in durlng my admmlstratlve procedure

hearing, Mr. Chairman, and shows what he can do, he is going to

‘have it renewed and renewed. On the other hand, if he takes it and,

in effect, uses his Yicense to put it on the shelf, when' others Want 'to

develop’ 1t we Wwill not, rénew his license at the end of 2 :

S orw hatever period you give it tohim in the first place. ™

 But there again, 1t becomes a questlon of a ﬁndmcv of fact a,s to what A

he has'done..

Senator McCrorrax. You have to use a 1ot of dlscretlon I do not
sée hot, Jou can” get away from Vestmg dlscretlon in'a resp0n51ble
a,uthorlty

Senator Monsn You cannot possﬂ)ly do 1t I do not propose tha.t
we try. - L
: Senator MCCLELLAN Well ‘thanl you very much Sénator; T ap-
precnte your staying long enough to anigwer a few qUestlons S

Senator Morsg. Well, you are very. kmd of hear me:’ 'I‘hank you

: verv much.

Senator McCrurian, I notlce you have a copy ‘of Vour hill S. 2160
attached to your statement as appendlx VI We' Wlll appreclate your
mmkmtr 1t avalla,ble for the record : , S o
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Senator McCLELLAN Our commlttoe W111 be 1n Tecess for 5 min--

utes We will resumem5 mmutes : _ .
Bmef Tecess, S Ly
enator Mc LELLAN Dr Seeversg

.STATEMENT OF MAURICE H SEEVERS PROFESSOR AND CHAIRMAN
: OF THE. DEPARTMENT OF PHARMACOLOGY OF. TTIE UNIVERSITY _
- OF: MICHIGAN MEDICAL SCHOOL ' .

' Dr, Sinvers, Yes, sir. '

Senator MoCrerLLax. All ri ht Doctor Please. 1dent1f_y yourself
for the record.. I believe you have & prepared sta,tement ~ You may
- proceed inyour ownway. - .-

Dr. Seevirs. T am Ma,urlce I—I Seevers, ofessor and chalrman
of .the Department of, Pharmacology of the %nwermty of Michlcvan
Medical Schiool. -

‘Senator MoCLEILAN, First I Would like to say- I am sorry we dld
not, get to.you.when you. were scheduled. yesterday, or, the day bofore
vesterday; I believe. = L e

Dr. Senvers. It worked out all r1ght ‘ ' s

Senator, MGCLELLAN We have tried to move. along here Wlth all de- o
hberate speed. - :

De.. SEEVERS It Worked out a,ll right Wlth me, SO thank you Ve,ry _
much.: .
T am a physmlan a,nd have been engaged in, teachmg resea.rch and
"administration in academic pharmacology since 1980, at the Universi-’

ties of Wisconsin and Michigan.. I am professor and chairman of the
Department of Pharmacology of the University of Mlchlga,n Medieal
School in Ann Arbor, Mich. I received a Ph. I in: pharmacology
from the University of Chlcago in 1928 and an M. D. from Rush Medi-
cal College of the University of Chicago-in 1982, I am llcensed
to practice medicine in Wisconsin and- Mlohlgan o
uring the last 35. years I have worked with, or sérved as a ‘con-
_sultant to, many organizations which deal with the effects of drugs and
chemicals upon_health and welfare, both here and abroad.. I have
been fortunate in-: having had: the opportumty to.walk in the halls of
1earnmg, professional soc1etles, Government, and industry, and am able
to distinguish but one high level of publie morallty among the leaders
.in these several facets of’ Amerlcan soclety as 1t relates to 'the pufbllc ‘
health and welfare, =

T'am a past president of the Amerlcan Soclety for Pharmacology
and Experimental Therapeutics, - '

I served as chairman of the Section of Expemmental Thera eutlcs
and for 10 years as a member of the Council on Drugs of the Ameri-
can Medical Association.. Currently I am chairman of the committee
for research on tobacco and health and a member of the committee on
aleohol and addiction of the same organization, : and have acted in an
adwsory capacity to many Government agencies.

T have served the Glovernment as a consultant to the Food and Drug
Admmlstratlon the Department of Defénse, the Veterans' Adminis-
tratlon the Us Pubhc Health Semce, a.nd the Ofﬁce of Sclence and
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Technology “T'wasa member of the Surgeon Goneral’s Adv1sory Clom-

mittee on Smoking and -Health, and “am“currently ‘Chairman’ of “thé’

- Committee on Behavioral Phamnaeology of tho Natlona,l Instltutes of -

- Mental Health.

=T _ha,ve serveq as’ ar.,oonsulta,nt .to_,.thoo_pha,rmaoeuzt;oal ,-nnd__cl}emloo,,l"

* My ‘principal ‘area’ mpetenc '
drug abuse, and T served as a memberiof the Ad: Hoo Panel forthe .
White House Conference on this subject in 1961.

T have read the statements of the American’ Couneil o5 Educa,tlon
and of "Austin’ Smith; M.D.; presadent .of ‘the Pharmaceuticil: Manu-
facturers Assoclafr,lon, conoornnrlor 81809 T bohev:e, the essential Tacts
are presented fairly and rather completel 1n theso two' dooumonts o
and I w111 not relterate most of tholr pomts ' '

_ qua,htv and guantity of resmroh in the drucr ﬁeld riof: only that con:
~ ducted in univérsities, but also’ in’ Govertiment’ Isubomtomes and- its
effedt on’ training of new séientists if a Government-take:all pohoy is
. applied to Government—sponsored resoaroh 1n the th ela,' -
sclences, :

Tt 'the field “of druw development ‘the ro'le ‘of the pharmaoologlst
. differs significantly from that .of the chemist, and his' firidings are

- mch less subject to- exclusive ¢ontrol. The chem1st for example, in-
vents a new compound or develops a new process for manufaotumng an'
old chemlcal and ‘can_obthin exolnslwty for the duratlon of the patent
under the prosent olroumstances ‘ :

A phmrmaoologlst on the other hand, studlos the eﬁoots ot new or 0ld
_ ohenuoals in‘animals oF man in the’ hope of finding a‘cure for disease or
a-substance: which will/speed recovery or make the patient more com- -
forta,ble Usua,lly these’ observations’ oannot be controlled excluswely

They come under the public _ . _

To cite an. example-‘ afory we are JStU.d’Vl 'g‘:the effects
of morphme -Tike narcotics on the monkey i in'the Hiopé that a new pain-
relisving drug will be found which will be: onaddlotlng_ Durirg the
lagt 15 :years we. have screened over 600 new _drugs from all of the
major domestic and’ fore _ pharmaceutmal companles Th]S, in fact,
represents the v«orld; 1ipply. - This program is supportod by con-
tributions. from over 40 p'hmrmaceutlcal manufacturers through ‘the

Comniittee on Drug Addiction and Narcotics of the National’ Academy
‘of Sciences and National Research Council: Any chemist, dormestic or
forelgn, may submit new compounds through the secrotar"y of this
committee for-study.  He sends them to our laboratory for tésting. as
unknowns uno[er code muinber, and the mforma,tlon Is channe d b‘lck
to the suppher ; :

“Under this pr

..... am we. are’ able to mammm an on gomg university
hboratory for, researoh and training in this field of behavioral phar-
macology.  Industry ' ret; excluslvely of drug control Under
present ! Government poholes, condnotmg such i proo‘ram with National
Tnstitutes of Health snpport would not be possible since industry would
not malke the:compounds available to.our laboratory. Maintenance, of
8 labora,tory of th1s type by ‘an 111d1v1dua1 oompany would be pro-
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h1b1t1ve1y expensive, and; this joint effort, of ‘the.industry. reduc;es the
total cost of; productlon of Wha,t m‘l,y 1ti a,tely fa, chmcally useful
compound - = '

i I might depa.rt from my‘ statemen_ to sy that severa,l clmlca,lly use—
ful compounds have;come out, of this. program; and. are: currently ‘n
chnlcal use.

.Senator MoCrrrray.. Do I understand you to mean by your sentence -
]U.St above, there, “industry: retams excluslwty- of drug: control; that
the get the patent, they own it '

.- SErvERS. - Y es, they own the patenh . :

Sﬁnator MCOLELLAN In, other: words, if- hey send you a drug for
experlmentatlon and:you devalop it the;y retam t_ 8 patent’3

. Dr. Sexvens: Thatisright.. ; -

. ‘Senator MeCLELLAN. And ypu, SaV: hat
_ a conbrlbutlon a.nd takes tha,t ithen they

forer- : :
Dr. SEEVERS They Won’t send the drugs y %
* ¢ This ds.one of sur biggest.problems: today.in : pharmacology;and
clinical ph&rmacolo‘ry, because the: industry: id: dr
many;, university:-laborsitories, ibecause: of -th
ported, by. Government 1 séme of ouractivitie .

Faurthermore, if we find, for example; that . dl’uO‘ under a. Oertaln
rame.is. metabehzad in:the body to-create.anew substance, which: tirns
cut. o be. the, active.substance, this:hew. substance then : :completely
wipes out everything-that, happened with the old onie.. It now becomes
the ugeful substance. And. if it 18 discovered. in a! Government sup—
ported laboratory prO}ect the Goyernment holds the patent. -

. So industry auntomatically has,lost. its-hold over thai. com: ound
simply because a new substance:which is-developed by the. met’LIl))ohsm ’
of the body new becomes a: useful substance.. - Because-of this, many
mdustrles w111 not, send drugs mto i:he cllnlcal pharmacolocnsts Aoy
' drug development, - i sl

~Senator, MGCLDLLA; ;NQW,i is the pubhc health served or: 1s 11; not
served in the circumstance that you are illustrating and. test.1fy1ng
about? . Are the public:healthiand . welfare served by permitting, the
patent .on,any.idiscovery.to remain; in the ownershlp of the orig, that
transmﬁathe drugs toyo e : '

o r:. Servers, | We feel: it is). because | it 3 not p0531b1e, :for example,
for the, university to.develop-a drug clear through, to: the point. of
.markgtlng, We have e faclhtles for doing thls The. _Government '
does not have the facilitigs for domg it, either.: @0 .. :

- I fact, there is:only one group. that canoperate mdependentl v of
-the Government orithe university;and thit isthe industry.; They hive
their, own-chemists; their own pharmacolegists. --Théy-have their own
drut,, control laboratories. If necessary, they cowld develop—whigh: T
thinkqwould: be. exceedingly, unwisé~their: own. clinical. fac,lhtles 111 a
group of smaller hospitals which are not university associated:. :

- Senator MGCLELLAN ThlS Would have 1ts 1mpact on; the unlversmy,

,:wouldlt not.% .. :
1: Dr. . SpeyEEs. N@t only on: the un e;rsmy but-an mpa.ct ultlmately
ig ubhc health for the smlple 1B thatinost: of the Sma,lier

act- tha'tfﬂ'wé' T ; sup-

[EEREL AR IR {
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hosplta,ls, even thOugh ‘the: doctors are qualified, are 1ot quahﬁed in

the: problem of drag development.: They do not have ‘the facilities

- to carry on the laboratory work that is necessary in relationship to it

- Furthermore, it would in the long run interfere seriously with: this
problgm of the ultmlate publle health as far as new drugs are con-
cerne

T might say ]ust for your own information. that 90 percent of a,ll

the drug information that we teach medical siudents today. did not
exist 40 years ago, and T0 percent of it did not exist: 20 years ‘ago.

This was brought about largely by the fact that we had a strong
. cooperative program of Government, industry, and universities, dur- -

ing the war. -The large antimalarial’ program, and the large program
associated with the development of chemical warfare promoted such

‘8 large chemical- development that man;Ir‘of these compounds naturally

were found to be biologically useful. ‘This effort, of course, involved

everybody’s dropping what they were domg to WOI‘k on these ma,]m'
programs to aid the war effort:

This; then; was- probably the best example of a Iarge coopera,tue
eﬁ'orb even though it was not:volunta:

“T-think there are still some people that beheve that all: drug. devel—
opment should be carried on on this basis.: This could be dorie in
wartime; but today, to get this kind of" cooperation requires that it
be done: volunte,nly It means very simiply that the interests of every-
body have to be en éa,ged there has to be mutual respect: end conﬁdence
between industry, Government, and the universities. -~ -

T do not think it is possible to administer or legislate oF regulate or
coerce this type of research, ‘It never hasbeen in the past,’ a,nd Ithink
real coo%eratlon igalwayson a voluntary basis. :

I might depart further from my statement simply to say that the

harma.cologlst is not particularly interested in excﬁuswmy of control.

%Ve are interested ‘basically, as individual scientists, in getting new

compounds to study biological processes. Most of these are not subject

to ‘patent, anyway, except a.s use patents amd they are not as useful

ds mvention patents. .

_:*One’ other point T. Would hke to make, whlch T thlnk ha,s not been
brou ht before you,‘is that-a patent in the:drug: field today is not
wortlga too much, anyway, except for a short-lived teri of exclusivity. .

The movement toda,y in the drug field of the development of new

chemical compounds is so fast that about the time a drug’ reaches the

market, a: better one ig on the drawing boards ‘and m a yea,r or two

113 will supplant one that is currently marketed. -

“Senator: MoCrernaw: Let me ask you a questmn at ' thils” pomt
'VVha.t profit is there to'the Government and-the public, the: people as
a Whole, for the Government to take that patent or that new dlscovery
;and put it on the shelf?

o D SEEVERS T dldn’t qulbe understand you What does the Gov-

-ernment gain® 0 o ¢

“Senator McCretzar. Yes. “What would the. Govemment proﬁt out
of it, what would the public profit out of it, if as you say,’by the time
you: got that drug well developed and ‘on’ ‘the rgrket, & new one will
Yo coming along that would probably be a: better one and ‘take its
place, then, not within the 17 years in the patent statute, but maybe

2or8 years after it fivst hit the market?



A

Dr SEDVERS I th.Ink the 17-yee,r ma,tter 1s completely unn‘nporta,nt
n1 this feld.

.- Senator MCCLELLAN It has no a.p]g)hca.blhi:y2 SRS T

- Dr. :Suevers. The' Government: Would not’ proﬁt very much to
answer your question directly. .

Senator Mo(LELLAN. VVell the pomt is, 1f the Government takes it,
and then somebody acoorohng to some.of the proposals-here was a.ble
to et an -exclusive license to further develop, refihe, and put it ‘on .
- the ‘market, by the time they would do that, the Government would
give.them. the license, for a period of 2 or 8 years, and. they wanted to
spend $200,000 or $300 000 on.it, somebody else: n:nght come along with

another: drug oran: 1mproved product that would lestroy: their merket
- for this one. -,

‘Now, who galns and wholoses by that sort of thlng (R

_Dr. Sexvers. Well, my :feeling i5—and; this is not dero, atory of the
Government—that by the time this gets through the whee%s of redtape;

there would be two or three new drugs on the ma,rket that Would be _ .

better than the one that they had a patent for. ;

Senator McCrurrax. Well, thisis the point T am trymg to examine:
Although the Government may have made a contribution to-the proc-
essing and exploration that-discovered thé drig,-the formula; the com-

ounds, however you refer to.it, although it may have made a contri-

ution, that is the taxpayers’ money, now you have the thing and it
becomes. a' discovery, a-patentable discovery that may have useful
benefits, and the Government takes:it. As-you point out, by the time
b prlvate firm could get that drug well advertised and on the market,
_ and,so. forth, some new one may actualy have come out that would: be
& great mprovement to the: extent tha,t thls one 19 longer Would be
in demand... i '

Dr. SEEVERS Thet is the reason itiis. such a hlgh-nsk mdusf:ry

‘Senator: MGCLELLAN It isa h1gh risk industry. -~ _

But the ori mator, in' whom: you'are leaving the oontrol now as you '
propose, would naturally-exploit: his product, in. ‘other: words, to try
to get it on the market; try to get-his money:out of it, a,nd try to: make
a profit out of:it before some new-drug came along. - :

Dr. Sepvers. If he does not have  any incentive, this Wﬂl not ‘be done

- Senator McOrLerzan, But if it is' given to him; if he owns it for a -
pemod of time, if -he ownsthe patent and:the control of it, obvmusly '
if he spent some money.on it; he would undertake to- get. it .on:the
markgt as qulokly as possﬂole to recover hlS 1nvestment and to meke p
aprofiti: - -

%r Snnvnns T thlnk rthet is-a very unportant pomt Beoeuse, a8 I
heard: earlier from your statement to Senator Morse, a large fraction
of the drugsthat would be patented would never reach. the market,
simply- because: of the facts tha,t I hzwe mdlcated /They - wonld.’not :
be developed. - S

- Senator MCCLEI.LAN Would there be mors of thery that! never
'rea.ohed the market if the Government took the pa,bents to ell of them9 .

- Dr. Seavens. I don’t believe soli

" Senator MoCLELLAN, Sird, /

Dy Servers: T thinknot, '

Senetor MoCLELLAN. Well I do not know Whether you understood
my ‘question.: Would there’ bemore or less of them reach the market?

Dr. Seevers. I would sa,y there would be less if the Government :
took control. :

" 54-400—65-—pt. 2——14.
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benator MC‘«'CLEDLAN TFhatis. what I thouo'ht Less than new
Dr. Seevers. Less thannow. That would be m pinion..!
It is, in fact, currently defeating eooperdtion {)etween 1ndustry and
the un1vers1t1es /Theuniversity-is sort:of in & mlddle p031t10n m; thls
Senator MoCreLraw, It serves both R aa
:Dr. Sgevers. Itserved both, «is . 00 & ;
Z.As.a matter of fact,you Sed, the unwermty makes o tremendous con-
trlbutlon to: this:business' without; any incentivé except the fact-that
the investigators: gat-renowr,; maybe,for discovering & new. compound ‘
But the university doesn’t get much oufof this. busmess except in carrv-'
: In%on itsnatural function of training of peeple: | T
enator MoCrrrLan. In other. Words it makes 20 real proﬁt out of

Dr Senvers. The univerS1ty :doesn’t- niake any. 51gn1ﬁcant proﬁt

Benator: MGCLDLLAN What'proﬁt it does Inake goes: back into: the
pubhc SePiee.s i By :

D SEEVERS. Exactly i e i) gl

Senator MoCriLrA, All Tight:+; Y ou Ina.y restime your statement
Ijustwanted to.get the'record pretty clear at this point. : :

- =P, SEEVERS T hadbeen s peaking about-our:1a oratory: for research
: and training: in. the field:of ehavioral pharmacc)logy ‘T cite:this. as-a
proven and: Tuseful: example of woluntary: cooperation between -the:in-
dustry,-a university, and a quasi-governmental organization:: In this
instance a-good screen:is available sitice the: monkey shows a very close
parallehsm to:man in his: Tesponse-to;this class of drugs. Butthisis
rarely the case, andpreliminary studiés -on :animals: must be: catried
through toman:in ofré)er to.obtain a satisfactory answer. The develop-
mient. of ;2 markotable new: drug: is so-costly 1n . time and. money that
the role of the pharmacologist “becomes exceedingly important.:-The
academic-pharinacdlogist can néither .conduct devel}(r)pmental research
nor train students inthe drugifield 'without close asseciation with the
‘chemist: .. Restrickive: pateént- legislation. by -eutting: off the supply of
chemlcals would! .only aggravate the: acute:shortage ‘ofs biologically
trained scientists: in pharmacology; physiology, mlcroblolouy, -and
all of those basie, ﬁelds of medlclne deahng w1th ‘blO].OglC&l responses _

to.chemiealsiti - i
. Whait:abous - the chemlstﬁ i For practmal purposes the chemlst means
1ndustry ‘Why not. theiuniversity .chemist? . The’ answer is:quite
" simple.” Both: chemista and. ‘pharmacologists are. specialists. nly
rirely .do. these specialists icoincide in the’ same UNiversity. so: that 2
joint effort is possible. But this is not the main point. = University
departments of ;pharmacology:have neither the iriterest, the space, nor
the; staft . to. do: large-scale ﬁﬁ'yug sereening... This is a routihe. and -ex:-
: penswe operation which is possible.only in industry. or governrhent.
‘Take an-example. of the university : cﬁemlst who operates unider a
Govermnent-sponsored research contract. He invenis a.new:.'and
-patentable series of compounds desighed to"exert a: specific biological
effect: which.may be useful in human. therapy: »Under:-current. %‘rlov—
ernment practices he is unable to utilize the: bmloglcal scTeenin facili-
ties of industry formerly available to him.::Since this is a trial-and-
error game in which each change in chemical structure; must: be cor-
‘related’ with..observed.changes. in.. hiological activity ‘the university
chemlst ﬁnds lnmself stynued in hls developmental proo'ram w1th no

i ‘;‘:-,,' E

S
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place to gt blologlcal testing ‘done: - Even- if these facilities were -
available; there are very few universities  with’ chemical: facilities to-
- prodiice’ &’ sufficient quantity’ of'w-view driig even for satisfactory’
screeming purposes; or with blologlea,l control leboraborles to ﬂ'ua,rentee-
the uniform purity, stability, afd’ reproduclblhty necessa;' i
before it can E subjected tohuthan trial.- =

. Without belaboring the point, satisfactory drug development can-
nof ‘ocen it the abserce of industrial know-how and/ facilities and
cormotisense télls us that this will not be a,va,lla,ble for coopemtwe
research under unwise patent restrictions. 7 e

“Ciirvent, NTIE: policies virtually preclude ]Omt unlvermty-mdustry :
Tésearch on’ drugs or chemicals at the exploratory level before: patent
protection is assured to the manufacturer, The large bulk of‘drigire-
search in medical s¢hobls is Government—supporte(% In:operation, a
department havmg a-dozen ‘major’investigators “with- then' students
may! eperate 30 ‘o 400 1nd1v1dua1 résearch grantd from Govemment
industry, oF health agencies; making it anossfble ‘to' maintain strlet
cost barriers between giants with' respect to animal food-and care, supt:
plies; ‘et cetera: Furthermore, o sCientist’ commonly studies o certain
faninily of | drugs on“a single:biological system. . He may olitain these
diugs Troif & dozen sourdesi: Todwy 8, phirmaceutical manufactirer
will fiot' risk submitting an unprotected drug:to suecl laboretory bes
danse of-the chance that it ‘may accidlentally Or othemﬂse become 4
associated with: Government-supported researchi- .1 o

As a member-of thé pharmacology panel Whlch Wa.s assgned the
‘tagk of reviewing theinctivities of the Cancer: Cliemotherapy National
Service Center- for the Woolridge committee; the results ofwhich were
publighed in: “Biomedical” Seience andits Adlmnlstretmn,” we obk
served that Government restrictions including patent policies madeit
exceedmgly difficult and complex for those administering this program
to carry on: an adequate cooperativeé program. Nelther the -Govern-
ment, as:evidenced by the statements of ﬁlrector Dri. K. M Eadicott;
nor mdustry, from statements to our panel, were happy about: the situg-
tien.: Tittle initiative: could: be taken by the: industry fwhich. could
eontrlbute to-the program. as a-whole. - Oldichemiecals which have: been
sittingron’ the shelf for many years were channeled into: the program.
Some new compounds were manufactured by industry:onia. ¢ontract
basis, with-Government: furnlshmg the SpemﬁcatmﬂS bitt thany;.of the
real Jeads in the field disclosed by mdustry rese‘u'eh neVer found thelr.
wa,y into the program at all. e

Ttds'my view that-cooperation between 1ndustvy, ecedeml., msﬁltu—
tions, and Government, whichds setvitally necessary to any. successful
program in such a hlgh -rigk area as drug development, will: not. be
fortheoming unless some:deégree of:exclusivity. is gr‘mted to the in-
ventor under 4 broad and fléxible but uniform pohcy -+ Thetraditional
‘position of: university faculties:as:arbiters ot industrial and: Govern-
ment disputes suggests that, the universityfnay be the beést ingtrument
through. which: excltisivity ‘arrangements can:be administered, espe-
eially those 1ela,t1ncr to GOVeJ:nment spensored resea,r-h A ’the health
field:: R g
In: closmg permlt Tog te say thet T sense; rlsmg an aceeleretmo‘
tide of!discontent among:university .scientists relating . .to;excesyive
aovernmenial control of pharm‘rceutmale and other chemlcals .. This
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s manifest prlma,rﬂy as a strain on umversﬂ,y-mdustry and 1nd1rect1y :
on university-Government. relations which have flourished so-well in
the past in.developmental drug research. In the long-range interests
of the public welfare Government would be wise not to alienate fur-
ther that ‘segment of the scientific community . which contributes such
a, substa.ntlal fractlon of new: concepts and 1deas 1n health-rele.ted
: reseeroh
. Sena.tor MGCLDLLAN Let me say that the more we proceed in, thls_
inquiry, in these. “hearings,. the. more. concerned I become about, the
gravity of what is involved here. You have the public interest at
stake, and some argument is made that this would be in the best in-
terests of: the publlo rather than some other procedure I 3ust do not
" find iteasy. - s

- Dr. SEEvERS: Ttisa Very dlf‘ﬁoult and complex problem o :

If I may comment, T have listened to your discussion with Senator
Mi)rse about; the matter of uniform Government olicy, and I am'in
favor of uniformity, but you cannot equate he&lt% research with the
development of airplanes. . They just don’t fit in the same category.

Senator McCLELLAN. We!l what we really had in mind, what he
may have had in mind, and what T have in.mind is to let the. Congress
fix the pelicy. But. even-when youdo that; I do not know any way. to
do equity and justice except by leaving -a measure of discretion-in -
someone, in-some public official, some administrator. ‘1 do not know
how you can write a statute covermg every aspect of this.

Dr.Sgevers. It is my own feeling that 1n the health-related SClBIlCGS
the last thing we would want to have would be unvise legislation that
would prévent the longstanding cooperation between Government, in-
dustry, and universities. That has really been the solid foundatlon on
* which all the drug development has been based.

.- This means that each one of us has to carry on our:own functlon
The university has primarily a training function,'and: that of basic
research and development, and the mdustry has to put thls mto pra,c-
‘tieal'application. s

I do not think either one can dea.] w1thout the other, or elther can
‘stand alone, and it-would be an unwise policy which would interfere
seriously, with this- type of development I thmk it Would be agalnst
'the publicinterest.: -

+Senator McCLELLAN. Are you famﬂl&r Wlth the bllls that the com—'
_m1ttee1s considering? : 4 S

Dr. Servers. Ina general way. - L

~Senator MoCreLLan: 'Which ‘one of the blHS, in your ]udtfment

comes nearer to carrymg out - the pohcy or phl]osophy that you
advocate?

Dr SuBVERS: I thlnk the chalrman s bill comes the olosest bo cany—
on the hﬂosophy that T believe should be followed. - s
eiator CGLDLLAN “Would: you have any spemﬁc sugwestlons or

any miedifications oramendments? |

‘Dr. Seevers. Oblvously, I know: very Tittle about patents but my

feeling is that some provision should be made by:which exclusivity can

. be granted for a Elmod of time to those that have an equity in the
invention.: How this is done, T think, would take fine statesmanshlp, .
and this is somethmg that you and yOur oommlttee have Wrestled Wlth
4 long time, - - : 5



-1 have: heard the suggestion that unwerSltles tha.t operete under
Government sponsored research: programs n which an Invention ‘oc-
curs might be the licensor for a period of time and make this arrange;
ment with the idea that the university: would get a little out of it; and
the-industry would get its seed back, and the ultlmate end Would_ be
‘the introduction of a product into the market. e

Now, this seems at first blush to ‘make pretty good sense. -1 don’t
know whether most: universities want to"get into this kind of business.
But it atleast puts it in a group of nonprofit agencies, and would at
least]plow back any proﬁts mto educetlonel functlon and trammg o:E
people.;

enator MGCLELLAN Well to say the least whlle the’ omgmal con-
tractor with the Government is doing: research and: so forth, it might
very well be claimed that if he is granted the pa;tent where the Gov-
ernment makes a contribution in the research and development cost, if
he is granted a patent he will explmt 1t a,nd therefore he 1s proﬁtmg
off of the taxpayers’ investment.

- But that certainly would not apply to your Ill'llVBI'Slty You would
be- making mo profit. <You are not in a pos1t10n to exp101t it or to
make a profit fromit in that way.

- :Dr. Seevers: The university is eentrlbutlng menpower and know—
how and everything that goes elong with the development, without. any
1dee of doing anything except continuing to-do the same thmw P

Senator: MCCLELLAN -I only bring that out; to- emphes1ze that you
‘are impartial, that you:arenot acting from a selfish motive: .- No selfish
motive could be ascribed to the universities for secking.to do what
they think will: protect. the. cooperative working arrangements that .
exist now, which apparently seem to be satisfactory: - Also, under this
proeedure that you genera,lly follow now, the pubhc you thlnk gets :
the greatest benefit from it.. P

D, Seevers! That is my oplmon . FO

- Senator MoCrrrran, Thatis your op1n1on -

- Thank you vety much,Doctor, A

:+ Dr,. Seevers. Thank you, siv. . - s :

Sgenator MCOLELLAN Mr Munns Wﬂl you come. areund, please, '

sir? aor P . ‘o

STATEMENT .OF 'WALTER A MUN'NS PRESIDENT, SMITH KLINE &
- FRENCH LABORATORIES; PHILADELPHIA, PA, ACG'OMPANIEDBY
DR. J: KAP]? CLARK VIGE PRESIDEN’T OF RESEAROH AND BEVEL-
OPMENT "~ = '

Mr BRENNAN Mr Munns, you have a plepared sta,tement._;; Do '
you wish to read it.or have it prmte& in the record2 el g

Mr. Muxxs. If youwill, please, sir. e T

‘Mr. BrRenwan. -Have it printed in the record'ﬂ’ S

Mr. Mouxws. Il read it, please. '

Mr, Brennax. Would you identify your essocmte for the reeord 7

- Mr. Muwns. I heve that all in my: sta,tement 1f T mey proeeed-
aecordmgly :
- Tam: Walter A Munns, I am. pre51dent of Snuth Kline & French
Laboratories of Philadelphia, a manufacturer of prescription’drugs. .
I am accompanied by Dr J. Kapp Clark, vice preswlent of resea,rch
and development - _ ~
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«:My career. W1th the;eompéiny started 86 years ago.’ Jn:1945.1 was -
na,med 18-vice presmlent became-executive vige: presudent i 19.56 and
1n May of 1958.was elected pres1dent of the company. - ot :

- Thé ;history: :0f Smith: Kline : & JFrench.: abora.torles goes back‘-
' through 124. years iof . continuous operatmn More: than 5,000 people
“are employed by the company; 3,500.in: this.country and. about 1,500

abroad. ‘We:have 30 foreign Sub51d1arles or, branches, and own and
operate manufacturing plants in:five foreign countries. - Our. products -
are marketed throughout the world. Wlth annaal sa,les around $200
m_ﬂhon the company-isamong the top 10 prescmptlon drng corapanies
in America and hag approx1mately 14,000 sha.reholders In 1965 we.
plan tospend about $23 million for research
‘I have requested an opportunity to téstify. before th1s subcommltte)a
in order to-comment broadly. and generally -on the: 1mpact upon my
compa,ny of (Foveriment. patent policy. ..

I 'should like:to emphasize, liowever, that a]though in'this testimony
I represent the point of view of Smith Kline & French, I am- also
firmly conivincgd:that I represent the interests: of the Amerlcan people.
Our- commo: ‘objective’is: certainly the health of.our Nation,:which
has already so greatly benefited by -the developiment:of the -break-
through drugs that have -practically eliminated some: diseases (and.
greatly réduced the:death rate and length-of illness from others:: Qur
objective must be: the most; rapid:possible- development; of néw medi-
cines, and:whatever legislation. is, proposed should in the publictinter-
€stibe geared toward the grea.test p0551ble stlmulatlon of medloal a,nd
drug resealc sl E

vFiarst-of-g Would hke to’ make clea,r the tremendous 0'qu the.re

i&in terms. bt time; tesearch effort; and money—<-between a-new and

Eatentable chemical compound and ‘a safe and- eﬂ:’ectwe medlclne ina

ottle that can be used to treat human beings.

T should like to begin briefly by: descnbmg the back round of the

latest product we introduced; a new-diuretic discovered!by my ¢om-

_pany and marketed in 1964. The work: on!this- ‘product s typical of
pharmaceutical research and developméntjwhether or: ot ‘Govern-
mient funds-are involved, dnd a description’ of it will, Iibelicve; give

. you an idea of the gleat amount of time and money we spend ontour
R &D programs. . .

m body
Wlder Farying causes, his’ product s effeetive in many patieits re-
Sistint (o7 other diuvetios aid; s combination with: other: ‘diuretics,
potentiates their eflect. Tt h‘LS the advantage of not cansing:a: loss

- of potassium from the body, an undesurable characterlstlc of many :
otherdiuretics: ot
This compound, ' whose- generlcrname i8 tmamterene, wais d:tscovered

as part of a program of research -we:were: conduotmg on: diuiétic
agents, and a patent was applied: for in-1959. Though it isi Impos-
sible to allocate the exact costs, the expense:ofthis patentablé inven-
tion probably: did-not exceed $50,000." - Then -cam® the major ipart of
the research: and ‘development eﬁort the transformition of ‘the. com-
pound triamterene into the medicine we market under the trademark
“Dyremum n *-"Thls WOL‘k on Dyremum took‘ 51*:years a,nd cost over

/".r Ty [ ST




&g the table in my prepared statement mdlcates, our! act1v1ty froi
the. beginning:of ‘animal tests to' the ‘degision to-test in man requlred .
15 ‘months and cost: $350,0005 from'the beginning' of ‘cliniical testing
to'new drug application subm15510n requlred A8 months ‘and 'a cost of
$735,0003 and then; from the time the new drig! pphcetlon was sub-
mitted to the time: that we: received Food @nd Drig° Administration
approval- to market required 83 months and a ‘cost: of & httl_e overa
million dollars.” :The sum total: of all thlS WS’ 51/:3 years of "t ' e, nd
a httle better than $2 million cost: ;
This:was & hazardous: specnlamon At any tlme durlng thls proc-
ess theproduct- might have been: sliown to have some property that
would- have made it unsuitable for human; administration; and our
work iand expernises-to- that date “would ‘have gone for nothmg ‘We -
could never have. }ustlﬁed thls speculatmn w1th0ut the exclusnnty pro—

vided by a patient.» ;

In the case of Dyrenlum, there Was, of course,; Do questlon of patent
protection.:"'We have the pdtent rights. - The cost oF the- original re-
search and the subsequent development was pald for by Smlth Khne &
French Laborarvories alone.* e

: But. many-of the 1mportant drugs now in use or under‘ourrent in<
vestlgaton have been discovered throtgh' ¢ollaboration between ‘aca-
demic. selentists:and drug:companies, and, with' proper Tegislation,
this collaboration should become &ven ore productive in the future

_because of the great: expansion'in- the Government’s’ investment in
medical research: “Althongh the subeominittee is undoubtédly familiar
with the process of collaborative research in the health field; ¥ would -
like-to-amplify certain aspects of it, since it is so different from that
in. certain other fields: where the Government normally mekes L re- ‘
search contract with'a: commercla,l concarn. : : '

. .. ‘What:usually-happens in ‘the ‘health ﬁeld is tlus The Government

makes a reseerch ‘grant, to an academic-scientist: in a nonproﬁt Ingtis
tution;! fsuchas onesof our great: unlver51t1es, to 1nvest10'afte o given
field.: In the:course of this investigation; the scientist discovers & new
compound ‘but-he doesmot know: what this oompoundt will do:to Hirs
man beings. "He- may have a:hunchithat it has medicinal use because
of its chemlca,l rélationship to known: medicinal agents: ' But, e cant
not be sure, and the odds against-it being a valuable'medicine are esti-
mated. té be- 5,000 to 1; It igsrareindeed. thatthe chemist ‘has the
blologlcal data: about: hls‘compound Jponi which: to base'a prediction. =

: The only way in which the medicinal value.of his compound canbe -
demonstra.ted 1s by exhaustive testing, first in animals; then in humans.

For the most part; universities donot have thetime: ‘and! faeilities. for

the required: animal testing, nor:is this type of testing-in keepmg with -

their academic.purposé. Tt dse logical, ‘then, that- The discoverer-of a

new.compound poesitoa drug firm: for help since; ag ag the: stbcomimittee -
knows; industry:does have ¢omplete:fadilities and.long experience:in - -
testing :chemicals in‘animils. For example, in' 1964 s K. & F. used
more:than 500,000 animals in-its testing. program. - Let me again:em:
phasize that such: tests offer the. only way.in whichi knowledge canbié
ga,lned_ about 'the thera,peutlc actlon of-a drug before itris evalueted in-
MaTE: i tyloqw ‘---{.n”"}
DruO' testmg in am:rnals has today become 0 complex thet new meth-
ods of 1 testing are. often invented as the 1nvest1gat10n proceeds. For
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example, in the research on the diuretic project I mentioned, conven-
tional tests had failed to.show diuretic activity, and on that basis the
- compound might have been:shelved. - In devising ways to test other
agents for diuretic. activity, however, a new test was developed, and
this test revealed that our compound did have diuretic activity.. = "=
- Adfter it has béen determined in-animals that a compound has an
_ activity which suggests a medically useful effect in-humans, the even
greater hurdle of determining-its activity, safety, and effectiveness in
man must be overcome. Drug companies work ciosely' with hospitals
and ‘other medical. centérs to:study. drugs in humans, and they - have
techniques and specialized . skills for evaluating the resulting. data.
This phase of developing a medicinal product, known as clinical test-
_ing, involves hundreds of physicians, thousands of patients, and takes
- at least 2 years to carry out.. If the evidence shows that the drug is
safe and effective in humans, the final step is to secure marketing

approval from the Food and Drug Administration. - @ -5 o0

- Another complication in this process T have been describing is the
development- of ‘a. suitable dosage form, one that will- permit the
-patient’s body to absorb and utilize the active ingredient of the drug
product.  Work on this task. begins fairly early in the process and’
requires the solving of a number of difficult technical problems. ..

- I have emphasized the role of ‘our industry in malking. s medicine
available to the public because I would like the subcommittes mem-
bers to:bear this point in mind as Tinow discuss the kind-.of patent
policy I believe is needed to stimulate drug resedrch and to-bring new

" anedicines tothe American people, - - v Tl e s s
.. First-of all; is it not true that the keystene of a-sound policy as to

" Government patents is to lay out a system which' will produce the

maximum utilization of inventions for the benefit of the public?
With “maximum utilization by the public” as-the criterion, certain
. Tacts would appear pertinent: . ...~ . e el e
" 1.:Our American pateént system is almost universally.considered as
being one of the most potent factors producing this:country’s indus-
trial and “scientific. progress. It is based on-the premise-that the
granting of ‘marketing exclusivity for:a given period: of time is-the
best way of bringing new inventions into widespreaduse. . - - " -
-9, If this reasoning s soundy it is obvious that it should apply to

the health field to. the same.extént that it applies to other fields. A
'new-chemical-compound 'will not ‘help a sick: person: until it:has been

made into a medicine, and ‘the'wholé reason for medical research is to

help curesick peoples: . o Fel L s b
© . .3, Any patent legislation or any Government patent -pohcg'- that dis-

cotirages “collaboration ‘between university scientists::and drug -com-
panies ig likely to slow up the development of new medicines. )

- As. I mentioned earlier, the discovery of new medicines should, m
the public interest, more and more involve the cellaboration of uni-

- versity scientists and drug companies. For effective .collaboration,
" both: the university scientist and the drug company must have incen-
" tives, first-to-invent the eompound -and then to make the speculative

" investment reguired.to turn it into a-medicine. - These incentivés have

* traditionally been provided by our patent system. Indeed, the en- .
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eouragement to invent-—to ¢ promote the pmgress of science’ 1245 the .
only purpose of the patent systém. It seems contx ‘Ldl(}tOI‘y to Lemove

*  this iricentive from the health field:

Tn my opinion, the existing Govemment pfltent pohcy for the health
feld - discriminates against- academn, 1ndust1y colliboration by pro--
viding that, if {Government money is given to the university scientist,
the (ﬁwemment ‘takes 'the patent: I‘lO‘htS ‘With rare exceptions, the
university, the university scientist, or the drug firmy which niay have
spent many hundreds-of thousands of dollfus for development do not
get any exclusive rights. =~ =~

I can illustrate the comphcatlons thmt now arise- under prebent pat—
ent policy by another: -example from our-own experience. - Back in
1959, my company began working with a nniversity scientist who had
been studylng certain steroids for several years: under a Pubhc Health
Service grant-of $26,000 a year:

‘We have a program in the field of- atherosclerosxs and heart disease,
and we were deternmining the effect of compoiinds-on blood eholesterol.
This effect was not one of those specifieally:under investigation by the
scientist, nor was it contemplated in the: PHS grant.: We. iere ablé to
demonstra.te through exhaustive tests in aniinals that the compound
in question lowers the cholesterol level of blood Wlthout the slde eifects
Whlch in the past; have limited these of gther drugs. = ,

“We are now at'the peint where the- compound should be given’ “to
humans for preliminary evaluation: But to'date we have been ‘unable.
to-conclude an agreement that will give us reasonable exclusive 110'hts,.
even though our investment in development already amounts to a
proximately $250,000 anid may well amount to a couple of millior dol-
Iars before the ﬂompound becomes medlcme for huma,n use. VVe are
continuing to negotiate. '

Senator ‘McCrerran. Now, as T underst:md 1t ‘rhls is a case where
the Federal Government has made a oontrlbutlon to: your research

Mr. Munwes. Not to my company, sir. s

Senator McCrLerLaN: Well, L meantotheuniversity: -~ =%

* Mr. Munys. To the- unlvers1ty where the smentlst Was Worklng

Senator MoCrrriaw. Yes.

Well, you say, “We are contlnumg to nefrotmte WVho is trymO’ to
negotiate? . ‘ '

Mr, Munns. We are trymg to neaotmte with the umversmy ¥ the
Research ‘Corp., the university’s patent agent, or HEW, or NTH, as
to what kind of ‘exclusivity may be possﬂole under ‘this armngement

Senator MoCrerrax, 'Well, If T understand, this is'a'case where the
Federal Government, the NIH has made a: contmbutlon to your re- -
gearch effort. i
~ M. Mounys. To that of the university. - P '

Senator McCreLran. The- unlversn;y But you are the ong: that
dlscovered the product. . : :

: Mr.Muxxs. Discoversd the utility of that compound o

Senator MOCLELLAN The utlhty of it.- What do “you mean by the
Cutility of itP% - .

Mr: Munws, A dlﬂ'erent ut111ty than wa.s antlclpated under the_
grants- glven 'bv the NIH.
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. Senator MoCLeLzaN. In othier words, the: grant was given for:one
purpose, and inpursuing. that purpose you- made the other diseovery:
Mr. Munws, The grant was given to:the nniversity. -The.findinigs
of that scientist. were pubhshed ~We betame, interested. in. the. com-
pounds because we; were working with steroids, and we asked whether
we colild examine: those compounds and put them through our screen-
ing to see whether they would have some value in-the field-in which
we were, interested. - That -was agreed . upon,.and: then we, worked
with those compounds and ‘with that, scientist to some degree. .. -
. Senator M¢CrLeLLan. Now, you ha,ve gotten to the pomt Wherc you-
think it does have.a value?. - .- i :
‘Mr. MUNNS We, thmk it does havc ‘z medmmal va,lue’
know yet. . iy
- Senator MCCLELLAN You don’t know ‘ ;
Mr. Muxxs. We know it has a use, but Whether it ds g01n0' to bc a,n
acceptable medicine:s still quite: unknown. i .. . s
:Senator McCrrrran. ‘Well, it af least: gwes SOIE promlse
- ;MriMuNns. Yes, siv; it gives some: PLOMISE.. oo fp o el 0T
Sengtor, McCrrrran, Enough that.it would.be. a,ttra,ctwe to you to
ta,ke the risk of: expendltures to explore and devclop further zmd test
and'so fortht: , :
Mr, MUNNS. Tha,t is: correct, ycs, s1r - ; :
-1Senator MoCrLeLLAN. ‘Which you say may ost as much as $2 mllhon?
Mr Muxws. It could run thaf much’; ¥, Sir.. i : i
Senator McCLELLAN. NOW, What p051t1011 are, you '
get some exclusiveuse.of it,%., : ; i
i Mre. Munws, ‘Well, if. thcrc Were:no exc]us1v1ty at: all siryd i
' beheve we.could afford to run through  this whole process of. develop-
ing a medicine, because then the whole information would. b in:the
public domain, which would permit our.competition to: move. right
In gi,the same Jevel we. were;, Wlth o, expendltures W’e havc got o,
recou : B
‘ Sen%tor McCrerran. Jn.- othcr Words, W;rou mlght spend . mlﬂlon
dollars.on it. and .then find -out. that it dld ot ha,ve the value you
thought, and that would be a loss. ey
Mr MUNNS ‘Xes; that would be down. the drmn
Senator MGCLELLAN’ If would be down the dram
M. Miorwwss  Yes; 818 o i Ci
- Senator, MoCLELLaN, Ncw, 1-f you spend say, $2 mﬂhon on.it. and
found 1t did- hawe- a -value, then What 1s your posualon'g Tha,t you

mvestmcnt, p]us al proﬁt‘l it ! RERE:

Mr. Muwns., Yes, sir. :

" Senator McCrerLan. And the only. way. you CAN do tha,t sy \hav- ‘
ing anexclusive right as.granted. by & patefit ? : :
~Mr. Mu~ws. Thatis correct, sir.- y

Senator MOOLELLAN VVe]l oW ‘the. artrument here. 13, Ty
licenseé should be-givento Fou, for. justiZier 3 years.. ... <

Mr. Muowws. VVell if you Wﬂl let me ﬁmsh my statemcnt

'1]1{':0 t]).&t l‘..j";vf‘-:'-};: sl FEE A S '!“z;:.
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~Senator MoCLELLAN. Very well: I:’a‘h'iwe' l_lea}rd' 0 mu_ch ef this
a.lready,Ican almost:anticipate it.- Lol e b Rd g Dadyie
- Mr.:Moxns. You know'it by hea,rt

Senator MGCLELLAN 1 .donot really Inean to get ‘thead of you buij:

these thoucrhts arlse
ment
M, MUNNS Very well i

rlght proceed J ust go On Wlth your Stat,e-

The: situation: I have ]ust descrlbed will mereasmtrly be B problemg '

. invthe-future as more and: more Federal money is contributed. through

grants: to hospitals, universities, medical schools; and medical centers.

Can drug:firms collaborate with these institutions if industry is denied

a reasonable equity in resulting discoveries? My own opinion is that

drugyfirms-will have to shy:away from such:collaborative reséarch

gnder ex1st1ng Govemment pabent pohey, a8 mdeed they are elrea,dv
oing: iy

mg, Hagrindeed they arer alreedy
dence ofithat work :
MesMuowws) I thmk tha,t could be develeped SIT. '---The mtness be-
fore me: laid: stress: on that Where other cirucv eompanlee Were
‘ hemtant—w

2demg; ”q:rDo yeu heve concrete evi-

- Senator: MGCLELL ax:; Do:you have any- person‘tl knowledge of Sueh

an instance?

M Munws.s: Ttiga coxmderatlon that we ha.ve to thmk abou When

we have our.own'drugs, and:we wantie—sior o[ v rnlof ne
Senator McCLELLAN.: In other: Werd yeur YWIL ease igran
Mr. Muwns., Yes. - g

i Benator MoCrenrax: The one you: have ]ust elted { :
Mr. Muxns. Yes; because if we went to a univer sﬂ:y or e.sked a se1e11—
st to cellabomte withi ais;rone: wlio:was under -a (Government: -grant,
and in that: process:he found a ‘variable use or:a different use:for this
same substance; ‘under those elreumstances tha,t new: use pa.tent would
revertto the Government i ;
«:Wein:turn; woerking in ou-own shop, let us say, mlght,e‘!,sﬂy have

discovered the same thing..» We would or ‘we would: not,:but, at least:

that possibility dis: always a dlstmet one,: bhat it wol a,ke us
-hesitant. : : s s
Senator McCLELLAN. All r1ght ‘s
- :Mi: Monws,: T therefore urge the subcommlttee in’ eons1der
1sla.t10n, 4o aim: at: prov1d1n0' ‘the ! mmx1mum1——~not the ‘minintum’in-
- centives for medical discovery to university scientists and to the drug’
industry. I urge this-because! I sincerely: believe that siich a policy
ig in the natlonel terest;: end thab‘ t Wﬂ] brmg the glea,teat orood to
the American:people] vo; T sl

A very clear principle is 1nvolved Our patent system stlmulates the‘ '

discovery -of new and unseful produdts and processes, and 1£s 1neent1ve

shiowld not bé reduced or denied in the field'of health::x -

I would like to suggest the following principles Whlch iy my opm—

ion, should be considered in determining the form of any new p‘ttent.
' leglslatlon mvolvmcr inventions with Feder‘tl support;

Sena,tor MCOLELLAN New, thei'e yeu eonelude that sentence by Say— :
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+'1."'Where & scientist working in’a nonprofit institution and sup-
ported by Government funds discovers a hew ¢ompound that may have
medicinal use, the patent rights should belong to- hlS 1nst1tut10n sub-
-ject to certain Government retained controls, : -

2. The nonprofit institution should have the'right’ to negotle’oe with
1ndustry to carry out screening, testing, and development work, and:
may further negotiate a royalty-bearing license with industiy .upon
such  terms-as they may.agree upon, subject again to Government-
rétained controls: - The license agreement may also define the respective
rights ofithe nonprofit institution and the industrial coricern as to new-
uses and related ‘development and 1mprovements Whloh may result
from collaborative work between them. -

3. In view of the substantial expenses thh must be borne fby the _
industrial concern to develop and test the compound, and. considering
that the royalties will accrue to the institution and be available for
further research, with such award to the individual inventor:as the
institution deems appropriate, the license to the concern must be attrac-
tive enough to invite its participation in this researchand development.

“We have given oonmderaﬁ) thought. to-specific ‘amendments: to
S 1809 and ‘plan to. submit- them to the Suboomm1tee at the- earhebt
po:mble date, .

That:concludes my ‘comments, Mr. Ohalrmen Thank you for your'
courtesy ‘

~Senator’ MO‘CLELLAN Thank you. " Are you prepared to Submlt the B
amendments today, or do you wish to submit them later? -

~Mr. Muxns. T would like to subrmit them later, if- I may

Senator McCrerran. Very well. :

‘ hMr MUNNS They ha,ve not been—we haven’t completely fina,hzed
them. : "

Senator MGCLELLAN I ersonally apprecmto it when those of you
who hdve.an intetést in this, if you find some way that the bill ean
be improved, make your sugg gestion and then prepare the amendments
that will carry out your recommendation so that we can better under-
stand -exactly what you -wanted 'and what you nean and Wha,t the
'-eﬁ’ect of your recommendation would be if adopted. -

- Mr, Muks: Well, you can appreciate that this i isa Very 1mportant
- piece -of Jegislation that. you are conslderlng
 Senator McCrmrran. That is right. - o

-Mr. Muxws. And we'are working, 3ust a8 dlhgent}‘y as-wé can, to _
%eﬁd 1o ‘bhlS commltbee our proposed or suggested amendments to your
i

Sena.tor MCOLELLAN Thank you I was ]U.St trylng to emphasme
. that we will welcome such: assistance from interested people.

Mr, Mu~xs.’ We will try to get. them to you just ag qulckly as We
. caf,sir, :

- Senator MGGLELLAN Very well. Tha,nk you Very muoh &

All right, Dr. Zuoker Wﬂl you come around, please We are ready
to hea,r you s :




STATEMENT OF 'WILLIAM ZUCKER, PRESIIDENT SOUTHEASTERN |
PENNSYLVANIA EGONOMIG :DEVEI.OPMENT CORP '

Sena"tor MOOLDLLAN Very Well Doetor You ma,y proceed You
‘have'n prepared statement, : 2 o
- Mr, Zucker: ‘T have, sir: i

‘Mz, Chairman, T am William Zueker, re51dent of the 'Serutheastern
Pennsylyania Economic Development Corp., a ‘nohprofit_organiza-
tion created last year with the support of the business and financial
community in' the 5-county industrial area of which Philadelphia is .
the center, and which is composed of the eounmes of Bucks, Chester,
Montgomery, and Philadelphia, '

T hawve this prepared statement, which I Would llke so much to read
if T may, and then be availabls for questions. - : :

‘One of the concepts on which: Spedeo—whleh is- Whet we eell our

%anlzetmn——ls based is that of encouraging economic development

industrial growth by créating an environment where new ideas
in research and development of individual inventors who lack finan-
cial resources of thelr own can be tmnsla,bed into actual mdustrlal
production: -

The patent 1neent1ve igian eesentlel elerient of tlus proeees, and
with Fedéral research and development programs ‘expanding as they -
are, the potential nngaet——goed or bad—of Federal agency patent
policy on science-base non-Government seetors of the economy can-
not, be overemphasized:

This is why the orgenlzetmn dlrected me to make known to. your ‘
subcommitee, Mr. Chairman, our views on these important issues.

- Let me briefly outline for you one key portlon of our program which;
by the way, is the first of it$ kind ever urdertaken in this country,
and which is jointly supported by our own business, financial, and
academic communities and by the Federal Government itself through
a technical assistance contract with the Commerce Depa,rtment’s Arvea
Redevelopment Administration.”

We have set up a new regional: development la,boretory, where in-
ventors and researchers can obtain space in which to work up and
test out their ideas, nging our laboratory’s specialized equipment and
facilities, and having ava,lla,ble to them a w1de range of teehmcel
_consulting services.

We designed this: laboretory to prowde the mventor or researcher
with the best possible conditions in which to develop marketable,
job-producing, economy-building products-and services n the shertest
possible time., = -

We believe it is: 1n1p0rta,nt to take the 1nd1v1due1 mvenbor out of
the basement, kitchen, or garage and give him the edventeges enjoyed
by his eounterperts in Well-supported lndustrla,l end acad 1
tories. © Vi - Lt

Spedeo’s development la,bora,tery will prowde spa,ee for, 12 “resea,rch
qesoma,tes,” as we call ‘them,’ _Who v1ll pay servige- fe ;
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$500°t0. $2000:4; yea;r ‘depending on thielextent: of théR. & D Hiipport
that they:require. ~All:other:costs are underwritten:by. thessponsoring
organizafions —ARA during tlns ﬁrst yeer Spedco end the West Phﬂ-
.‘ Cfelphm. Corp., o - 4l

The " latter, perenthetlcelly, is a second nonproﬁ ' orrporetmn
founded by the University of Pennsylvania, Drexel Institute of Tech-
- nology, Philadelphia College .of Pharmacy:, and. Science and Phila-
.delphia’s Presbyterian I-Iospltel to, coordinate and, stimulate ithe cori-
.structlon of. University: Cityy 2.2 ,000-acre area belng developed by
_private and. publie capital into;a new urban community in  West
_%hlledelphm, distingnished by .16 educemonel and. medical- mst11;u—
tions. Our development lmbomtory 1s.1n the Un1vers1ty C1ty sc1ence

" center;complex. .

The length of time a Speco reseerch essoclete Wlll be penmtted
-to occupy. space.in:the; l‘tboratory varies with the product or' service
e is trying to develop and. the progress he is makmg When an idea
‘has réached the prototype or model stage, the inventor will move out
$0.that:others may have access to the laboretory 5, :Ea.c1l1t1es and oppor-
tunities for cross fertlhza,tlon of ideas, ., ..

We already have 4 of the 12 research ‘1seoe1atee thet our. leboretory _
s equipped to house, and discussions are going forward with ‘others.

One is working on. electromc dev1ces for. ﬁre detect1on and for
burglary detection.- L _
A second is developmg a low temperature (cyroaemc) su.rgery
probe and an instantaneous blood:flow reading. device.-.

. Polymer chemistry is the thlrd essoem’re’s ﬁeld and the fourth is
medical information retrieval..
o Just, before T came down, Tast mght we 51gned up our: ﬁfth one,
- 'who.is. developmg an electromc scenmng device for the golf swing
_go thatif it is successful— o . T
" Senator MoCLELLAX. For wha,tl? .

‘Mr, Zicker. For golf swing, sir. So th"tt 1f 1t is successful there
will no longer be golf duffers in Amemce [Laughter]

" Senator MCCLELLAN Say that again, T

Mr. Zucker, This man: has 1nvented o seanning device hooked up
by electrcnle dewces with an IBM program dev1ee which examines
the person’s golf swing, his stance, the. weight of the club, the way
- in which the golfer ep‘proaches the ball; and, hopefully, he. will de-
velop through this testing device a new sz of a,pp’roechmb the ba,ll‘ .
and swinging the.club. It,wﬂl besold to:golf pros:..

Sénator: MCCLDLLAN Ts there any stock for sele in - thet? o

[Laughter.} .
Mr. ZDCKER,: 1 .would like to point.out, if. I mmy just. proceed \Ir

‘ Chmrma, ‘that ail of these are: new. and n0vel 1dea,s thet we are trymg
to develo . I
Now, the Aten DeveloP it Administration of the Depa,rtmenf, of

' Comme]:ce is providing;us with.$120,000- ot ,
S tor McCLELLAN. . Dn this pertlcul g- - .
“"Mr. Zuoker. On the entire laboratory, not ‘on tlus dev1ce l\To sir.
We then provide some $45,000 in additional funds. But the patent
device and the patent r1ghts belong to the research associate. They




donet beIong to' the!Federal GOVernment nor:do’ they belong
Bpedes; not ido we Have any’ ﬁnanela,l nghts in thezproduct at aI

But this is one of the first. tinves: in: whicha- Government’ eontmct
was wriften in- which’the research agsociate’s patent TlghtS belonov to
him andidenot revert to the Federal Government: =+ 0 iy

‘Wi ploneered in' this R.& D: facility because: 1t Tepresents % smgle
approach, a first approach Whmh we hope Wﬂi"be duphca i hrouO'h-
out the country; - i e

“We_ have emphasued* tlie fact thart otir’ area, our ﬁve county crrea,
Has indeed quite ‘a complex‘of R. & D. going o, and Wwe hiverissued
just recently thig brochuire: (mdlca,tm«r), Whlc I Would hke to leave
Wlth the chairman, notto put it in the record e

“Senator McCrerLan.: 1t may be recsived asa; exhlblt :Eor reference,
appropriately numbered. We have-alréady had amumber-of éxhibits
for reference; and this will be a propriately numbered for refsrence.

(;I'he brochure reierred to. WllI]J be found 1n-the files of: the commlt—
1_66 ERNAN l,{z \E: I : k , H

Mr, ZUGKER Thank youysirg - Pt L

In it, we have listed:a. directory of 'esea.mh and development a,nd

we have. found that:there are njore than: 425 laboratoriey employing -
about 15,000 scientists and engineers .and: spending: more than $500 -
million a year imR..&Du ' R. & D, programs:span:the entire’ range’ ‘of
science; and’ technology;:awith the greatest: concentrationlin’aerospace;
ehennc‘tls, electronies; 1nstxuments machmery, mﬂ,termlsr
medmme, and physms - : :

. Wheir'it is completed; the $50 milltoh Umversrcy Olty 3
in-West Phildeiphia and its already functioning Science Institute: will
be able to make available to government: dnd: ndustry: alikesspros
vided equitable Federal patent: policiés 418 developed by:: Congress and
enacted—the research talents:of: a: dozen O noTe: umversme._ techno—
logical institutes, and iiédical centers.: Bl i : o

The: interdependeiice’ of-sciénce and: fechnolo § the frequent mter—
mmglmg of! résearch: activities; and-the part1c1pa,t10n of: the Federal -

" Government to industrial and academic research’ ca,nnot be bet.ter dem—
onstra:ted than‘in southeastern Pennsylvania, .. - |

. As L.metitioned; we had: grepa,red this detailed dlrectory of R & l
orgftmzatlons, facllltles, and capabilities in southeastern- Pennsylvania
andy where possﬂole, the gources of support for the work con(i‘ucted ine
each: - . : Py E

We found that act1v1tles in the area’s 425 research centers and lab _
oratories inclided (1). research supported entirely by industrial con-
cerns; (2). programs. supported. entirely by the U.S...Goverhment.
finder. ¢ontracts:or: grants; and {3) -also-it: had-programs. i which:
(Government projects are going forward: side by sidey. with:research:
being conducted: with a:company’sor’ Aniversity’s-own funds and w1th
other, norgovernment: contract or grant- -supported - worl. S

Monitor Systems, at Fort Washington; for-exampleyis a small com-"

_ pany with $2.5 million research volume in: commumcatlons All lts
Work al the time of our survey, was for the: Government: -

“General-Electrics: Missile' and Spaceé Division employs 5 500 re—'
search personnel in #:broad Tange of: diseiplines; with 95: percent G‘rov-
ernment support and 5 percent funded by GE 1tself. .. . 4




.all: the equities in these varied factu
- come clear tothis subcommittee, I am sure,
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Kellott: Aireraft, hes a. $500,000 resea,rch Volume is domg 20 percent '
of its work for-itself; 70 percent for the Government and the other 10

: percent under.centra ct for other industry.-

Atlantic. Refining, on the other hand, "has a research staff ef 362 do-
ing 95 percent company work and 5 percent Government work,.
Robm & Haasg, a major chemical concern, spends $15 million an-

- nually for resea,rch allon its own accoumt. -

Intex'mmghng of research and research support is mo:,t ewdent on
the university campus. For example, Villanova’s résearch, which
runs to $90,000 a year, is supported 10 percent, by the 1m1ver51ty, 75
percent by the Government, and. 15 percent by industry. -

At Hahnemann Medical College, with a $2.3 million program, the
support ratios are: the college 8 percent; Government 80 pereent n-
dustry 10 percent; and “other” 2 percent.”

Our area’s. blggest academic research eenter is the Umversmy of

‘Pennsylvania, with its $27.5 million program and 2,000 research peo-

ple. The Government supports 90 percent of this WorL the univer-
sity 5 percent, and industry the other 5 percent. - - .

The. d1ﬂieuity of devising a Federal platent pohcy that. w111 preserve

al situations has long slnce be-

-I appreciate your courtesy and your pa.tlenee Mr Ohaxrman and
members of the subcommittes, in permitting me to'make these general

. comments about Spedco and its inferest in these issues.

Our testimony on the specific legislative c}aro osals will. be dlrected
only to S. 1809, introduced by Senator McClellan, and S. 2326, intro-

duced by Senator . Dirksen efter this eubcommlttee held its patent

- 'hearmgs during June and July.

We understand that S. 1809 Mr Oha,mma,n was mtended to wmte

- into-statutory language theprovisions of the late President Kennedy’s

patent policy memorandum of October 10, 1963, t0 Federal agencies.

We also understand that Senator Dirksen’s bill incorporates the
recommendatmns of the Amemcan Ba,r Assoclatlon a,nd the America,n
Patent Law Association.

In our view, neither of these: bl]ls, a8 1ntr0duced by the chmrma,n or
by Senator Dirksen, resolves with equity for all concerned the complex
issues of Federal agency patent policy, nor do they: suﬁiclently protect
the public-interest in the context of-the Constitution’s mandate to
Congress (art. 1, sec. 8}, “to promote the progress of sclence and useful

_ arts” by means: of a patent system.

By comparatlvely simple - amemiﬁlents, however, elther or ‘both
eould be adjusted, in our view, appropriately to advance and protect
the public interest, safeguard the eqmtles o:E all c:oncerned and mdeed

[43
: promote the ess of geience.”’
e

Section 3 on page 4 of S 1809 reserves to each contra,ctor an
lrrevoeable, nonexcluswe royalty:free license for.the practice of any
inventlon -arising ‘from’ reseaTch conducted:for a:Government agency.
However, such. license is nontransferable except Wlthm aﬂihated com-

- panles or S‘llGCE!SSOI‘ GOIILP&.‘HIE.S

This language is sufficient to protect the. rlo'hts of the contra,ctor 1f

that contractorisa eommercm,l concerny Wﬂ;h developmental and marka'

etlng Tesources.




But if the confractor is a university, medical school, or compa.rable
nonbusmess enterprise, the license' must be- transferable by that enter-
prise if the provision isto place the academm contractor o equa,l terms
With'the commmereial Gontractor. -1 i+ ! i :

No academic institution of which T amavwire h‘lS the capfl.clty .to
reduce an’ invention to'practicé and put it on the- market; nor any inter-
est in’ doing so.' The only way it can- benefit from: this clause is to be
able to license a company Wit esources: to: develop ‘Ll’ld market a
product and so receive royaltles ‘

- We are sure this diserimi 1ALoTy trea,tment of academm 1nst1tut10ns
vms an' inadvertence, = 4+

Settion 4(a) of SI1809 describes 51tuat1ons in whlch an. agency head
WOllld béréquired to take principal or’ exclusive righits for the Govern:

. ment, with a proviso for- Walvmg such ta.kmcr B the Government 1n
exceptlonal ciréiifistances: ‘

The ‘piirposes”of 4(a) (1) and 4(3,) (2) mre, wei beheve, l‘mdable
_But because. the language of 4(a) (1)isinexact; it’ Would extend far
heyond any foreseeable Tequirement ¢fthe pubhc interest. -

This is particularly true of the phrase *for commercial use by the.
oeneral public,” which could extend to virtually every kmd of product
newor old, ¢ohceivable by the mind of man, :
As for 4( ) (2), its requirement of Government tftkmg of prmclpal
or exclusive’ rlo‘hts in'fields ‘which' directly concern-the public health,
welfare; or safely conld ‘well ‘haveexactly the ‘opposite effect: of- tha,t
intended in the Ken edy pohcy memomndum and_'l iy "s:1mp1ement-
g legislationy: /i :

“This provision would ‘deny to the ﬁelds of health, welfftre, and safety ,

. the incentives of the patent system which has brought:so'muchiprogs
inevery field, ‘including these three: crucml ﬁelds, smce the ﬁrst
ént Jaw was enacted 175'years ago. - -
“We dgred that these-fields dre so Jmportant in: the 11ves o:E every
citizen that Government ‘should giveevery ‘encouragement to'rapid
advancement. But to take awa the patent 111cent1ve Would be “to-:
ithpeds advances; hot en¢ourage them. ;= < i efE e
We biélieve the Amgrican Bar Assocmtmn and Amerlcan Patent
Law" Association have worked out; a:réasened’ approach to thls speclﬁc

problem, which hag baei: 1ncorporated InSi2326,
Tts 4 (a) (1) would'équire a’ Government 't king: of ght

the purposg: of. the contract is to produce ohe or m end 1tems, ‘the use of Wh1ch
is ‘or will be’ required By. 1w oF governmental regufation in fu1therance of- the
pubhc health [ safety, and the 1nvent10n covers such an end item ¥ F ® .

“This phraseology, webélieve, fully’ protects ‘the' public 1nterest in the
ﬁelds of research and development encornpassed by both 4(a) (1)} and

4(a) (2) of S.1809. "We suggest that both be deléte: _from 1809 and
_ that 4(a) (1) 6t S. 2326 be inserted in their stead? ¢

S.1809, in 4(b) , diseriminates once mére against: academlc md other
nonproﬁt enterprlses This provision ‘would allow the contractor to
retain’ all rights but a’ nonexclusive 'Gaoverntient Ticeniss; * when - the
resemrch is for products or methods for'usé By the Governient and the
in’'a field where “the contractor has acquired technical com-
‘petence directly related to an area in which hé h@s' n established non-
: ‘governmental commercial p051t10n ok
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A nonproﬁt 1nst1tut10n llke a UIllVEI'SIty or, medloal sohool can: qua,hfy
for thése additional rights on ‘the basis of.its: .éxisting technical com-
petence, but not if it is required to ha,ve an. estabhshed nongoverm
mental commercial position. - o

~This ‘discriminatory- treatment of our great nonproﬁt researoh cén-
tels can be corrécted:by additional language limiting the “oommercla.l
position’? requirementto commereial contractors.

Additionally, we believe it would .be- good pubho pohcy for the
Government to:avail itself-of the outstanding technical and. admlms-
trative competence of our universities and our medical and other sei-
entific colleges in the handling, on a‘public interest basis, of patent
rights to inventions made in the .course of research: conducted by. the

. 1nst1tutlons under Grovernment grants or contracts. ' . ..

This can be accomplished by incorporating & provision in thls legls-
lation directing the agency head to acquire no more than a. nonexclysive
license for the Government if the contractor (1) is a nonprofit institu-
tion, (2) has a patent policy approved by the agency hea The insti-
tutl on would hold and exploit the patent. . . ..

- This-system has been used for many years by the Pubho Health
Se1v1oo in administration of inventions made in the course of NIH-
supported research; as the. subcommittee knows, . .

}i’he provision should -we suggest, contain. lancruage requlring the
aﬂenoy head to approve an institution’s. patent policy if such policy- will

advance the publie purposes of the institution; and specifically allow-
ing approved policies to include appropriate incentive payments, based
on a pércentage of royalties or other reasonable cmtema to the 1nd1-
-v1dua1 mventoriorinventoers. :;

-8, 1809 wisely provides a.uthorlt for. Federal 3.08]10163 to grant
__excluswo or nonexclusive licenses for .the practice of inventions on
which the agency holds patents, with or without. the pa.yment of royal-
ties, and for as-long as the llfe of the patent 1f thls 18 in the public
- interest:. We strongly support this. . ..

On the other hand, 8. 2326 in 4(c), while 1t reserves to the oontraotm
%at ledst a- nonexcluswe, royalty-iree right to practice the’ invention
®o % 9 can be construed as. requiring the Federal agency.head to
gra,nt to any citizen of :the United States or. any. citlzen-controlled
enterprise- “an’irrevocable,. royalty-free nonexoluswo hconse to any
patent” held by the United States.. .

.This would seem to be - requ1red Whetller the citizen or Gitizen-eon-
“trolled enterprise was.a participant in the development or.not, and
would seemingly proh1b1t use, of the frequently essential tool of exolu—
swe ficensing. .

In fact, this Ia,nguage can be mterpreted as requlrlng ‘that strangers

to the contracts and to the research be favored over contractors who
made the invention. . They would be accorded “anirrevocable; royalty-
free nonexclusive license in any patent” held by the United States,
~while the contractor. would be entltled only toa “nonexoluswe, royalty~
Areeright to practice ‘the invention.” - ./
_ 'This, would: seem’ to, be’ requlred Whether the 01t1zon or 01tlzen -con-
trolled enterprise mas: a participant in the development or. not, and
would seemlngly prohlblt use of this frequently essential tool of ex-
clusive Jicensing.



If this phraseology of 8. 2396 is mtended merely,to regerve to oon—-
tractors alone a royalty-free nonexcluewe license to every patent held
by the United States that arises out of the research they contra.ot to
perform, it should say so more preclsely

However if this section 4 (c) is intended to proh1b1t excluswe llcens-
ing of patents held by, the United States under any and all circum-
stances, and your subcommittee adopts this policy, contractors should
at least be placed of a par with strangers to the contracts. by bemO‘ ac-
corded the same irrevocable,’ royalty free’ nonexcluswe : .
tents held by the United States. '

We urge the subcommittee not to bar exoluswe 11cen51ng of patents
held by the United States, because forbidding sueh &, licensing on rea-
sonable terms, to.encourage private mveetment of the Sometimes large
sums necessary to fully develop an invention t¢ the P 1nt of praotloal
ap lication, would not be in the pubhc 1nt.,erest :

n the pharmaceutical and medical scierices,’ for example, the. in-
vestment of capital and of human and laboratory resourcés required
to bring what pharmacologists call an “interesting”’ compound to the
point where the physician can preseribe it for hls patlente often in-
volves years of résearch and milliong of dollars.*

If ‘the. Government should: offer. this “mterestmg” compound to
every pharmaceutical house qualified to undertake its development
‘chances are that.none would be willing or able to take the rigk.
"It is only by redsonable market exclusivity that'a pharmacentical
company has e oh'moe of reoovermg 1ts 1nvestmen1: and perha,ps '
realizing a profit. ‘

. I'would like to- make one ﬁnal “point -on the grantmg by Federal
agencies’ of exclusive licenses’ In pra.otloe mventmns to Whlch the'
Governnient holdgtitle.: s

In today’s’ intermirgling’ smd 1nterdependenoe of researoh and
development, situations may arise where the Government holds a
patent or has principal or exclusive rights even when other SpONSGrS—
such as a medical seliool or-university. or a piblicly supported health
organization like the American’ Cancer Society—or a’ company have
made equal or greater eontributions’than'thé: Government, ‘to- the
research and to the discovery. Equity demands that in eages of this
kind the Federal agency be coinpelled: to reooomze the r'ontributlons
and the rights of the. cosponsors of the research. - _

This can be readily done by adding a new clause“m seotlon 8 -of
-S. 1809 thatwould require the agency head fo ‘granf an exclisive,
royalty- frie Ticense to the contractor and /or ‘other persons asSociated
‘with the contractor ix makmg the invention if the aggregate financial
contrlbutlons of these persons is greater than that of the Government.

Also, the agency head should be required to grant an exclusive
royalty-fres license to the contractor and/or his assdciatesin the re-
search if the agency head determines that substantial additional ex-
pendltures of nongovernmental funds are needed to bring an invention
to the point of practicsl application and that sueh excluswe hoensmuf
would accelerate final development by the contractor and/or his’ assocl—
ates and expedite availability of the end product for public use.
~ Applications for thig kind-of exclusive licensing are based on equities
derived from work already performed or commitments to’ perform'

)
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developmental Work in the future - Applicants. should hzwe avaﬂable'
to them, we belleve, the, same kind of administrative hearmgs and

]udlclal review provided for in sections 5.and 6 of 8. 1809, in the event

‘of agericy denial of a reasonable period of exclusivity. .

... Thanlk you Mr. Chairman and ‘members of the subcommlttee, for

this opportumty to present the statement toyou. -

-, Seniator McCLELLAN, Thank you very mich; Dr., 7ucker That is

‘a vory interesting statement. I appreciate, too , your-suggestion about
what a.mendments Would be adva,ntaweous and bene‘imal to the pro-

“posed legidlation, ¢ : :

. Mr. Zgoker, Thank you,

™ Seniator McCrerrax. Off the record

. {Discussion off the record.).

. “Senator McOusrran. Very well. Our, next w1tness?
" Mr. BrEn~an.’ ME. Robert F'. Conrad. '

. :Senator McCLELLAN, | Wlll you come a,round please, Mr Conrad?

;_'..Mr CONRAD Yes gir,. .. . o S

STATEMENT OF RO_ . GONRAD B,E‘P ESENTING. TEKTRONIX
INC.; AUCOMPANIMI} BY THE * VICE. PRESIDENT WILLIAM
WEBBER SAND. .T RUSSELL VERBRYGKE III AN ATTORNEY

Senator MCCLDLLAN ‘All no'ht Mr Conmd 1f you Wﬂl 1dentlfy
-yourself and also your assoclate, then you, may ploceed I 60 you
-havea prepared. statement. : .

“Mr. Coxrap. Yes, sir; Lalso ‘wisl to make a.ddltlolldl comments

~Mz.Chairman, Tam Robert F. Conrad,a patent attorney with’ ofﬁces
at 815 Connecticut Avenue NW. ‘zVa,shmgton, D.C.. T amamember of
‘the bar of the District of Cohunbla, and of the American Patent Law
-Association. My.practice is concerned almost.exclusively with patent
Jitigation. . My appearance is -on behalf of Tektronix, Tn¢., a manu-
_facturer-of -electronic equipment, including. oscllloscopes, whlch are
electronic devices designed for precision measurement.

On.my right.is Mr. Verbrycke who is all associate in my oﬁice We
'1150 ‘haye, with us; :in.the back row, Mr. Webber who 1s an officer of
.the Tektronix; Inc: 1.~ :

 Senator MCCLELLAN Very Well, you ma,y proceed Mr. Conrad

Mr. Coxrap. Our comments Wﬂ_ be dlrected excluswelv to sectlon 8
of the bill. 8. 1809, .7 , _

We have O nts of two klnds about the prowsmns of sectmn 8.
The first, is Wlth-respect to the technical Janguage of the bill, -

Tt appears to,us that under the present language, the purpases thh
the committes have in mind may not be accomplished; and secondly,
.we object. to soine of the philosophy . of :section 8 pa,rtlcul&rly that
‘which enables. the Government to bring suit on | overnment-owned
pa,tents against citizens of the United States.and collect, damages, ..

o sty with. respect to-the.technical maitters, which. I think can be
! sed with _reterence to .the first sentence owi Sectlon 8( b) You

i

Ua.trency ‘head; 13f i grant an fe;
,pra,ctloe of any invention, fUr Whlch he holct
h:__ _ act o ‘behalf of the,United States.)’,

'patent acqulred under



GOVERNMENT PA'J.‘E;N'.L' POLIU I . uri

Now, at the “Toment, the Government otwns. somewha,t mors than
10,000 patenf . Those patentsare presently existin d thelr ave‘ re
remaining tife may be in theneighborhood of 8 yea Lo

Senator McCrLELLAN, Thls is rthe ovemll tota,] 1s

My CoNrap. Yes, sir, '

SenaIOI'K_MOCLELLAN Thi is not in }ust one speclﬁc ﬁeldg

‘CoNrap, Tt is the ‘overall, Your Honor, ’lhe last statement I

saw was in' the neighborhood of 13 0000 #
Now, of course, Seetlon 8(b) obvmusly is directed to rthe adlmmstra,-'
tion of patents which are owned by the ‘Government It deta,lls the’
kmd of license that may be %anted undertheact, . ;

“The point which weé wish to bring ito;the comn
that the.present language of the act would Teave completely in’ Timbo
the ‘patents presantly owned by the U. S Grovernme ich’ number_
well over 10,000 e -

Senator McCrarray, When you say “the a0t
thatllntroduced S. 18093 B

Mr. CoxNgan.’ Yes sir; I meant thebﬂlS 1809

- Senator MGCLELLAN Yes o ' o e e

'Mr. Coxkap: We assume that it was initended’ that the: pI’OVISIOIlS of”
3{b) apply to.Government-owned patents, presently owned as well as’
those acquired in the future. This appears in the technical arend-
ments which would repeal certain administrative. mles Wn;h respect tof '
patents how owned by particular department o '

So, if it was the intention of the committes fo- brmg wfchm the a,mbm
of 8({b) the presently owned patents of the .Government, which, ‘of
course, will represent -the real ‘problem over the: next several years,“
then some amendment to the presént, language will have to bé tade.

Now, another techrical aspect with- réspect to section 8 is that the.
sentence which I liave read also provides that’ the’ agency head may.
grant an exclusive license. | Ordmarﬂy an excluszve hcense is literally’
what the word “exclusive” means, and the agency head, under the
present language of 8(b), would be entltled to, if not. &ctually required
to, grant a license Whlch would ¢ even preclude any rlghts in the Govern-_
ment i

For example, under this section, the a,orency head mwht ST
an exclusive license. That excluswe licensee might 1ater tum ground
and insist, that the Government pay a royalty on'the very patent whlch=
had been excluswely lcensed by the Government, the developm £
which had, of zourse, been fully paid for by the Govermnent '

This result could be avoided simply by saying. that the “exclisive
license which the agency head is entitled to grant, shall be subject
to the same km fa reserva.tlon Whmli i d_escrlbed in sectlon' ’ b) (5 ;
of the bill. . o ' '

guage of the bﬂ] _
. The provision that We,_are most concemed w1th is made
two Sentences of Sectlon g (a) These sentences read e _
Each ageney head shall hake such actwn as. may be. reqmred to Lo ct and:
preserve the. property rlghts of the Umted States in any patent so. d to

him., Upon Trequest made by any agency head, the’ Attorney ‘Genersl &
such action’ as he'shall’ determme to be required for that purposse -
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.. Now, 1 think thlS might, be regarded; really, as a rather s1g111ﬁcant
glece of antitrust legislation.  What this provision represents.is a
“départure from historic Govornment patent policy. Except for one’
single recent. 1nstance, the Government has never brought suit against
any of its citizens for infringement of Government- owned atents.
ThlS language which I have read would seem to aiithorize such suits.

; Now, we know that suits on ‘Goyernment-owhed patents could be—
and according to the present policy of the Department . of Justice
would me—used to actnally regulate competition in an mdustry, and
suits on such patents could be usd to regulate competition within in-
dustry, even ‘thought that industry or that particuldr company in the,
industry. was -not involved at the momient in anything that Was in
violation of present antrtrust law, . s

In other:words, this provision would s glve ‘the Departmen £,
a tiow and additional tool w1th which to regulatc competltlon
given industry. -

The rcgu]atlon of coursc, Would be- achlcvcd by ﬁhno an 1nf11ncre-:
ment action against a particular company, and not agamst others in
the industry, with the idea that it would saddle onto that particular
company the requirement to pay a royalty Whlch its competators would
notbepaying. . . oo o e _

Tt would, of course, undertakc fo do this only wheil it thou(vht that
addmg such a royhlty to the-costs of one company would result in
equa,hzm thc competitive situation in that company’s mduqtry

-Now, this is not a specula,tlon on my part.’ ThlS is"the ‘position
WhlGh the Dcpartmcnt of Justice has’ actually ta,kcn ma case ‘Whlch i3
now pending in the U.S. Courtof Claims.” .

Anpthcr aspect of giving the Goveriment thé right to' sue ‘on’its
pa,ten’os is that it really sets up a very unfair contest For éxample,
there is a very . clear Supreme Court law on'the proposition that the
Grovcrnmcnt is not subject to any statute of limitations. .

Now with rcspect to authorizing the Government to bring suits on’
its. patents against its cltlzens, that rule would have this effect; The
Government could today file suit in'a U.S. district court and ask for
damages for infringement of a (Government-owned patent which;’ say,

“tight haye expired as many as 30 years ago..
.w__I‘b,cpuld ‘for ‘example, under the provisions of this section’ authonz-
ing i nfrmgement actions, go back and sue, for example, the electronic
companies Such as, 'Westmghouse, RCA, and General Electric, for
1nfr1ngement f_Govcrnment owned patents whrch occurred durmg
the last war.., . )

.The_ fact that’ it/ hias dela.yed sumg for so Iono‘ a. tlme ha.s 1ed these
co ipunies, and perhaps also its policy of not sumg on any ‘of its patents

for so long a time, into the reasonable belief that it would never sue on
~them,, could not be raised as a defense in any such action, becatise an-
other firmly established rule of Taw is that an estoppel or aches cannot
“he urged againsf the Government. ' \

Consequently, we would suggest some change in; languagc in seetion
8 which would put the onus of suing for infringerent of any Govern-
ment-owiied paténts or the exclusive licensee. ' This would then set up
the usual situation one fages in court in'a patent litigation'case: In
connection with a free, nonexclusive llcense, of course, t the Govérnment




couldn’t show any da,mages, even 1f 1t dld st for 1nfrmgement S0 1t
isunlikely that such actions woild be brought: - priidy

In connection with a royalty bearing nonexcluswe 11cense, a- eom—
plaamng licensee mightbeauthorized to-bring the suit.: '

‘But, In"iny event; it séémed t6 us that this- rowsmn, ‘section .8,
should: beamended in some way that'takes the Government.out as a
11t1g3.nt_ in’patent, cases involving- -Government-owned patents on which
infringermeént suits are brought, simply to avoid the inequities which
Would follow from the Government participating asa plaintiff. . -

‘Now, onie other comient we have about section (b}:is that it pro-
vides thatlicenses such as are authorized by portions of the provision
should'be graited with or withoutrthe payment of royalty. :

“Ngow, it ‘seems that the suggestion- tlliat the Government might in
some cases want to collect & royalty was simply based on the: thoucrht
that it would be g sound business practice to.do-so;it would be. pludent
as a‘business matter to' collect a royfmlty Where the Government could
colle,ct a royalty practically. - -

We think this overlooks a rather baslc conmdemtmn Of course the ]
Government should follow prudent business practices wherever it can,
but We think that such practices have to give way where they conflict
with some basic governmental prmclple such as o prov1810n, or: exam:
ple, in the Constitution. '

Now, thé patent provision in the U S Constltutlon has, of course,
been commented on a great deal by the courts, and over a long perlod
of time the courts have analyzed its purpose as being to-increase the
storehouse of know]edge ‘whicliis freely available for all to-use.. The
partlcula,r way in which the constltutlonal prov1swn 1s wntten seems-
to require this 1nterpretat10n :

“Now, of ¢ourse, when the Government charcres a royalty for use: of_
E_ntented lmowledge, it is to that.extent. dlscouragmg the use of that

owledge; and it-certainly is not increasing the storehouse of knowl-
edge which is fréely available for all to-use. ‘To: that extent, where
it cha,rges a TOyalty; it: is: ‘taking 4 position which séems to us to be
mconsmtent with the purposes of the constitutional’ provision. :

Also, it is said'that:the reason for providing for the issuance of ex-
c]uswe Jicenses is 'to”encourage the use of _these ideas -which might
otherwise die on the shelf. That; of course, is a laudatory purpose
But conigistently-with the purpose. ‘of the OOHStlt‘llthll, it could be even
still-furthered by omitting to chiarge a royalty for the exclusive license.
That would be; of course, an even further inducement to excluswe
licensees to ma.ke a success of: their veéritures with the Government.

- Now,ifi eonnection with this purpose of encouraging’ mdustry o de-
velop, make thmgs practical which otherwise would remain:: simply
45 patents on the shelf, gathering dust, T would like to- pomt it that
the'provision which epables the Grovernment to bring suit on*Govern-.
mentzowned patents;vinder the present policy of: the Depa.rtment of
J ustice, thwarts this objective.

“You might be interested i the case of Tektronix. Tektromx started
out not maiiy-years_ ago on & eapital of about $20,000, T believe, ~They
wete In competition-m’ the oscilloscope business with: RCA Westmg—
house, Dumont, and a number of other very:large comphnies, but they
oﬁ'ered a better product at a lower prlce and the pubhc rewarded them
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by buylng thelr products, and they re 1o a. very, vely' substentml
company.. :

They made the developments at theif own ¢ ; |
ments, for the putposes of this discussion, can be regarded. as. iraprove-
ments ontwo: Government-owned patents which were ifi, fact: gether-
ing ‘dust: on: the shelf until. Tektronix. improved them end made them
practical: and-embodied-them in.a oommeremlly useful inétrument.

Now, what-was the accolade which thiscompany gathered asa’ result
of:making this: ‘development of the patented Government idea.which
- was'moldering away. on:the shelf? | They were rewarded. as.follows:

They were the. ficst company in.the Thistory of this country that. was
sued for:infringement of:a (overnment-owned patent. . The: Goyern-
ment procured: t11e1rscompet1t013 to-manufacture Chinese copies of the
-mstrument which the corhpany had: developed at. 1ts own expense.
1 Now the Government:is taking. the position that if Tektronix wishes
to nse these Government-owned patents, then it must pay damages—
that-was'its fivst position: It then altered its position to say, “Well, at
Jeast youmust-give to;the Government-and your;competitors, msofar
a8 Grovernment use is- concerned I‘thtS under the developments which
FJoumade.”! i e Tl e
We think this is manlfestly unfalr :
=Senafor MCCLELLAN How rnuch dld you spend on the develop-
ment9 S el e .
: - CONRAD: S1r2 g : :
- SBenator Mc(‘LELLAN : How mueh dldgyou spend on the development
of theproduct?: ..l

* Mr. Cowrap. W’ell I don’t have the exaet ﬁoures, Senetor, but I
‘cotild say very: safely that.it ‘was-in the hundreds of thousands of dol
lars and took place over quite a long: period of time:.. . . -

. Now, the provisions of the bill, rather than dlsoonrfcucnnor thlS kmd
of actual retribution’ against one who develops.a. Government idea,
makes it-possible and actually.confirms the position . Wthh the De-
- partment of Justice hias recently taken on this. - "o+ +&

- The Department of Justice has taken a position that: it needs no ])eg-
' 1sla,t1on in orderto sue on Government-owned . patents But whenever
it thinks it is in the public interest:-to do so, it will. ‘bring suit;. this,
. despite the fact that there is no statute authorizing such. action; th1e,
despite the fact that there are no standards set-out-as:to- What shall
govern this determination;of. public. interest, nor who shall make 1t
and despite the fact.that thereareno recruhtmns on that. s
~Fheyalso tike the position that once they make this determlnmtlon,
1t is hotsubject to-review by any court. - Well, we think that. suit on
Government. patents is properly .a matter. that :should be resolved by
Congress;- if' in “faet! any-branch of the Government - hag power- to
‘authorize such sults in view of the purpose of the petent prov1smn of
the Constitation.

- +“Mr.- Chairnian, we have. Prepared-a supplement to: our: prepared
~sta,tement in.which we make suggesied amendments to. section 8.

~Senitor MoCLRLLAN.. Very well. . Lt 1t be ﬁled and put in the rec-
ord along with:your prepared statementf i e b Ciloip

- Mr:: Conrap.- We think it will continue to earry out the obTectwes
the committee had in mind in writing section 8 and, at the same time,
zwmd some of these magtters which we regard as problelns




k,enato MCCLELLAN All right, sir. Do you ha
“"Mr. ConraD, No, your Homor. ~ . a
- Benator MoCrELLaw.iAs. 1 S‘ud, you statemen 5
Wlll be ingerted in therecord.:
“('The prepared statement ‘of \{r
ent referred to foilow D

STA‘I‘EMENT ‘oF ROBERT F CONBAD

‘Mr, Ghalrman and members of. the mmlttee Tam Roh 't . Conrad, a patent
attolney with offices at 815 Connectmut Avenue NW.,, Washington, D. C I ain
a meinber of the Bar of the D1str1c_t of Columbla and’ of the Amerigan Patent Law
Assouatlon My ‘practice.ls concerned aimo:at excluswely with patent litigation,
My appearance is on behalf of Tektmmx, ,manufaeture __ose;lloseopes,
which are glectronic devices designed forpr eclslon measuvement., -

Whlle we have an overall intérest in Senator MeClellan's bill, we are prunarﬂy
con ernet‘l wl,th a I}Oltlon of sectlon 8(&) and w1th certain of the hcennmg plm i

) ‘Each agency head shall take such actlon as nlay pe. requlr_
p1 eserve the pcropel ty nghts of the Umted States in any patent 50

This language appears {o give. congresslonal‘ sdnetion to an admmlstlatlve_
concept which has recently resulted in a complete reversal in the Department of
Justice of a patent policy which hag beén: 1ecogﬂ1zed by both Congress and the
executive departments: since: World . War- 1. . Specifically -it. swould.. anthorize
the-U.8. . Government to sue Aits- 01tlzens for the mfrmge ent ,,Gavelnment-
owned.patents. .. i; .

cIC 1S onr: beliet that thls comm1ttee has not been fuily advmed how Sectmn
8, if enacted, will’ be adminigtered by ‘the, execuiive. departments, . Tektronix;
Ine., .is. currently engaged in:patent litigation :with the : United States dn-the
Cougt: of . Claims. .. Tn this-action .the Government. is .attempting, through. a
patent: mfrmgement counterclaim msnga,ted by the Department of .Tustice, to
accomplish the following results:

{a) To extend;the: antitrust auth
1ts present: statutory Hmits. :

- ()i To: control . Competltloﬂ WLthm A, part}cu‘lar mdustr\;', by usmg Govern-
ment-owned patents as a .means. for prrosecutmg acts whmh are M0%. violative
of theantifrustioryany-other laws. :

~It-algo appears that section 8. 1nvolves comphcatmns ef basm Ia
have N0t heen. presented to this committes :

I‘lrst & serious:question of constitutional. law 15 ln‘mlv he obkus pur-
poce of article 1, section 8 is to promote the useful arts by enlawmg the, store-
house of knowiedge concerning them {o which the public has free.and. unrestrlcted .
access. - Any: actlon which the, Government, might take to: plevent the:free nse.of .
knowledge: concerning:: the .useful,.arts through: enfmcement of Govemment—
owned patent thwarts the purpose of thig constitutional provision.: SI_‘hel efore; a
suit; ypon-a, Government-owned patent. necessarlly w10n°fu1.1y delays; fulﬁlhnent
of the primary parpose of article 1, section &: o .

Second,,the enactment of - section. 8 of the b111 Wouldf,,reate_ an 1n3ust1ce by

t

0 ,the Department of Justu:e beyond

: “lneh also

owner Por example the: Government as;
uniair advantages inpatent ltigation.:; o .

{a) Statute of Hmitations.—The puvate QW] patents. as. plamtlft‘ may
1ot bring:an.action-for any.: mfrmgempnt which: occ ed more than, 6. years:prior
to his;action by vixtue of 35 U:8.C 286..; he U:H; Government on- the other -hand
has:long heen" held. by the SupremeCourt not.to:be. prevented. by & statute. of
limitations from asserting rights vested in the Government as @ soverelgn power,
United States v. Nashaille, Chattanooga, ami St. Lowis R.R., .ete., 118 1.8, 120,
is typical of many such decisions..

(b) Laches.—The United States as plamtlff unlike a private company, is not
barred by.the laches of its officials, however gross, from bringing a suit as a
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sovereign gdvernment".to enforee a pu.bhc right or to assert a
United Staies v. Insley, 130 U.8, 263. T

:{¢) Decluratory: judgment actions. —Where one’is accused of:mfringmg a
privately owned patent he may bring a declaratory, judgment action: to teést
the validity. of that patent.. The United States, howeyer, cannot be sted - under
the Declaratory Judgment Act 28 T.K.0. 2201, evén though it may threaten 1o
enforce its patents against persons accused of infringement.’ | The United 'States
can be sued only to the extent that it has walved its sovere1gn nnmumty, and
it has not consented t6 be sued ufider thisstatute. :

i(d) Patent misuse—The courts in a long series of cages have refused to
allow the patent gwner fo enforce’ hls patent, even thomgh'it ‘e of unquestmned
vahdlty, where he has been guilty of some one of the _many | _practices whu:h
congtitute “misuse of patents.” =~ Again’'the unigue position of the United ‘States
as sovereign would make it 1mrposmble ‘to assert these defenbes should the
Government institute an action for patent infringement.

(e) Righs of licensee 1o test polidity——In a number of deeisions the’ Supreme
Court has stated that it is in the public interest to ingure g licenses “the oppor-
tunity to free itself from 11censmg restrictions which are imposed irider. a patent
which may be invalid. .It has recognlzed that the hcensee must have access to
the courts o test the validity of the’ ‘patent wheré the restncnve conchtmns,
but for the patent, would be contrary to-the Sherman and Clayton Acts, Kats-
inger Go. v. Chicago Metallic Mfg. Co. (329 U. 8. 304), Macgregor v. West'mghause
Blect. end Mig. Co. (329 U.B. 402).  Where the Government is licensor, the
licensee is deprived of this means of 11t1gatmg the patent under ‘thig body of
case law, #nd the ‘United States has™ stlll another unfalr advantage when
compared to private owners of patents" . ; ) K

N f comcm:rsroNs ‘

One does not have the same- nghts agamst the Governmen*t ase the party as-

sertmg the proprietary- rights under’ a patent as one does- agamst a private
" patent holder. The unfairness of creating a htlgant in the unigue position of a
soverelgn ‘becomes even more serious when it is considered that the Government
ig-one’ of the world’'s largest owners+of patents, and that these patents cover
inventions -in virtually‘every teehnology ‘Additionally -and - agide “from’ the
congtitutional-and othér legal guestions, it is inappropriate for: thie' Government
w:th its limitless resources of public funds and vast legal stafi;:to set itself up
in the patent business. The average litigant is:gimply not able t exermse his
normal legal rights where the Govérnthent is-a party litigant =i

Therefore, the last two sentences of section 8(a) shoild: be deleted 'l‘he
United States has all the authority it néeds to carry out its hlstoncal functlons of
obtaining and preserving patent rights; “These include: i

(@) Authority to acquire title to inventions financed with: prubhc funds 3
-(1) ~Avthority to-assert invalidity of: pdtents defensively:inthe Gourt of
Clauns on which infringement clalms are filed dgainst the Government; and
O {e) Authonty 1o part1c1pate mterference proeeedmgs 1n ﬂne Patent
fHice. :

In ‘order to-eliminate any ‘need for' 'the portmn off sectlon 8(&) m wh1ch obJee-
tlon is made, section’ ‘8(b) should be amended ‘to‘eliminate the authority -of the
agency head to issue any :license whleh 1s not nouexcluswe, royalty—free, and
equally avatlable to'all applicants. -~ - -

Showld the eomm1ttee, ‘however, feel that in exceptlonal clrcumstances the pub-
lic interest requires the grantmg of an exclusive license, such license should. be
royalty-free, and-should’ provide that'the: licensee would be:-zolely reeponsible for
the prosecutwn of infringers and-defense of the patent to the same ‘extent’ agif
it werd the'owrer as'well as the licensee.: The bill should also contain:a provision
which would prevent any participation whatsoever in’ any snch htlgatmn by the
i Umted Btates ageither plamtlﬂf or defendant. -

+If ‘thus  amended, the more serigus- -objections tothe: b111 would ‘be ellmmated
The Goveérnment's traditional’ role in’ patent Iltigatwn wouldi not be enlarged,
and- it ‘would contirue to- partzelpafbe as defendant m the Com't of :Clalms under
sectwn 1498 of title 28 T
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Having concluded my comments’ a8 to the'bill itself, T will briefly highlighit the
case of Tektroniz, Ine, v. The United States, so that the committee will be com-
pletely aware of the manner in which the Department of ‘Justice will exercise
the authority which section 8 would confer. . .

In 1961 Tektronix brought & patent infringement actlon 1n ‘the Court of Cl "ms
against’ the. United States. . In patent parlance it took the ‘position that the
United States had awarded a ser1es of contracts fo Tektronix’s compehtors‘to'

nary infringement suit, Whlch Became unigue when 2 years. later the Governme t
filed a counterelaim against Tektronix, This Is the firet time in history thit the
Umted States ha.s .asserted a patent against one of its c1t1zens and _}w_s tl.llus

and oral arguments the Government’s position is as follows : Lo '

(@) Tektronix patented oseilloscopes employ two patented electnc‘cmcults the
ownershxp of which was assigned by .the inventors to the Departments of the
Army and Navy, respectrvely These two Government patents a8 well asg those
of Tektronix are embodied in the Tektronix instrument, .

(b} Tekironix made use of the two Government-owned patents wzthont
ﬁrst applied for a license from thé Army and the Navy., . ° -

{¢} Tektronix must now agree to.a cross-license under wlnch the Gover ment
a.nd 1ts contractors will be Heensed retroactively to use the’ patents of Tektron]x
in exchange for the right of Tektronix to use the two Government patents K

(d). There.is no statntory authority for the compulsory cross-hcensmg which
the Department-of Justice is attempting to force upon Tektronlx, but it has the
mherent anthority to determine where. the public. 1nterests 11e a.nd. o’ us j
patents to enforce such determinations.

(e} It is “in the. publie interest” for the Dep-artment of Justice. to promote
competltlon in the osecillogcope industry and to put Tektrpmx “in the same position
as. other members of the oscilloscope 1ndustry” and to. "equahze opportumtles”
in the comnpetition for Government purchases of oscllloscopes ,

The Department of Justice states that it has the inherent anthorlty to make
the ‘determinations. involved and fo enforce them even.though the action was
taken without the Enowledge of either the Depaftment of the Army or. the Navy,
the Departments to which these two patents are assigned. . The Justicg Depart:
ment states that it-needs no authpnty from Congress to make and ‘enforee these -
“public interest determinations,” It even goes so far as to contend thnt‘these
decisions are beyond the reach of:the- courts in that they are the gxe e of
administrative discretion. : : :

The main theme of President Kennedy's directive on Government paten pohcy
and the announced objective of this committee is to foster the commercial applica-
tion of Government-owned inventions, It should be assumed for purposes: of
this discussion that Tektronix did make use of the Government-owned patents
in producing its new oscilloscopes. No one contestg the fact that Tektronix
did. introduce a hew instrument which is cheaper arid far superior:to any, ogciilo-
seope which had. been .available previously. . It is. also admitted that the new
instruments were the result of the expenditure of a gredt deal of time‘and mone.v,
all of which was borne by Tektronix, Nevertheless the United ‘States i’ now
suing Tektromx for developing two Government-owned' patents to the point of
great commercial utility because it did:not first.obtain a license to do.so,::0b-
'vlously the patent policy currently being followed by the Department of. J usttce
is completely at odds with the obJeetlves of this committee. There can be no
clearer indication of the manner in which .the broad delegation -of authdrity
contained in ‘sectioti-8 ‘would be- admmistered ‘i this secticn should be:enacted,

I fully concur in the recommendations of the American Bar Asggciation, the
American Patent Law Association, the National Association of Manufacturers,
the National Small Business Association, and the many others ‘who appeared ‘
hefore this committee and recommended agalnst the enactment ‘6f 8o 'much of -
section 8 as authorizes the U.8. Government to 1mtia,te patent htlgatlon agamst
the citizens of this country. e

The opportunity to present these v1ews is greatly appreciated and 1t
that the information which has been furnished will focus attention’ upon an
area which requires eareful study by this. comm1ttee . s
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: ‘LI‘OUILd -please S

SU‘PPLEMENT_TO ~STATEMENT OF. ROBERT F CONRAD_(N BL‘HALF OF TEI{TRO‘\TIX Ixe,

SUGGES'I"ED AMENDMDNTSTOSEC?J?IO\TSS AND & g §,1800

. BEC. 8. (a} Whenever an agency head has’ ‘tilen tltle o' any’ mvenutlon bv
déclaration of acqmnng ‘which has become final: or by aiftliority of ally ‘other
pm 'sﬂon of this Act, or otherwise has heretofom acqufmad ownership of on
m,un, and . hé’ has Teason to believe that sueh inVention' is patentable, he
make’ application o the Commissionér of Paténts for the issuance of @
therefor to guch agency head on ‘Behalf - of the United States. If the
B 1oner detelmmes that such’ invention  is patentable ‘he ghall isglie to
such agencF head on” behalf of the United States 4 ‘patetit therefor.- [Eaeh
aFency head shall 'take such gction as may he requued to protect and preqerve
the property rights of- the United States'in any patent sp issved fo him. Upow
request niade by any agency head, the Attorney General shall take such actmn

s he shall, determme to be requirad for that purpose}’ :

“(b) Bach agency héad [mayl shall offer to' grant-an excluswe ticense mb;eaﬁ .

ig a. 'resewa,t@m to the United Statés the $eme as that set: Fiirih in Section 3 ()
( 2) or non-exdlusive’ licenses for the practlee of any invention for which he holds
E 1}:11:‘ hereto ore.or hm eafter acqmred [l‘ludel thw Act] on behalf of 'the

t 'rest Any such Ron-exclisive hceme shaﬁt be’ wrevocabl’e
t aitd mymh‘y free and shau be granted [for the effective

'peridd of the patent or for ‘a“more limited period’ of ‘tittie, 'and ‘may be granted

with, or without the payment of royalty to the! Unjted Statesd 40 any United
Smtqs C’?»‘ _en who applws under suoh adchtwmzl umfom tErs cmd comh—

. _I eheve there isone’ Wltness remammg on the
list.of those. scheduled for this meining , Déan Nobles W’lll you come

Sertator IGCLELLAN I note that you ‘have quite- ,.<engthy state-
Are yo Wllhng to have it prlnted in the ‘tecord: m full and-
' ent.on it ? .
Mr. NOBLES Yes, M. Chalrman, I would llke 1o request 1t p]e‘lse
enator MOOL?}LLA\T Just glancmg at your, statemenb RE Would thmk
2ot 3 hou: : :

(-Dlscussmn off therecords).:
_ Senat M_OCLDLPAN Ba,ck on the record

¥ W. LE}WIS \TOBLDS B

Mr Gha1rman and dlsmngulshed members of the Subcommlttee on Patentq
Trademarks, and Copyrights, of the Senate Judiciary Committee, my name is

Le‘WIS Nobles and T appear before you today as an individual vitally 1nte1ested
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in the maf:tels now pendmg before this subcommlttee as they relate to dlScovenes
and inventions. which may be forthcoming from our scientific and téchnological
community and the relationship of such’ discoveries ‘and mventlons as they per-
tain to the welfare of the ‘people of the United States, - °
CTama ofessor of pharmacy ‘and pharmaceuneal chemistry at the Umversﬂ:y
of MlSSl Sippi,. where I algo serve as déan of the graduate school, ‘I hold’ mem-
bérship in the American Chetiical Society, the American- Pharmaceutlcal y :
ciation, and the New York Academy of Sciences. T am a fellow of the: Amerlcan
Aseomat]on for the Advancement of Scienee. I am the author or eoauthor of
‘S0Ine 60 scientific papers‘in the field of pharmaey and ph'lrmaceutleal chemlstry
T have no eonneefuon with any industrial organization interested in the pendlng
legislation’, TFor the, information of the committee, I am_ eiclosing as appendix. I
a currlculum vitae to give more detailed information relatwe to my edueation
a_nd experience. I have no connectlon w1th any mdustrlal orgamzatmn mterested
111 ‘the pending leglslatlon e
.As Iunderstand it; you have four blllS before your commlttee fo' e

8, 1899, 1nt1oduced by Senator Long; ;

-8, 180.), introduced by Senator Mc(lellan; |

789, introduced by Senator Saltonstall’; and.

T §.2326, introduced by Senator Dirkgen, PO i o ;

Sinee 1 4m ot a lawyer by profession, 1 am not acquamted wrth# the posmble )
legal ramnifications of inany aspects of these individual bills; I do wish, however,
to addless ‘myself to certain aspecte of what I beheve o be a desu'able en,
Yesult in patent leglslatron g0 as to insure. ity max1mum usefulness to all j
concerned Wwith this problem.” .

‘I have béen quite Interested in this area as it 1e1ates to matte:,s eoncernmg
hedalth, since this is. iy particular area of greatest concern; I. do hot belieye,
Jowever, that we should be deluded mto compartmentahzmg this problem.. . It
is broad in scope and deminds the kmd of. serlous earnest eonmdera’mon that
this subcommittee is giving the matter,

‘In the specific area of health- related researeh there appear to me to be’ many
Tather ‘specific types of circumstances which should be recognized insofar’ as
academic 1nst1tunons are concerned ; I should like. to addrees myself to fou1 of
them :

1. Thoge eneu.mstances in which prwate mdustry 01 the 1nst1tut1on prOVlde
total support for the project and all ancillary enterprises; I believe that the case
here is rather clear and all would agree that the patent rights should be negoti-
Aatead between industry and the unwermty or reserved exclusively to the university .
in the latter case. (This type of instance would be rare, indeed, if not. non—
existent, but the case needs to be recognized, anyway, in.my opinion.}

2, Thé case in which-. the Government enters-into 4 c¢ontract for a speclﬁc
purpose—the creation of a new drug, poison ant1dote, medical device or ingtru-
mentation—and pays the total cost, including. physmal facilities, personnel, equm-
ment, supplies and all such telated items. This is. 8 relatively new concepf in
“American life. There is no question in my mind that programs largely supported.
b¥ Government funds must be congsistent with the. public good and the poln;lcal
_philosopliy of our oountry Health is'a special area which affects every person.in
contrast to other segments of our econemy. We cannot. argne.that the. Govern-
ment does not hive a lien on discoveries made with Govemment funds. The gues-
tion is how to motivate development of observations and discoveries made in these
mstances in light of the enormous effort and doliars needed to tlansform them
“into useful produets How can- this be done. and:: stlll be con51stent W’lth free
enterprise system‘?

3, The cases in which there is Jomt euppmt of the eﬁ?ort elther by the. Govern-
.ment, industry and the umversxty or any other combmatlone thereof (I am
‘uging the term “support’” here in the context of sponsorship of researeh,. not as a
) stmet}y mission-oriented operation to produce a better, mousetrap by. use .of
procedures a through d.” :
. 4. Among the areas. that reqmre elanﬁoatlon 1s_ the d1spos1t1on of rlghts )
‘stemming from.nonfederally fininced research, inv ol¥ing eooperative programs
“betiween. mdustry-sponsored grantees . and industry sponsors . where . either. the
perqonnel or the academic instifution have benefited from Federal funds for prigr
or concurrent federally financed pro;ecte or’ facﬂltles Those contaeted in
Government circles do not feel that it is even necessary to epell out the digposition
“of r1ghts in these situations,, Yet HEW.: rsmts—- in holding up. decisions. in thig
“ares, even where, for example, the only contact, th Government funde il
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the use-of a centrlfuge or a beaker paid for by the Government in a prmr federally
financed .project.. ..o ... oL :
.. It'isin these last two' insta;nces in'whic & ﬁud very. httle laék and white but

a great dedl of gray area; and I believe that general agreement eould be’ reached

that it is.in this areq in. Whlch we find the greatest dlﬂ‘iculty of regoluition.

L bel1eve that the crux. of this problem was summed up very well in a draft of a

tter £o me last year by Senator McCléllah in regponse ‘to a letter I had wntten

Senagor Eastland in.regard to this matter:

“#The issueé of Goverhnient patent policy has for 4 long’ time caused sermus con-
troversy, and ‘perliaps the most difficult phase of this quéstion is the’ one which
you hive raised concerning inventions which relate to public health or safety.
As T am sure you appreciate, there is considerable sentiment that when an inven-
tion efEectmg public ‘Health ig prodiiced under a Government contract or erant,
the patent rights covermg guch invention should resnie in the Government or that
‘the invention should be fieely and filly available to the public. For my part, ¥
fully understand. the reluctance of indusiry to expend funds in the necessary
further development of an invention 1f they are not to emoy some type of exclu-
sive rights.”

The need to arrive at some basm for the eqmtable measurements of rights was
not so great in health research until Federal support reached the extent that the
great majority. of qualified investigators in every field began to-receive some of
their support from one 'or more. Federdl agencles and v1rtua11y every nonprofit
research center was mmﬂarly 1nvolved Nonetheless, wisdont In the draftmg and
appheatmn ‘of Federal agencies’ patent pohmes hag always been of great impor-
‘tance to the sclientific community. But in'the last decade the growth of Federal
programs, for conduct and support of research and development ‘in’ mdustry and
on the carhpus has been so staggering that the effects of Federal policy are felt
to ay in v1rtua11y every laboratory in every community in this eduntry.

U If'the equltles cannot be reasonably defined and rights judiciously assrgned the
feeilities of the pharniacentical industry—in certain areas—may well be cut off,
.at least almost entirely, from the academic’ investigator and from those in seci-

c,‘operatlons w1thm the Government 1tse1f This can only result in harm to

* TJust as an example, 1 years ago the total hHudget' of the' Natlonal Inst1tutes
of Health for its own research and for grants to medical selentisfs throughout
‘thie United State swas §183 ‘million, = This year the overall NIH budget ior
-Tegearch and research Frdining will exceed $1 billion.

L Men years dgo, perhaps 1 ouf 'of 10 of the bidchemists and’ other mechcal g¢i-
entists in umversn:y research was recewmg Federal funds for the support of hig
: proaects L . .
Today, the great majo ty'of competent Selentlsts “Wwhe can obtam, the sipport
Heir universities or mediedl schools in grant apphcatwns to the NTH or some
o &1 FHederal agéncy are reasonably ‘eertain to receive some measu.re of. support
for ‘their résearch proposals ina‘reasonable percentage of the ecages) -
With Federal money thus réaching into évery laboratory where competent work
being eonducted, 'the fmpact of Federal patent poliéy has been staggering.
Federal programs -continue to expand, it will be nnpossﬂ)le for any. business
’or ‘nonprofit research orgamzatlon to work in collaberation with an academie
“geientist without: ﬁndmg that many of these game selentists are collabora’cmg
1n TFederal Governmentprograms L .

“The proliferation of Governmeht research ‘and’ development actlw ¥ demands
rthalt Federal patent ¢leg be developed to assign egquitably’ rights ‘of all of the
‘inferests engagedin scientific résearch whether they be I‘ederai agencles, uni-
vers,1t1es or medical schopls, or Jprivate business enterprises. - L
The needffor careful re*solutmn of-this problem ‘was bBeginning to’ emerge a
Sea Tt wak not; 3 Trgent a4t thiat fime because nongovernment
‘interests were u,sually able to-cooperate with geientists who were not agsoeiated
“with " Federal progrims’ aid so avoid involvement with Federal patent problems
if that was a necessary factor in the advancement of the research ynderway.
Before and 1mmed1ate1 after World" War II ‘many sraduate students in the
BN 3 ced degrees wers supported by grants from” chemicdl
“or pharmaeeutlcal compames, from their universities, or from educatronal and
p‘i‘bfessmnal ‘societiés o' publicly supported health orgamzatmns Ilke the Amer.
fieai Tleart Association of the Ameérican Cancer Society. . 0
The’ grants from pharmaeeu 'cal'and chenncal compames Were usuallly out-.

Wit gifts 6, supj ‘the stiidént With little or no supervrsron bv the grantmg
pmpany of the resedich beifig conducted by the'student.




Most often the academic scientist had no 1dea whethe1 his new chemical had
any physmloglcal or therapeutlc ‘Activity "ub’ Fwal sitbjected to " & battery
of gsereening tests by the granting chemical or’ pharmaceut1ca1 company,

- Results of the sereening’ Were customarily repolted’back to the académician,
who Would' then syntheslze other, hopefully iore actN' ; 'ompounds on the bams

. of the'test data

“This“éolaboration hetween acadeinic ‘and: mdustnal ‘seienee’ advanced the
competence of the individual student or professor and also contributed tothe
general advarcement of kuowledge, for'the test’ data-supplied’ by, ‘the ¢ompany
were alsg frequently pabhshed in the sc1ent1ﬁc 11terature that IS stuched by the
entire pharmaceutlcal-chemleal professmn “

There usnally was no formal-contract ‘between the: pharmaeeutlcal company
and the university. It was understood; However; that the cheinical§ synthesized
in the university laboratory would usually be screened by the glantlng compansr
for-possible therapeutié activity., -

Only if the compound appeared to have posmblhtms ag'a drug in the- treatment
of somme disease would a specific agreement e’ negotmted between the grantmg

company and university administrators. -

Quite often, chemicals prepared’ by ‘academic ‘ scientists under- glants from,
nomndustrlal sources were also screened by pharmaeeutlcal compames a8 a serv-
iee to a university. : -

‘The tremendgus ‘expahsion of grant funds available from the 1.8, Publlc
Health Service (NIHY hag been accompanied, as is guite proper where publie
funds are being disbursed, by @ tighter administration of Public Health Service
grants and the development ‘of procedures designed to insure that the Pubhc
Health Service’s traditiomal public dedication policies -are earried cut.:

Ags part of the regular procedure, recipients of Public Heilth Serv;ee (NIH)
grants are’ reqmred t0’'submit reports on inventions they develop : They must
agree, in essence; when' they " decept the grants, that the patent rights,; if- any,
will be disposed 6f by the Surgeon General of the Public Health’ Sennce

IT a grantee synthesized an interesting chemical eompound ‘of 'a series of such
compotnds'and wishes t6 have {them sereened by a pharmaceutical house, he is
required to. notlfy the Public Health Service before entering lrito 'any screening
arrangement,’’ ‘ The pharmaeeutwal housé then is required to sxgn an agreement
relinquishing any patent rights i the test area involved before it is permitted to
undertake the’ screemng Work A “CoDy; of such .an agleement 1s mserted later
) 1n ‘this statement :

A most ‘serious result’ of this, restnctwe Federal patent pollcy, ata tlme When
expansmn of Tederal reseéarch’ programs has put Federal money into a great
‘Tany academic laboratories is that many néw chemicals are not belng tested
at all or are not being fully evaluated because drig companies are not able to
undertake the work .under’conditions required by the patent policies of the Pub-
lic Health ‘Service and itg"parént agency; the Department of Health, Educatmn,

and Welfare.

Why is thigtaling plade? PR et Pt et s

A pharmaeeutleal house, wh1eh must make a. retarn on any investment in
order to survive in this country’s competitive econemic system, cannot afford to
invest the great numbers: of. dollars: required for comprehengive pharmaceutical
sereening and development without some assurance that it will have a chance
of getting its money back and pérhaps making: some fair profit on its endeavor.

. A related consideration is that even if a company were in a position to under-
take a screening project for an academic scientist withont regard to financial
loss, it.would be compounding its investment.in thig nonprofit kind of work be-
“sanse of the fact that it would have:to: dlvert its laboratory facilities and itg
scientifie. and administrative manpower from its own independent;; 1esearch
thereby losing an opportunity to make some useful invention on.its own. .. . .

In addition, by incorporating research with some. Government-owued com-
pound in laboratones where work of its.own is gomg on . the company, takes the

1t is conduetmg in the Iaboratory ‘at 1ts own expense .
ow. that .geme, have ivritten . (Science, Jan 8. 965 p 134: ) that the
asse e bre kdown n mdustry-umversny relations. seems.:remate since. it i
;:e]go gilltha the mdustry “appears to” (X have auoted these two words. ‘hecause
they are key;o 68, in ‘my, opmmn) ‘have-spent over.$2 mllimn, more.in R. & 1),
expenments at academic 1nst1tut10ns, medlcal schoolﬁ, and,: ‘elated mstxtutmns
in 1964 than i 1963 Thege figures are probably true, but they overlook at least
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two 1mporta.nt aspects of th1<= problem and thus “appear t i tell a snde of the
story thatis not cortect, in my opindon: . .
=3, From 1959:to 3964 ; the number of new chemlcals mtroduced 1nto the preserlp-
j:lon market dedined from 63 to 17; this despite an increase in expendltures by
the industry for research from about 200 million to 300 million, This simply
tells, me. nthat costsidn R.. & DI have risen along w1th the costq of most -other
items, ... . ” :
2, \f[uch of the researeh sponsored by mdustry n academw 1nst1tutlons does
.not Involve a product or.idea that ig patentable; it involves basie. research in
human physiclogy, pharmacology, and bigchemistry, to mernition only & .few. . This
‘hag come abouf because of the realization of the tremendous importance of con-
cepts developed here and the implications, 1mp11c1t in them for new drug design
while not relatmg to any specific new . drug..
" The average academi¢ chemist has entrelnely 111n1ted facﬂltle& for testlng new

.-chemical compounds prepared by himself or by hig dvanced students.

"Bome unlvelsltles have test facilities in certain .specific areas of 1nterest

‘Somé Government institutions also have limited test facilities,, .

A few. commercial laboratories have been’ organized to eonduc tests of new
chemicals with the standard animal SCTEens.. ‘

Put such facilities, even in combination, are not adequate to handle the te:.t-
ing of the-large.numbers of compounds now being . synthesized -in. university
laboratories. Even where test tacilities are available 1 in: the nonmdustrlal sector,
many of the more, SOI)hlSLlCELted screefing methods are.not'in use.’ For- 1nstance
X am told that it.is eomparatively simple to run a chemical compound through.a
prelumnaly screen for antibaeterial activity, but it is far more comphcated to do
screening for neurologlcal and antiviral activity.

.Another. parad x arises here, in view of the fact that one’ of the I‘ederal Gov-
‘ernment’s most active and promising research and development programs today
is its aeareh both’in its own laboratones and in grant or eontract—supported
lai)matorles for antivital agents.

: At this pomt I should like to inake speclﬁc reference to some of my own’ per-
-sonal eapemenees along thisline:. .
©7 1. One area in which we are qmte 1nterested in our own laborato 'es has been'
tbat of the synthesm of possible antiviral agents. Prior to the procedure of NIH
.which substituted a., .patent agreement, for clause 4{a) on the face of the sheet
of the application for research grant, we had received agreement from.one of the
Inajor pharmaceutical houses to test.compgunds synthesized unde1 the terms of
a grant from NTH for the synthesis of heterocyclic. compounds as possible anti-

-":_v1ra1 agents.  Tollowing the implementation of this policy (between November

.of 1961 and the gpring of 1962) the. phalmaceutlcal house was placed in the posi-
'tIOH of having to. mdlcate ‘that they.: could not.sign the.new patent. agreement
since they W ere concerned over the scope of 1ts text, whlch is as, follows

’ “DEPARTME\:T or HEALTH, EDUGATION AND: “rEII‘ARE
B *Public Blealth Servme SO
Iatlonal Instltutes ‘of: Health

| “Bethesda 14, Md.

i “PATENT AGREEMEN

“‘(subsmtute fo _clause 4(a) ‘on the frce sheet of Apphcat;lon for Resealch Grant
: = : E—4701) .

“Invesugator (.s)

Serwce support, identified as - AR :
¢ 4 ‘any - invefition arises‘or-is’ develo«ped in' the courke of the Work alded by
the grant; the undersigned will réfer to the Surgeon’ General for détermi ation

aEto whethel patent proteetmn shall be eought and how ‘the nghts in the’
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“In connectlon w1th f:he compounds to bé synthesi i and/or developed under
the sub,]ect grant, which are gubmitted to & pharmaceutlcal company for screen-
i 11e grantee and the pharmaeeumcal eompany hereby aglee to the

to. thé mveetwator dnd will furmsh to him, for use by theé PHS in connectlon
'wlth ny application for patent which the PHS may file, the mformatlon demon-
stratifig any utility or-néw use of the compound. .

Loia The pharmaceuneal company . shall be permitted . to obtam patent rights
to new uses of; the’ compounds deweloped at its own expense, excepnt where the
grantee’ Lontnbuted or partlmpated in the conception or réduction to practlce of
such new use, or where, such new use patent would hamper, impede, or infringe
on the 1ntended nse of .e' inventign covered by the product’ apphcatmn or, where
such neéw use ig.within the field of research work supported by the grant, .

. There shall be., eeerved to the GovernmenL under any new use pa.tent

e 2

.pulposes{ ;
u (Accepted) . R “(Slgned) ;

: (Pharmaeeuneal ¢ 1] i : L (Prlncip ve)st1gat01‘ or pronect
: i ¢ P e dueetcu) L
-“('l‘ltle) : .
“(Date) LN “(Accepted\ L

‘(Institution- oﬂicml responmble
. . for, patent matters} !
s (Tltle)

« (Date)

As you can readﬂy observe from thlS agreement any phar maceutloal Company \-‘
that would have agreed to it would have been donating 11;:3 serwces Wlthout hope
-of compensation; baged partleularly onitem No. 3above. - = 4

‘In'another area, we were preparing compounds for: posmble use in the general

field of mental health-; arrangements through NIH were possible for the screening -
of only four eompounds prepaved: duung the -course of thig work..: In thisicon-
-pection, I received a document swhmarizing the results: obtained:in conmection.
with the screening. of these ‘compounds:; thls is a’ document of ‘&80me 55 pages on’
ohly three compounds, The result of this are summarized in:a paper recently
published in: the Journal of Pharmaceutical Sciences;:coples:of this paper:are
attached as appendix I to this statement. 'There are several dozen :other:com-
‘pounds in ‘our. laboratories now awaiting such: testing, but; thus far; ‘we have
“beer unabie to get them tested. -/ As'an indication of the difficulty:in this avea; the
summary statement of one of the eompounds submitted indicated that. it demon-
‘sirated certam CN§ depressant effects in mice, indicating that it might well be
congidered as a-tranquilizing agent for further studies, Until thepresent policy -
“situatioh i clarified, I should like to ask the conimittee: Where ig‘this further
study to be done? At a pharmaceutical company which can hope to gam nothing
from such stidig % "This does not appear likely to me,. -
- Perhaps typical of the type of problem noted by many in th1s fleld is that cited
in appendlx 46f thé 'Woolridge Report, “Biomedical Science and Fts Adminis-
tration,”” Much of this’ seection is devoted to the Cancer Chemothempy National
Rervice Center, The reviewers d1d not judge the CONSC unsatisfactory: but they
blamied its patent poheles in palt for the lack of followup of possﬂole antloancer
drag effects: =

“It should be noted that many compounds found to have 1o ca cmotoxm actnqty i
‘bt which posgess other biological actnqty have not been studled fum:her because
“of patent, contact, and other restrictions.” Page 87,

Ag-an alternative to these types of procedures, many academle selentlsts in
“the- field of madieinal- chemlstry, are turning’to théir’geademic¢ colleagues in
pharmacology for such screemng -ag can be had; but I’ would emphasize that no
'un1ve1sxty to my knowledge is so orgahized ag to -be in a- position to- develop
a'niew drug from the ‘mofent of the incéption’ of he idea of ‘the gtr ucture to the
final-dosage form. Furihermore, I personally do Hot' believe that any university
ghould-be ‘50 eguipped or so engaged This 48 essentlally not the funetion of
unwer31ty research.

: 54T4oo-65mpt. 2——16
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practleal value as medmmal agents Nonetheless, Jou. have already heard in
these committee hearings or from other sources of the basie difcoveriés that
have gone from the university laboratory to the patient by the eollaboration of
industry with the university; these include such items as 1nsul1n, dlscovered at’
the University of Toronto, “Theelm" dlscovered by DL Doxsy 5 group “at’St. Louis
University, eyclopropiane discovered by a group of sclentistz 4t Purdué, “Bena-

- dryl” synthesized by Dr. George Rieveschl while at the University of Gmemnatl,

—

arid chloramphemcol (“Chloromycetm") discovered by Dr. Burkholder' at Yale
University. = For eveéry stccess, there have been thousands of examples of Tack
of success; yet for every smgle drug so conceived and ultimately ‘marketed,
fhere has been remarkable relief for thousands, yea, millions of  siék people.
I believe that the policy developed in the Congress as 4 result of thése hearmgs
and ofher studies should leave the door open for such future cohtributions.

As anindiéation of the type of difficulty that the academiec scientist encounters
in the evaluation of his compounds eurrently, I am submitting as appendix IIX
2 'coby of a'letter in reference to the matter of the antiviral agents previously
mentioned above: please note the sentence in the second paragraph which indi-
cates that fhis group, ‘the U.8. Army Chemical Regearch and Deyelopment
Liaboratories.at the Army Ghemmal Center, Md., “can’ 'only assay compounds’of
proven ‘antiviral ‘activity.” This is one of many letters that I wrote at the
suggestion of an official at NIH in an effort to derive suitable means of téstitiy
our compounds. ' Needless to say, I cannot disagree with: the Diirector-of Research
of this group,- for he has a mission-oriented program, Nonetheless, thig offers
the individual academic scientist little hope of success in obtaining. b1olog1<3al
gereening for his yet unproved compounds.

Even if:the academic scientist manages gomehow to overcome all of the d1ﬂi—
culties in getting a cormpound screened, and it is found that his compound has

significant activity, this is only the begmmng

~After the first promising indications of biological activity have been uncovered,
many additional studies must be carried out before the compound can ever reach
the hands of the medical profession for the treatment or prevention. of disease.:

Among such studies, which. are customarily earried out by :the pharmaceuntical
industry, are further testing in several different animal species; metabologic
studies, various subacute toxicity and chronie toxicity studies, development of
commercial methods of synthesis, formulation into pharmaceutical dosage forms
and -finally, -most: important of all, the completion of broad:clinical studies suffi-
cient to:prove the efficacy and safety of the potentlal new drug in human: panents
to the satisfaction.of the FDA,

Such. development programs can take years to: complete and the costs ean Tun
from $500,000 to. $3 or $4 million or more.

1 assume “there has been or: will be deta1led test1mony from pharmaceutmal

-executives on the difficulties and the costs of drug development and 1 Wlll leave

such testimony ito:the industry witnesses, ..
T would not want the Subeommittee on Patents, COpynghts, and Trademarks

to overlook the fact that the country’s universities and medical:schools can play
-a very useful: role in administration of these eomplex patent 1ssues 1f Congre:s
-gees it to permit this.

Increasingly large mfmbers of unwersltles are ﬁnaneed pmmarﬂy w1t11 pubhc

“funds, either.State or Federal. Today, the pa‘ment policies of many - universities

¢ refleet a strong public interest phllosophy which is asserted in negotiations with
- pharmaceutical houses for commercial rights to- therapeutlc .agents discovéred-in
7 .eollaborative umvermty-mdustry research. For the universities. to enter-into
* guch agreements it iy necegsary, of course; for them to haye title to: the inventions

ment of the compound into a useful therapeutic agent.

either because no Federal 1nterest was mvolved or because the Federal mterest

-was waived by the granting agency’shead...

.In both kinds:of .cases, licenses agreed- to l}y umversmes usually prov1de for a
reasonable perigd of market exclugsively (1) to.compensate the cooperatmg

company for.its development cogts, (2) to acknowledge the .company’s partici-

pation as a partper in the original research and, (3).to ingure prompt, develop—

In turn, undeér these agreements, the company pays: roya ies to the umversity

and a major portion of them are, plowed back by the umvermty into, its various
research and educatlonal programs. i
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At tlmes, nniversity pohcy prowdes that the individual inventor.or inventors
may ghare appropriately in the royaliies paid by the pharmaceutwal company. |

The tladltlonal eollaborative research programs. of university and pharmagceu-
tical scientists . have worked ‘well in the past, before the Federal imvolvement
becamie 80 gredt as "t credte a har to such collaboratmn, I telieve the prifciples
that have guided thig collaboration in the past should’ be applie by Gongrese. to
the patent policy now being worked out for' Federal agencies.

Speclﬁcally, I believe that patent rights, certamly most of them, ansmg from
Pubhc Health Service {NIH) granis to uniiversity personnel should he released
by the Pubhc Health Serv1ce, with reaeon.eble safeonards, to the umversmes :
s1ty w1th a commercml company. Royalties would be pald to the umversmy

In every instance, of course, the Eederal Government Would. ebtaln a zon-
excluswe, royalty free license for its use. .

Under a procedure of thig kind, the public Would be’ eerved by expechtlous
marketmg of new drugs, by havmg private funds’ funhieled into’’university
Drograms, and by havmg Government retam a nonexeiuswe license for 1te own

_II_ hope that en}r patent bill which’ emerges from these Important hearmgs

ing provisions authonzmg such a'procedme, partlcularly m ‘the heetth :ﬁeld
'w }1 isso crumal te all of! us ' o

SPEC}:E‘IC COMMEN’.LS 0\' THE PEN NG- LEGISIATION IN TH : EA

Sectlon 3(b)(3) of & 1809 (Senator Mc(}lellan s'bill)‘ reserves to the eontraetor
not legs than “an irrevocable, nonexclusive, myalty free-license for the practice
‘throughout the world of each such invention.” - 1f the contractor- ig'an academic
institution; such a nontransferrable’ license iz meaningless, sinee no university or
.medical eehool 15 in a poeltmn to praetme an mventwn in the eense mtended by :

. thlsprowsmn. . bR ‘

Obviously, the llcense accorded to a umvers1ty
compl:sh the intent of the provision. - s

Another: seriots ‘objection to 8. 1809 is & tmn 4(a) (2}, Whlch proh1b1ts any
‘contractor, 1nc1udcmg ‘A university or me(hca.l schiool, from acquiring any rights
to a dlscovery {n-thei ‘health field and reserves s nghts to the Govemment
exeept in “exceptional mrcumstancee BN

* The field of health should not be smgled out for t1ghter control by the I‘ederal
Government “The patent systein and the: 1ncent1ves created by it should: be
'brought to-bear more:in’the field of health than in'any cther, not less. :

"At-‘the very least, this clause should-be modified* to enable uhiversities with
pubhc—mterest paterit policies to retain rights to:inventions derived from Govern~
ment ‘supported: research for explmtatmn under reasondble terms.

© General grants forithe provision of original facilities and ‘thé expansmn of
ex1st1ng faeilities for university education and research Drograms are: demgned
itoistrerigthen these institutions and enable: them tc- play an eﬂeetlve role m the
natmnal economy and the national security. : :
+:In thig ¢onnection; 1:should like'ts quote from title VII of the health research
facilities bill'as or1gma11y passed: by the ‘Congressi—section 701 (a) and (b):

#8E0: 7010 i(a)- The Gongress hereby finds and declsires that (1) the. Natmn s
economy, welfare; and security are adverSely affected: by many: crippling and kill-
mg diseases, the prevention and: control of which: requ_ue aisubstantial increase,
in all-areasiof the Nation, of research actlntlee 1n the sc1eneee related to health
to hotise such-gctivities are 1nadequate ek : . .

© 4 (h) Tt iz therefore the: purpose: of: thi tltle to assust in: the constructmn of
-facxhtles for:the conduct of résearel in! the! sciences relateéd to health: by provid-
ing: grants 'n-ald ona: matchmg basis to puhhc and nonproﬁt mstltutwns ‘for such
‘purpose’® v :
P TI}J:e prov1smn of adequate umverelty research fac1ht1ee in today 8 world ig'a
very costly undertaking and tne'that: has been achieved in’ substantial: ‘oieasire by
‘thé use of private funds; sipplemented: to whatevery’ extent!is:found neeéssary
'with FPederal funds: - The dororsof funds for'sueh: general grants; either private
or government,:dosheb intend: that rights stemming fromi:resarch ‘conducted -in
<guéhinstitutions ‘become the: property of the dongrs::  The: purpose behind:the
expendltu.re of such funds is accomplished: when theinstitution becomels effective

ust be transferrable to ac-
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I its role of educatlon dnd reSearch The fl"llltS of sich reeearch in t.he form
of royaltiés from’ patent rights, serve to. reduce the financial burden on the in-
stltutlon ‘and thereby to reduce’ the ‘sum necessary for maintenance and ex-
Ppansicn ‘of the facﬂltles for further researeh efforts.” These 1nJSt1tut10ns thereby
- become more néirly self-sustaining.”
“Bquipment- and facilities for con uctmg research are capable of reuse many
times, They are not in e'category of “digposables.’” For example, ail instri-
ment; {$uch. ag a Parr hydrogendtor) used for a specifie federally fma:nced
research pro;)ect is mot 'to be d1sea1ded wlhen the projéct is completed t
praetmabie to ‘return’ it to the sourcé from whence it'came. Present priciice’is
for the title: "t such equlpment to be invested in the grantee either durmg ‘the
course of the iDVEStlga.tlon at the end of the investigation, or by negotiatio at the
end of the project.  It'Wwould bé ratherinéongruons for the Government to ik
1o confiscate patient rights arising out of nonfederally’ ﬁnanced Tesedrch merely
_because |s11ch eqmpment may. subeequently be used on a nonfederally financed
prOJect
U Rven the

emost a ocates of a “*’overnment take all” pohc’y Would pro 4l
ﬁnancmg ‘of faelhtlee for genelal or spemﬁc ‘separately indentifiable fedelally
‘financed research projects that is the atea of concern about title to inventions.
- When the foregoing arguments are made to those in various Govérnment
: e1rc1es, the conclusion seems go, clear. that several have indicated that jt should
be untiecessary to express thig comeept in legislation., Yet HEW policy, as
-outlined earlier in-a.copy of:the patent agreement doeument frequently delavs
action on.such situations:
There hag. been. substanitial eon.t’usmn concermng exelumve nghts in c-ases
whére - nonfederalljr supported _research .carried on cooperatively . between in-
dustry-sponsored university:grantees dnd. industry sponsors. involve some. con-
tact with federally suppo1ted grants or where federally financed equipment: or
facilities have been. used: in .conducting nonfederally ﬁnanced research . The

following are illustrative examples of typical situations :- :

.. 1. Where the field of nonfederally. financed research. nd. deveIOpment is ; not
_related to & prior or concurrent.federally sponsored research and . development

program, in.the same:institution. by -the same .or dlfferent grantees .
This covers those situations where the monfederaliy. supported pmgram ig
stotally different-from. the federally suppor ted program: but.the. same: grantee or
-eontractor is involved.. For example,:a.grantee may, have a: ssrant . from the
" NIH to conduct regearch.in.the aréa of one disease, and;subsequently. or- coneyr-
rently he receives a nonfederally supported: grant to.conduet- resegreh: in - ‘the

- .area of a-related ‘disease.. While there appears to be-a .clear-cut- division:. of

" the equities, the experience of non-Federal grantors has been that, NTEL. person-
nel are .reluetant to agree: that.the: mghts ehou‘.ld 1emam Wlﬂl the gran'tee or
i:‘contra:ctor in either instance. -

2. Where the fields of research and development are related lbut the reeear' h

: and development programs are different. - - +

i The. grantee has a federally and nonfederally supported gran

‘m the same
. -general :alea, for example,.research ‘coneerning. a particylar. virns:. The ‘non-
-federally . supported. grant is for-a specifically. defined. program whleh does: not:
overlap with the.gcope. of :the:research program included in: the. grantee’s. appli-
cation for-a federally supported grant. -. The. grants may be conciirrent. or con-
.secutive. Situations of this type have:formed a major area of uncertainty.

3. The program is conducted in or with facilities - or . .eguipment or1g1na]1y
-purchased, built, or acquired. with Federal funds for general use or for use in
connection with. a prioror concurring Government-sponsored- research- project.

(@) Under.a prior Federal: grant the nonfederally supported. grantee's insti-
tutmn bmlt the lanoralbory in whlch the nonfederally supported grantee s
:W'Ol‘ktlng i o

{8} Under a prlor federally sulpported g-rant the grantee or lus mst1tut1on
purohased wor.gequired laboratory: equipment which: has remained in the labora-
tory -of or is.accessible-to:the nonfederally. supported grantee.. . This equlpment
-ig then used by the grantee. on a, nonfederally. supported: grant

These -aspects . are: brought out rather clearly in- the proposed amendment to
HR 2984 sectlon.?»(tb) (1) which stated :: Dfana bty e ;
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“(b)(1). No. part of any appropnated fopds may be expended pursuant to,

atthorization given by this aet for ‘dny. se}enhﬁc or technological research or
developmental: etivity unless such’ expenchture is conditioned upon provistons
efféctive to insure that all developments resulting from that activity will be
made freely avallwble to the general public.  The Secrefary of Health, Educa-
tion, and Welfa all. ndude in egch grant or contract’ made or entered into
under such | sath

Nothlng‘ eonf:a

any mght wihich that ownet may haveundér That patent.”
.. It is believed that the resolution of the foregoing. s1tuat1ons should be manda-
tory and not ‘dlscretlonary, Aassuming of ‘course that the’ Gmemment agency.
ca,n sat1sfy tself ‘that the circumstances are ag, repres nted,’

“Th thig“Gbnnection, I' should-like to- offér for your consideration a spe(:lﬂe;

guge vestion .as an addition to pending legislation o as to clarify. th1s area,

T beliéve that the exclusive rights in and to® developmients, stemmmg' from.

nonfederally supported regéarch and development should remain with the
grantee or the sponsor where the field: of research and cleveloptment is not re-
latefl to; a prior or conc_urrent Gov elnment soonsol ed’ 1eqearc-h and developuient,
plogram or, where the fields of research and development ale related but the

résearch and development promrams are différent” The axclisive rights in and

toa nonfedelally SUPpO; ted Teséarch “And’ development prog-ram “should not be
lost by the grintes or the sponsor because the program, is conducted in or ‘'with
faciliti i nf, orugmell),r pu.rehased huilt, or acqulred with l“edelal

__ At this point, I should like to offer ome other. sruﬂgestlon for consmeratlon

Pelhaps the member's of this commnittee W111 recognize this cleally as an mdma- .

t1on of ' my owh nalvete i legard 1o thls pendmg leglslatmn .

It appears ‘that bne of the great concerns is'that of the gweaway’ of 1nvent10ns
based on Govemment grants to’ HSSISt in the ﬁnancmg of research. Personally, I
behe‘ ¢, a8 indicated’ elsewhele in this statement, that'the major purpose in such
Teséalch expenditures is dgecomplished when the ihgt Ttion or institute becomes
eﬂ"eﬂtwe in its role ‘of éducation and/or research.’ I recognize that this iz not so

clearly thie cage when the grani: ismade by'a hlo'hly'mlsmon-orlented agency of the

Government, Nonetheless, in'the normal course of events, when industry sponsors
Leseareh in the area of med1c1na1 chemistry in &' umve1s1ty. clear recogmtlou is
given to the contmbutlon of both suies The unliversity gets title fo the inverition,
it an’ aes:lgnment is generally mide in order to develop the mventlon most effec:
tively. Now, despite the fact that industry may have'altendy miade s substantial
contribution in 'the way of a grant in-the development. of the rese&reh the final
eontract usue.lly contams a provise in which the mstltutlon shares in' the profits

made and the’ 1nd1v1dua1 1nvest' ator also receiveés a- share for his eontubutmni
i nd the creamve mgenmty that ellow d ‘for the'

to this in the fort
de 'elopment of the idea. - |
" In the. Jomtly sponsored’ mdustry Government pmjects or those: sponsored by
mdustry in’s facility eonstructed with Federal'funds, T helieve that & part of the
fhﬁculty could be re_solved ”b-y a pohey that would require mduetly, 1f it w1shes to
acquire exclus.lwty,\ to repay. the’ gmonunt of the Government grant plug a nego:
tiated’ peleentage Certamly, under these GDndltl()DS the people of our eountry
s:ould in. essence, have the1r cake and eat 1t The funds expended by the Govern:
w‘oul'd,:.‘of
g
mvolverl in Vlrtually each case, and then, the patents coudd, where approprlate,
be: ass1gned to the university, a public instifution devoted to jthe welifare of the
whOIe, and ’chese could then be reassigned, for an approprlat perlod to the cot
spotisoring mdustry with'a perlod of etcluswny which would’encdiirdge the risk-
taking or venture, capitall necesgary for developmeut of\t idea. ‘The Govern-
ment, wonld’ be repaul_ monetanly by having its contribution,” in’ dollars “vebated
and by seeing more rapid, developments take place insofar as the produetlon and
marketabﬂlty of items des1gned 7] 1mp1 ove the heslth and 'welfale of the Anieri-
ean, people Hus, a8 Jomt ¥ 'the  Gover & T .vers1ty,

Horization for any. sueh act1v1ty proﬂswns under. which ‘the,
United. States 'W(l acjuire exclusive right in and to any’ sich developmenrt‘,
i tlns paragraph Shall be eonstrued to depiive the owner of.

i hout hls conseut of.

Wlth a pr1or or coneurrmg Gov— )

,s.




634 GOVERNMENT PATENT® POLICY

and the pnvate mtlzen, the mvestlgator, _Would be’ encouraged and all ‘Americans
would benefit,  Such a proposal, as indicated at the outset, probably reveals a
very nalve approach {0 a quite complex problem, but I do beheve sincerely that
it eould be made to work when men of good will set themgelves to.this task.

I can understand that this subcommitiee, indeed all Federal officials with
respons1b111ty in this field, have concluded that health is ‘differént.and that special
steps should be taken to encourage programs where the lives sand well-being of
our citizens are concerned. | T understand that it was because of the realization
that health ig different that the patent policy memorandum adopted by our late
President Kennedy in 1963 estabhshed separate and spec1a1 treatment for- inven—
tions in the field of health. :

But it seems. to me that t}ns epemal treatment adopted in the Kennedy memo
and carried forward W’ thé MeClellan bill, 8. 1809, will have & result directly
opposite from that mtended by our late President and by the chau-man Of this
subcommittee,

During the 175’ years m Whmh our country has had a patent law, it has bec e
clear that patents do create’ progress, as olr Founding Fathers weré eonﬁdent
they wotuld when they wrote section 8 of article 1 of ¢ur, Gonstatutmu ;

‘And if it is true that patents in general create progress in general, it is 1o less
frue that patents in the health field ¢réate progress in the health field. It woild,
therefore, seem far more sensible to expdand the patent incentive in this fleld of
health, with its special implications for the lives and happiness of all of us, than
;cio remove Or rhmmlsh the patent mcentwe that stimulates the discovery of new

rigs, - : : . .
"Section 8(b) provuies that a Feder ‘ _geuoy h a,d may grant an exclusw or
nonexelusive license for the praetlce of any inven on for Wh1ch he holds a patent
acquired under §.1809. ..

" Thisg section should’ he modlﬁed to reqmre ach agency head to issue llcenses
i with reasonable periods. of, exclusnnty (1) when the contribution of funds, per-

sonnel, and facilities of either or both the university and/or cooperating indus-
trial organization has been greater than the eontribution of the Government to
the making of the Divention, or (2) when additional expenditures of non-Govern- .
ment funds will be necessary to develop the invention to the point of praciical
| applicationt ‘and the granting of such reasonable exclusivity to the university
and/or coo;yeratmg industrial organization is 11ke1y to assure or accelerate devel-
- fopment of the invention and availability for public uge. = .

To the extent, that. any contractor might attempt to abuse the rlghts retamed
nd period of exclusw1ty, a compulsory licensing .system, ag is indicated in most
f these pieces of legislation, as proposed coitld certainly be effeetwely utilized:
In regard to the above, the period of exclusivity is 1m1yortant “Omnce again,
cite a personil case, that of the synthesis of amopyroquine, a drug possessing
ntimalarial activity., ‘This was gynthesized by me as a graduate student at
he University of Kansas in 1952, While I recognize that this is an excep-tmnal
.56 and also that the field of antimalarials was not a particularly “hot"” one
uring the mid-1950's, it took a period of almost 10 years from synthesis to
arketability. . While this-may be the exception rather than the rule, T simply
_ kite it for the committee as some sort of gmdehne with regard to the estab-

lishment of the desirable. period of exclusivity. With 4 yery limited period of

exclusivity, such a compound would never have reached. the stage, in all likeli-
hood, that permltted this compound to be tested by Dr. M. T Hoekenga as was

1957. . Admittedly, this may be 4 “marginal” drug, but, in some instances, it was
able to accomphsh results not achieved with other, accordmg to Dr. Hoekenga 8
reports
One of my. maJor eoncerns in the enactment of such leglslatmn 1s that we W111
not have such sgituations as existéed for a great many years in which papaverine
was treated as g.narcotic by Federal law simply because it was derived from
oplum—yet it did not, possess addicting tendencies, Similarly, the undesirable
situation in which a prescription was required for Elixir of Benadryl (125 mgm,
per teaspoonful dose) when one could pirchase, over the counter, under sanction
of Federdl law. the rame drug, instfar as active constituent was . concerneil,
in a ‘tabief form coufaining 50 mgm. per doges. I Tecognize thai such dlscrep-
ancies do exist under any “nmbretla” type 1eg151at10u that is why I beheve that
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ﬂex1b111ty must be bullt mto the framework. of patent 1eg1slat10n 1f 1t 1s to be
successiul and accomplish its purpose.

'In suppori .of .this concept. of flexibility, I should hke to enter the followmgr
excerpts from the, testimony. of Congressman Daddario. before the House Com-
mittee on Publie! N{orks re water pollution control on February 15,1965;

- fPrior o the Atomic” Energy Act of 1946 no. Fedelal depa_rtmnt or agency’
Was required,, by . its organic act to handle nghts to inventions growmg out of
its activities in. a.ny -special . Way This was left up ‘to the agency, which eould
bargam for any patent right is wanted. As.a matter of plactlce it ‘was found
WOsE: expechent 0. secure for the Government a royalty-ﬁ ce, irrévocable license
to’ use, make or employ such inventions—either. through the’ itiventer-contractor
 or any. other party chosen by the Government, Today every entity of Govern-

ment always secures this right. Usudlly this is ‘all the Governmnt wants, needs,”
or can use. In stch cases tltle to.the invention itself is left to the contractor—
and he ean patent it, if it'is patentable, subject always to the Government's
right to use it without charge

“I am sure it is evident that the admxmstratxons balanced effort here is
undercut badly by, Ieg1s1at1ve pmwsnone such -as. the, patent amendment in
this bill. 'The fact is that this provision is extremely r1g1d in its effect and is
quite. unfair:in:that it looks only on one side of the coin.  Moreover, this amend-
ment does not really prevent “giveaways,” as is alleged,.but to some extent. pro-
motes them—especially’ in ‘the foreign market: and at: & t1me When we . are.
seriouzly concerned about, our balance of payments. -

“If there is.one thing: that.we have learned. in’ ou.r study of the matter, and
with which the administration concurs and insists upon, it is the need for flexi~
bility: in our: patent ‘approach. -We must-have this,:not only: in:.order- to, be
equitable in-.our relations with industry, agriculture, and. labor, hut in. order. to
acquire sufficient experience. on which to. base general patent.legislation. if.that
becomeg- deisrable.. -We: cannot be eguitable and we cannot gain the necessary:
experience without-adminigtrative flexibility. . The Senate. amendment: (re: 8.
512) ‘denies. us-this resource.. . It places all property rights. in-inventions con-
nected with the poliution program in the public domain regardless of -the:fact
that such: inventions:are.freely available to: the Government for public.use-any-
how. - Itg stipulation that-no contractor be deprived of his;“background patents”
is-virtualiy meaningless since there is no fixed definition of “background; patents?
and, in any case, the Government must often allow contractors foreground rights
mhexchange for “background” prwﬂeges 111 order ‘to: make the invention: Worth—
w. fle, - S .

“What else happens When ﬂex1b111ty is: demed" :

“For one thing, the Government may have to: deal w1th reluctant contraetors
who- tend: to. compartmentsdlize their Government research:and isolate- it from
their most promising commerecial ideas.:. We know, for example, that in many
instances private contractors: will separate. their research teams working on -
Government - projects- from: their other. reseanchers working. .strictly .on:com:
mercial ones, This happens mainly because the contractors feel the. need for
tegal protection of their most profitable investments. © .-

. “For another,:wé fail to- take into account that dlfferent I‘ederal agenmes.
have different missions and must handle their contractors in different ways.
We:n_eedi-a’single standard for guidelines, -certainly,:butwa gtandard: that permits
ehiough: flexibility to get the mission done.  This iz the most Important matter.

I believe that the need for ﬁex1b1hty in the matter of_ publlc hes.lth is certamiy
equally great. - :

Emotionalism concemmg the sick and the cost of drugs should not be allowerl
to distort the fact that the net effect of governmental legislation leading to
the governmental ownership of the patent, whether partially or completely sup-
ported by Federal funds, defeats the basic purpose of research in the field of
medicinal chemisiry. Such procedures constitute a serious deterrent to essential
collaboration between the Government, indonstry, and the umverSIties and thuy -
to the health of the Nation in the long run.

. In addition, one mlght examine the hasic philosophy to ascertain if such
restrictions do not, in fact, violate simple legal and moral concepts. Does not
the researcher hold. the fu.ndamental right to his invention? Is not something
of human dignity lost when the Government confiscates—eall it anything you




636. S GOV.ERNMEN.T PATENT, POLICY |

will, but it appears to me to be. conﬁscatlon_an individual's ];nowl_edge-,in.'exi-__
changefor pirtial financial support? - " i :

Sl
‘his 1nst1tut1on
Can umlateral_‘

fa.ctors, be truly in the Best - 1ntereet of the l\a‘mon" The' Congress fostered,
the founr]'tmon of il Federal agencies and supports them annually with appro-
priations’ dérived “from’: ‘tax dollars. Thiis,  the Congréss is’ éhdrged with ‘the
résponsibility of pro eetmg the interest of the Government; true; “But who; T ask
if not the Congress -als0, is'to protect the intersst of the mdlwdual the aca n’né
1nst1tutlon ‘and the sector of mdustry vitally interested in thése matters? -

In concluswn, should like to-express my deep appleemtlon to fhie members
of this committee Tor: allow1n°‘ meé this opportunity of presen g my views on
th1s most 1mportant Segment of governmental actwlty R "'

A.I?I-‘ENDIX I

Wﬂham Lewm \Tobles, dean of the graduate school and professor of pharmacys
and pharmaceutical chémistry;the University of Mississippi; University, Miss::
-Dateand place of birthi Meridian, Miss.,-on Septemnber 1151925
Marmed Two daughters, Sandra, age: 13 and Suzanne,'age P e
' BEduedtion : -Meridian Junior College, 194245 ‘University :of -Mississippi; 1943~
4477 Ursihug College;’ Collegevﬂle, Pal, 194445 Unwersuty of Migsissippi,iB. 8 in
pharmacy, 1948 DS, 19495 Unlversn;y of Kansas Ph D, 19525 University of
Mwhxgan, 1958——:.9 under a: 1\at1ona1 Seience- Foundatton postdoetoral award.
“Professiondléxperienice r Teaching assistant, University of Mississiphi; 1948-49;
dssistant-professor, University of Mississippi, 1952-54 ;- associate’ professor; Um-
_vers1ty- of:Mississippl, 105435 protessor, University: of ‘Misdigsippi: 1‘)55—pree~
-ent; deanof the'graduate school September 1960—prese £ -coordm torof um-
versmy research; April 19%present
“Honors: S1gma Xip-American’ Foundatmn for Pharmaceutleal Dducatlon fellow
while at the Umversn}y of Kansas’ Gustavus A. Pfeiffer:Meniorial -Résearch
Fellow, 195558 ;" -1050=60 ; Natlonal Sc1ence I‘oundatlon Postdoctoral fellow,
..Lmversaty wof Mlchlgan 1958——59 = .
‘"Meroberahips held: §igma Xi; Rho Ghl Amerxcan Pharmaceutleal ‘Assod tlon,
A_mencan Chemical Society, Chemical Society (Great Britain), American Asgo-
) oiatlon for the Advancement of Beience) aand the New Yozk Academy of Sclence )
- Publicgtions: Total, 65, Thelast five dre: B : oo
W Lew-is Nobles and B. Blackbum 'I‘hompson, “Manmch ases and Alcohols

- Heino A. Luts: and W Lers Nobles “Heptamethylenelmme ins the 1\Ianmch
Reactlon I.. - ‘Substituted g-Amino Ketones and. Substlt ‘ted 'Ammo Alcohols”
(T Pharm; Sef, 54,67 (1965)). 7 .

W Lew1s Nobles B, Blackburn 'I‘hompson, “Appheation of Manmch: Reactmn

(196-’3) =

-0 DeW1tt Blanton J T., and W Lew*xs Nobles “Use of 3 Azablcyclo[S 2,

in: the ‘Maniich: Reactmn IV Addltlonal Denved Products” ‘(J‘-’-Pharm -"SCI

537 11807(1964) y. 0 7
Gharlotte H. Bruemng and W Lew1s \Tobles “Synthetm Belatwes of Reserpme”

(.]' Pharm Bei;, 54 925 (1965)) P : : H




GOVERNMENT " PATENT POLICY

ArpENDEX T1

[Reprinted from the Journal of Pharmaceutical Scienﬁes, .
Vol. 54, No. 8. June, 1965  © 1965 by the Amarican Pharmaceutical Assoeiation] -

Synthetic Relatives of Reserpine
By CHARLOTTE H. BRUENING aad W. LEWIS NOBLES

A Broup of Manaich bases, contzining the 3,4,5-tsrimethoxyphenyl moiety as in reser-

pine, bas been syathesized, . Prelimipar;
one of the group,:the, morpholine Man
tone, demonstrated cectain CNS depres

NN - di

Liylamino)propy! - 3,4,5 - trime-

"

would indicate thaf some tranguilizing activity re.
sides in, a.relatively small portion of the reserpine
molecule.  Since this report there havs been several
hundred publications dealing with the biological
activity of compounds containing the trimethoxy-
benzoyl meiety of the parent Tolecule. Many of
the aspects of this"work have ‘beén reviewed by
thla’g'er'(z}.' ERTR e P -
Recordéd i the literatire {8-11) are numerous
ketanic Mannich basés; prepared -for pharmacologi-
cal: testing. as. antispasmodics,. analgesics, dliemo-
therapeutic agents, and local anesthetics. Such
compounds may in gerieral be prepared: readily by
nieans of the Mannich reaction which -utilizes the
appropriate ketone, formaldehyde, or paraformalde-
hyde and the desired amine. This may be ‘illus~
trated as-follows: ™ . : ’ Sl
_.'RCOCH: +-'HCHO + R%NH-HCl =
© T RCOCH,CH,NR,-HCL + H;0 - . :
+ The'fathér extensive literature dealing with this re-
action has .been reviewed by. Blicke (12), Reictert
(13), and Hellmann and Opitz (14). :

In an effort:to prepare synthetic relatives of
reserpine utilizing the Mannich reaction, Mannich
basés were prepared Trom 3,4,5-trimethoxyaceto-
phenone and 3,4,5-trimethoxybenzalacetone. The
stricetural analogy, aibeit limited, can be easily seen
from an inspection of the following structures (IIT
and IV)and a comparison of theém with the parent

structure (I) above,

Received February 18, 1065, from the Department of
Phapmacentical Chemistry, School of Pharmncy, Usniversity
of Mississippi, University.

Accepted for publication March 18, 1965, .

This_investigation was supported in part by research
grant MY-0323% from the U. 5. Public Health Service,
Betkesda, Md. ;

) possessed approximately one-. .,
izing action of reserpine {1}
tructural analogy;between these compounds

y pharmacological screening. suggests that

nich base from 3,4,5-trimethoxybenzalace-
nt effects in mice, indicating that it might

.':,-be considered as a tranquilizing agent for furcher studies,

M_m}t’x AND WEINBERG (1) réparted: that 3.

o,
!

b -
‘R CH,

H;—_C_—@OCH;
) - OCH;

N .

(H E o OCH:
o CH—C-cr=one-dSock,
v '
PHARMACOLOGECAL RESULTS )
- The three Mannich bases (A4-() obiained. from
trimethoxyzcetophénone were subjected to a study .
of preliminary dose effects, pernicious preaning, and
maximal - eleetric. shock’ "seizure ™ iitilizing - Swiss
Webster mice. RIS P L S B EEOR
' With compound’ A, ‘the -ofal” administration of
250-2000 mg. /Kg. prodidcsd asphyxial-like convul-
slons, cyanosts, and -death: within'':4-10 min. The .
administration of 500~2000 mg./Kg: of eompound
B elicited ataxia, muscle weakness, asphyxial con-
vulsions, cyariosis, and death, - Desages in the range
of 250-2000 mg. /Kg. of compotind C-elicited tonic- -
clonie seizures, metor deficits, followed by increased:
aetivity, tremors, cyanosis, asphyxial seizures, and -

.dedth, * Lower desés (100 'mg./Kg.} prodiced ONS

stimulant effects.” “Hypothermia-folidwed doses: of
500 mg./Kg. or greater of compound C.: Compound:
€ demonstrated enough activity to-warrant further
testing for analeptic activityt 0 =iy sl L
Oral or intraperitoneal administration of 500 and
2000 me./Kg., respectivly; elicited- ‘o significant
overt effects. Oral administration’of- 2000 mg: /Kg.
of compound K produced slight reduction in motor.
activity, lachrymation, muscle weakness, tremors,
marked hypothernifd,” chauipifig, wnd  asphyxial
seizures, ‘terminating in‘‘déath: ° Lower doses - to
500 mg./Kg. were arked by slight. lachrymation

and mjotor disturbaneed - .

Becanse of the partidularly ‘intercsting activity .
demonstrated by -3,4,5-trimethoxyherizoy! mosrpho-
lide in the work of Varghd (15), the Mannich base
prepared from morpholine iand’ the “trimethoxy-
benzalacetone was subjeéted €0 intensive ‘streening
by Heazleton Lzhoratories, ¥ne! For this con-
pound, the estimated LDy was found to be 112
mg./Kg.  Analysis of the rat pharmacedynamic ree--
ord. showed that this componnd elicited a trausient.

P The preliminary biologiezl {ata on compound ¥ wera:
provided by the Hazletou Laboratories, Inc., under ile:
supervision of the Scientific Staff, Psyehoplharmacolopy Sery-
iee Center, wnd was supported nnder contract PH 43-63-555-
from the Natiomal Institute of Mental Health, U. 8, Puhiie:
Hezlth Service, Bethesds, Md, - .
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Compd. Amine MLp., ey " Formula’ "
A Hexamethyleneimine = :178-179 45 ;.- CalsCIN
B Piperidine 01-a02 69
€ 3.Azebicyda 291-922 72 . CuHaCINO,
(3.2,2)nonane,,
Ma:uuch Base Hydrochlondes of 3,4, S-Trunethoxybenza!acetone .
D Pyrrolidine 181—182 41 .ClsH'zsCINO. '
5'1‘92—193 2 CHmCING,
F  Morpholine B0 CisHwCING,

185-196

Mannu:h Base Hyd.rochloﬂdes of 3,4, 5-Tnmethoxyacetnphanone
' Y:;ld

hypo'tens_ive.‘ effect - at "all - dosage. levels - testéd..
Hexobarbital sleeping time was prolonged slgnif—

fcantly 'at:dosages 0f 11.2 and 33.6 mg./Kg. - Anal-
sls of the hotplate analgesia test data revealed that
this’ compound ' possessed’ ne analgesic properties,
" and the electroshock studies likewise indicated alack
-of anticonvulsant propertics. Analysis of the acto-
photometer data.showed that this compound de-
creased spotitaneous sotor activity at all dosages
tested. (3:36-38.8 mg./Kg.}: - This compound inter-
fered with cenditioned avoidance responses in a
dose’ telated - manner. - No - pathological . changes
were observed upon. gross. mecropsy.. A summary
conclusion ; provided .by Hazleton Laboratories in-
dicated that-this.agent showed. certain CNS depres-
sant effects in mice, indicating’ that it could be con-
sidered as a tranguilizing agent for further studies,
“The compotnd, lilke many CNS depressants elicited
a hypotenswe eﬁect in therat. . .

XPER[M‘ENTAI.

Easu: data. mdlcatmg the structure, yleld me}.ung
point, and other such items for the six CDmDUundS
presented in this: study ;are ipndicated in Table'T,
34, D-Trlmethowybenzaiacetnne was .-prepared ac-
cording to the method of. Burckhalter and Johnsan
(16} for 2,3-dimethoxybenzalacétone in a yield of
550%... The Mannich bases were prepared as follows.

Tz & 50-ml fask containing 25 ml. of absolute
ethanol was added 0.05 male of the respective amine,

and the pH.was adjusted to 3—4' with concentrated
HCI. : To this was added-0.05 male of the appropri-
ate ketone 2nd 2.8 Gm. of gdfaformaldehyde, The
reactionl mixture was allowed to reflux for approxi-
mately 3 hr. and was then poured into 100 ml, of dry
acctone. ~ After cooling in the refrigerator overmght.
the precipitate was ¢ollected and tecrys alhzed h‘om
an ethario]—acetone rmxture

REFERENCES

] Mitler, I ‘M., gnd Wiinberg, M. 8., I
34/ {4750(19535

2} Sehlager, L. H., Arsnrxmauri-Fors.ﬁ 13 226(1953)
(192(;} Mannick, C, and L&mmann ., Ber., B5, 351

(4}’ Dlicke, F. F., and Blake, E. 8., 71 drm. Gherm,
235(1930) S
[GIE Levvy,(‘: A and Nisbet; H B., 7. Chrm Soe.

(G) Den s .S'nc, 71 2048
2050 2053 2054 1949) 72 3‘279 3792(1950)5
¢ Fry, E. M., and Everette, L. M.."J.
113(1959)
- (B} \:rckha'lter.]‘ H.; and Johnsnn B H
50¢.,.73, 53( 51).

[} ) Hob W L, Pharm. Assoc.. Szi
43,641, 044(]954) 44 273 717(1955) ‘7, 77(19 8) :

( ay Mercner'. F et u!. . Physiol. Paris, 45; 185(1953)

(11} Hayes, K., U &. pat, 2663 ,T10; thraugh Chapi, Abstr,,
48, 12509( 954)

(12) Plicke, F, F,, 'Orgamc Reachuns."vol 1 :Joho Witey
& Sons, Inc., New York, N. 3,

{13) Reichert, B. “Die
Vcr]n Berlin, Germnny, 1958, .

§ Hellmann H., and Opitz, G N "vx Amlnaalkyherung,

Verla Chemie, Wemhmm, sermaty, 1080,

(15 Vargha,L el ul Biochem. P}mrmacol 11 539(1952).

{16} Burckhalter, ILH ., and Johnson, S, H, A
Soa., 73, -1833(195)

anmcﬁ Renktmn, “Spris, gers




GOYERNMENT. PATENT  POLICY B8y

. AE‘PENDIX III

I U S l ARMI C}HEMICAL REBEAROH ,AND DEVELOPMENT_ LABORATORIEB, U
- . 'rmy O'hemfiaa«i Ufmtef', Md qu.by 10 196'2

Oﬁ'ice of tkeEDea j The Um‘/vwszty of M@ssisswp@, The Gmduate School Um«verg
saty, Mws. ----- THBRS

wDEAR Dr::Noeres: T wishito: aeknowledge the recexpt ofyour recent letter anﬁ
to -apologize for- not being able to answer your request.more quickly.  Unfor-
tunately, the chief of the screening group concerned with the assay of ant1v1ra1_
actwlty was not available. I could not commit his group without his permisgion.

‘It'is true that determindtions of antiviral acmv1ty are carried on as indicated
inDr: Silver's Jdetter - to Dr.- Jeffery. - However, the:.zroup: has- become guite:
selective in their choice of compounds. ' They. are, unfortunately, not in a posi-
tion to: test compounds of unknown aetlnty QL. even those Suspected of . bemg

proven’ antiviral act1v1ty i
are of interést to our biologicdl laboratories: : : : i

‘It may be that Dr, Schabel of the Sauthern Research Instltute would be able
to assist you by recommendmg an antiviral scéreehing progham to Whlch Qu;'
compounds could.be submitted., . o

Most of the screéning p10grams in thé Gheinieal ‘Corps ‘are quite’ ag golective
ag that deseribed: above: with, the' exception of two. .. These .are.broad- screens:
for the purpose of, seeking out, new .{ypes of structures having an extremely,
high biological activity or ones having pronounced herbicidal (growth regulators,’
phytocides, defohants, etc.) effects.” T am incdosing copies of thege b dilres ;,‘or’
youkr' retention. ;' 'We ‘would be happy to :have-the: opportunity: to géreen:any’ of‘
your: heterocyclie structures in-these sereens, If both screehs are to-he run,
we would require.about 8 grams of material. - I am also taking the hberty of
1nclosmg a résumé.of the’ pohcms of the corps’ industrial liaison prograny,

I am sorry that we drée hn‘abl’e 16 comply with your réquest. ‘Peihats,; We! can-
be of gervice to you in' thi screenmg of your compounds for ‘other purposes.

Smcerely yours, Iy ; ; : %

statement. ‘

The, need to arrive at sorme bas1s for he equltable measurement of
rlghts ‘was not o great in health research until Federal support, réached
the extent that the great majority of. quahﬁed investigators. in every
field began to receive some of their support from one or ore Fed-
eral agencies and v1rtu‘111y every ,nonproﬁt research center was SlIIll
la,rl Involved. : 8 _

onetheless Wlsdom in‘the draftivig and apphcatmn ‘of Federal'
agencies’ patent pohcles has always been of great importance to the
scientific community. But in the last décade the growth of Federal
programs for: conduct and support of research ‘and: development in
industry and on 'the campus has beer so staggering that'the effects of
Federal policy.are felt today. m Wrtually every 1aboratory 111 every
commumty i thls count:
1 the equities cannot r{)e reasonably defined and, rlghts ']udlclously
ass1gned that facilities of the pharmacertical 1ndustrv i certain areas
may ‘well be cut ‘off, at’ 1eaf_5t almost entirely,’ fform" the “a

from” the academic
investigator and. from thode in’ sclentific operations, Wlt]lln the Gov-
ernment itself, “This can only result in harm to all three.
‘Moving quickly to page 5, 1 would pomt to'an area that the chaar—
man_mlsed a questlon ‘a out with Dr Seevers this morning’. " o
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If a grantee synthesized an mterestlna chemical co ound or a
series of suchcompounds and!wishesto: havé then. Screenec{) bir-a phar-
macettical” “house, he'is reqmred to notify the Public IHealth Service,
before entering into any, sereening arrangement. .. The pharmaeeutleal;
~ house then is requlred to sign an agreement relinquishing. any patent
rlghts in the: test: area. 1nv01ved ‘before it-is permitted:to. undertake the
sereening | wor 9 such an ewreement is mserted Taterin this'
statement.

10 ctiv Federa,l pate policy,.
time: when - expensmn of Federal research: programs has - put Federﬂ,le
money ‘into” 8" gréat many academic” labora,terles, igrithat many new:
© chenileals are 1of, bemcr tested at all or‘are not being fully evaluated

because - drug companles are not. able.to. undertake the, worl under
conditions reqmred by the patent ‘policies of-the: public-health serv-
ice and its parent agency, the Department of Health; Educatton, and
Welfare. !
+Now. we.want to mention speelﬁcally inthisregagd.in. ]ust a moment
Gn ‘page T-we have abstracted a copy of the patent agreement which:
£l Department of Health, Education, and ‘Welfare has which it a.sks
tha:t the grantee as well as the pharmaceutmal company sign. '

- We,make reference to-the point that one areain whmh we are. qulte}

: mterested in- our ‘own laboratories has-been that of’ the synthesis of
possible antiviral agents.” Priorto the precedure of 'NTH which sub-
stituted a patent agreément for clause 4(a) on'the face of the sheet

" of the appheatlon forresearch grant, we had: regeived agreement from’

- one of the major pharmaceutical houses to test eompounds synthe-
sized under theterms of a grant from NIH for the synthesis of heter-
ocyelic compounds as possible antiviral agents.

Following the implementation of thJS ‘policy, somewhere between
November of 1961 and the spring of 1962, the pharmaceutical house
was placed in the position of having to mdlcate that they could not
sigh the new patent. agreement, since’ they ‘were concerhed over the
-scope of its text, inclnding the following:

. “The pharmaceutical company shall be’ permltted to obtam patent
rlghts to new uses of the compounds developed as its. own expense,
except. where the grantee contributed or participated in' the’ concep-
fion or reduction to practice of’ such new use, or. where such new use

 paterits would hamper, impede, or infringe on the intended use of the
invention.covered by the product apphca,tlon, or where such hew use
is'within the field of research works supported by the. grant "

T think that anyone can readily observe from this ag etnent fhat

- any pharmaceutlcal company that would agrée to-do tlns would i a

sense b -.agree' g to donate theu- services without hope of com-
pensatlon ;

As’a part of the basm proposmon the plnrmaceutlcal cherriist, or,
medical”chemist  in the: university is concerned with, these- syntheses
of compounds. - These are then evalua,ted by, an’ agency, as described
by Dr. Seevers. éarlier this morning. Wlthout ha,vmg this mforma,-
tion at hand; very little progress can be made, . ..

With the knowledtre prov1ded by the phmrmacoloo ist and others as-
sociated in’the screening and evaluation of the compounds then fur-
ther work can proceed-to perhaps useful.devices. .

But in"the area in which we are working and another area, for ex-
ample, that of compounds in the general area of mental health, ar-




mngements were made by the National. Instltutes of Health for the -

testing of four compounds prepared during the course of thIs work.

In other: words, NTH originaily let us Send two -compounds. i iy and

then two additional compounds. . ..

. As.an indication of the amount of work 1nvolved in sereenlng 3 of
these 4 eompounds and - Teporting on it, there is a document of some
55 or 60.pages... So this is the, amount ‘of work and the cost, that is
mvolved in this type of ve ‘ As has been prewously md"
it isobviously a high-risk venture. o

As an mdmatlon of the type of du’ﬁculty that the mcedenue se,lentlst
encounters in the evaluatmn of hig compounds currently, I am sub-
mitting as.appendix III a copy of a letter in reférence to the matter
of ‘antiviral agents. previously mentmned Please note the sentence
‘in_the second pemgmph which indicates that this group, the U.S.
Army Chemical Research and Development Laboratorlea at the Army
:Chemlee,l Center, Md “ean only. assay compounds of provern antiviral
;aetlvity"« , P

.+This, is one of meny 1etters th& Wrot.e at, the suggestlon of an
official ‘at NTH in an effort to derive suitable mea
eompounds

Needless. to sa,y, I ea,nnof' disaoree Wlth the dlrector of reseereh of .

ﬂus group, for he has a mission- orlented program. - Nonetheless ‘this
offers the individual ecadernlc ‘seientist 1ittle hope of sudcess '111 ob-
taining biological screening for his yet unproved compounds. -
T would not want the Subcom_mlttee on’ Patents, Copyrights, and
‘Tredemarks to.overlook the fact that the’ conntry’s, universities and
medical -schools. can.: play a:very :useful role in the- administration. of
these complex patent issues if Congress sees fit to. permiit: this o
I would like to.move rapidly to page. 12 Wlth 50
ments oirthe pending legislation in this area.. ,
,:Ome-allusion ‘has. already. been, made, but, smee 1{; was.by.a. nona.ca,—
~demle “witness,. L. would: Jlike to. meke 1t from the standpemt “of the
-eaderiiie, university: community. L
Section 3(b) (3) of S. 1809 reserves to the eontra,eto
““dn «irrevocable, nonexelusive,. royalty-fres- hcense for ,pra.etlee
:throughout the:world - of eachy-such . Ainvention,”. 1f the. contractor.is
-an;academic institution, -such: - nontra,nsferable 11cenee ig.meaning-
less; since no university ‘or medical school i igin a p051t10n to praet'ee_an
invention in the sense intended by this provision. .
. Anéther serioug objection: to:S.~1809 of. section: 4(3.) (2 whleh pro—
h1b1ts any contracter; mcludmg a-university or.medical school, from
aeqiiring any-fights:to a:discovery in the health field; and: reservee
rsueh rights to:the Government except in “exceptional circumstances.”
' Wedo: not.feel that the:field. of health.should be singled out: for

'tlghte.l' control by:the: Federal Government,. Fhe patent system.and -

the-incéntives created. by:it: should be brought to;bear morean the ﬁeld
of. health:than in any-other.: .. . s :

T TPhen T wanted $o :pickap. eti h bottom of g
fhe printed statement, regarding title VII. of the
‘facilibies bill: as orlcrmally passed. by the Congress
pressed;there.l v fust:oné sentence: 1

It is thergfgre the purpose of thig t1t1e to asmst in the constructmn of fae1]1t1es

fiE lthe cenduct of reSeareh ‘InzitHe:; sc1ences:;re1ated Ito health  by: ,prewdmg— )

,f‘:testmcr our -
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grantsin‘aid on a ‘matching b
PUrpose. 1 obie S i e e T
" The provision of adequate university reséarch facilities in"today’s
world is a very costly undertaking, and’one thit has been achieved in
substantial measure by the use of private funds, supplemented to
‘whatever extent is'found necessary with Federal funds. - The dotiors
of funds for such general grants, either private or Government, do not
‘intend that rights stemming from réseafeh conducted in such mnstitu-
tions become the property of the donors. "7 * ot T

<6 ‘pitblic ‘and Honprofit instibutions for sich

‘he purpose behind the expenditure of such furnds is accomplished
when the institution becornes effective in its role of education and
Teséareh. ' The fruits of such research, in the form of royalties from
‘patent rights, serve to reduce the financial burden on the institution,
‘and thereby to reduce the sum necessary for maintenance and éxpan-
sion of the facilities for further researchefforts. - - 770 00
We want'to move quickly to’a conelusion on this.  We would like
to cite particularly one problem, however, and that is brought out in
‘the proposed amendment to Senate bill 512, relative to' the health
research facilities.”” ' T e
This is a very basic problem for all of the colleges and univéraities’;
that is,"that it spells out'specifically in the Senate bill or the proposed
amendments to 8. 512-~1 cannot find the language of it right how—
.. No part of any appropriatéd funds may be expended pursuant to authérization
given by this act for any scientific or techmnological research of developmental
‘activity unless such expenditure is conditioned Upon provisions effective to insure
that all developinernts resultihg: froni'tha"ti ‘activity will:be made freely ‘availabl‘e

_ tothe genebalpublic:: =1 Loak ook el hens e B st
7 Now; virtually every medical school-in-the country, chemistry de-
partments and schools of phariacy; have received support in the-build-
g of research facilities. A real question'in the mind of everyone,
‘then, is ‘about the possible implication of ‘carrying on nonfederally
supported research in these facilities ‘which ‘were built partially with
- The latiguage of the proposed amendment, as it'was proposed earlier
inthis ‘séasion of Congress, would tend to indicate to us that if the
Federal ‘suppott “went into ‘the building, any moneys: that might be
charineled 1nto a'research program by non-Federal' funds might be
impaired by this. =~ 5 T e e
" The last thing that we would like to move to is right at the bottom

of page 20 and-on page 21 at the closing of our statement. .
Emotionalism concerning the sick and the cost of drugs should.not
“be allowed to distort the fact that the net effect of gﬁwernmental legis-
Tation leading to'the governmental ownership of the patent, whether
partially or completely supfp]orteﬁd by Federal funds, defeats the basic
purpose of tesearch in the field of medicinal chemistry. - Such proce-

dures constitute a serious deterrent to essential collaboration: between
© the Governiieért, industry, snd the universities, and thus to the health

of the Nation in thelongfun., - " o oo e oo
" In addition, one might examine the basic philosophy:to ascertain if
such restrictions do mnot, in fact, -violate.-simplé: legal-and: moral
FOTERPES i v e T L e T L e g

“Dioes not the researcher hold the fundamental right-to his imvention:?




Ts ot somethmg of human d1gn1ty Tost. when the. Govermn it Gon-
fiscates-~call it airything you-will, but it appears to me to-be- confisca.-
tion-—an 1nd1v1dua1’s knowledge m exehange for partlel ﬁna,n(nal
sup . : -

IF appears ‘tome that, all too. mueh attention has beéen’ dlrected to
the righits of the Government, to the neglect.of the right of the inven-
tor, of his institution, and of others who may be:.concerned in the over: .
all process. Can’ umfa.teral action on this front by the Congress, with-
out.due consideration of el] these factors, be. trugr in the best interest
of theNation®?: « - i

“The Congress' fostered: the foundatlon of: the Federa,l ageneles and
supports them annually with appropriations derived from tax dollars.
Thus, the Congress is charged with the responsibility of protecting the
interest of the Government true... But who;.I i mot.the Congress
also, is't6 protect the interest of the individual, ithe aeademic. 1nst1tu-
tion, and the sector of industry vitally interested in these matters? -

-Lappreciate the opportunity of appearing before the committee a,nd
of ‘having our statement.incorporated. in the record, Mr, Chairman.

* Senator ‘MoCLErLax.: Thank, you very much; Dean: Nobles.. I am
sure you have some very valuable information:i 1n- your-statement, - T
haye not had the opportunity to read it, but I hope to review the many
statelélents that have been subnntted e,nd to try to Study the Whole
recor s

We appreclate very mueh your: contrlbutlon to the commlttee’s work

My, Noeres. Thank you, sir: :

(The following was subsequently rev1ewed and ordered prlnted at
thls pomt by the cha1rman S R !

'I‘HE UNIVEBSITY GOF MIBEISSII?PI FEYRIETRIRER
: : THE GRADTATE-SCHOOL, - © -
£ 25, 1965, -

Um»bersety, Mws 7

Hon. .T OHN MGGLEILAN,
Chadrinan, Committee on Patents, deemwﬂas emd O’opyrwhts,
Senwte Oﬂice Bmmmg, Wa,.s"Mngton, D.C. RS
DEAR SENATOR MOOLEILAN ¢ ‘Tndeed, T Want tor exprags my appremamon for the
opportunity of appedring before your committee last Thursday withrespect to
the effect of pending. legislation on patents, a8 it relates te university sitnations.
1 deeply :appreciate the very fine way in which you eonducted the hearing: I
know that the hearings on this and related bills with which you are concerned
.certainly must be a tremendous drain on your time and effort.: ‘Nonetheless, I 'do
deeply apprecmte tlie opportunity .of presentmg our: viewpoints ion. this matker.
-Upon. my return,.one otheritem has. ¢ome: to my;-attention which may be,of
some significance, . I recall that you indicated that the record would Temain open
until August 31, and 1.am submitting this.as perhaps an addltmna.l idea to be
mduded in conmderatwns of the staff. with respect to researchmg the tesnmony
relative t6 the: bill that might be brought forth. : i Ty
It appears to.me.very -definitely that the patent rlght is really the nght to
exclude, and not to include. T.do not see that the Government really has g need
for the right to exclude on & general basis, since obvmusly this can be done in
ase of greaf natlonal interest on & specxﬁe piece of pending - Ieglslamon Coni-
trarxwise, it-is cleﬂmtely ‘the tniversity, ‘and posmbly ‘the pharmacentical in-
dustry in-the case of thisbill, who need the right:in.order to provide the incentive
to imvest substantial funds—on the part of indugtry-—in developmg marketing of
the drug.and for the university, a source of potential revenue for the support of
turther researeh and the extension of physmal faeilities. T belleve that this is
‘0’ rather. significant point; and it should bé borne in-mind that a’ patent iy not
like a stock  certificate or a savings bond. There is no value! in: putting the
patent into a:safe: deposit vault. . Td be-of: any value it must be used ; the in-
vention must be explmted and thus made available to all who ean’ denve value

from It.-
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. In my opunon, the ‘mere mght of patent 1ts.e1f wﬂl not msure nse unless the'
rlght to-exclndd i brotight'inteo play. | 3
4 Trawould ‘Teemphasize the fact which I made in my formal presentatmn to the :
com_nuttee that: if . the, Government, takes title to the patént;and freely. grants
license to gil comers, Tew mdustmes—pmtlcularly those in the high- rls:k pharma-
ceutical Industry—are, likely to. become interested in exploiting the ‘inviéntion:
“This could Tneati. for example, with regaid to an important drog thatthe: pubhc
might ‘be deprived of the bHenefits of ‘that drug::- Again, thiy: points ou the im:
portance of understanding-thata pabent istraly. the right to eéxeclude, . =
--'I"would..reemphasize .the, 1mp0rtance of this from the academn: sta
in that unléss the umvelmty by rlght of a551gnment of the patent ‘and’ possmle
transfer for an ex¢lusive perfod’to an industry is o authorized; it will siffer
irreparable harm in the lack of cooperation that has been ev1dent ‘certainly in
the . last 20 yedrs,befween the acaden:nc 1nst1tut10ns and'-the .pharmaceutical
industry. - ,
In my. formal statément I presented two or. three spemﬁc 1nstance
of cooperation in’ ‘th t fow years, based on questlons regalding the: 1mpendlng
patent policy and terpcretatmns that were being: given currently: by: HE'W on
this point. - Poubtlesy! théze game facts! conld; be- elicited from:; hundreds—even
th(msands—of scientistaii Iy Jpatticular field and. those
d he last: fetWyear : S
1 'hope tha c will be givet fo these' points n the araffng ofrlegls-
lation in' coqnec with this atter! ™ Aghit, T should ke ‘o thahk Fou for the
courtesies ‘extended me and ‘the very ﬁne atmosphere in :which ihe hearmgs of
the commitied were eornducted e - . G

uled to date on the pendmcr patent pohcy blll S
~ ¢, During 7.days.of hearing, we have. received testlrnony' :Erom",38 wit-

nesses, and a number of statements have also been subrmtted by.; others
- for inclusionin.the record. -

T anyinformed: by the staff tlnt over 100 individual amendments have
been ‘specifically proposed 4nd submitted for the committee’s studv
The transcript of these hearings already covers over 800 pages. :
T have no desire to delay actlon on’ this suLbJW .. However, if a
thorough -and :judicious .consideration is,to. e given to the evidence
that we have heardyif the suggestions-we have received.are to be care-
Hfully'weighed did evaluated, and if a SOl]Ild arid:equitable bill is to-be

-reporis d, itw viously be.) necessary that estended and carefal study
: be oiven. tothigentire record. .. .

~The chairman - will therefore consult with. the. other‘
the subcommittee regarding our:further: procedure and: dellbemtlonn
How $00n the subecommittee ‘can begin’ &4 to‘congider markups
of the bill and how.long it will take the subcommiities t, complete siich
markup, T just cannot say. L -would not even attempt. to p "dlct at
‘thls timehowisgon the subcommittee can malke its report. -

"The o ‘of; will remain open uhtil‘Avignst 3

ny further evidence, any’ 'statements
celve them: and-:con51der whether they are appropmate for the record
£ they are;they will'be adm,ltted 10 the record'- 1f
.,body willhay J tind
The subcomi
hearmgs on-the: copy
‘recess until2 pum: -
Wh , 1

rlght revision: b111 “The




Chairman, 8 uboommittee an-Pwtents,\

U.S’ Senate, Washington;: D.C
DEA_R _SENuon MOC}L]::LLA

the hearirigs Theld before the Sulbcommlt
rlghts of the Senate J udmlary Gomlmttee

. !Ihe ‘American-Council oni Education? wishes to commend the Sihcommittéé on
Patents, Trademarks; and Copynghts*of the Senate Tudiciary' Commiittee for the
study and careful cenmderatlon dt-hasigiven to 8789, 81809, and: 81899, éon-
weerning. rlo‘hts o mventmns denved from Government ﬁnaneed researc-h" ‘nd’

=1809 and.:go: sut,gest eertam amendments thereto; : : A
'l‘he Tederal-Government; through ity sponsorshlp of research eonducted in uni-
ers:lues, has: the:objéctive of expanding’ the bouridaries'of exwtmg kngwledeeih
areas or:on problems.deemed dn:the:public: “inferest o related te natidngl oals
The research results:arsigénerally: made avaﬂable to'all; Bnd the: unlvers1ty is
free to punish:theml . The: spongoring’ ageney réceives agreed‘ upon reports in
tulfillment: of the:agreement: - The ocenrrerce of ‘an’ mventmn durmg tha' course
of :the reserch is above:and beyond the objectives of the’ regearch’ agresmen
short it .is a.“byproduet” of the research 'activity, largely attributable toithe
personal ereat1v1ty of%‘the 1nvest1gator backed by hu years of’ profésmonal tram-

prowdmg ﬁnancial support for the partlcular research proJeet most closely Te-
lated:to: the: discovery:: Some.of the*difficuit’ problems ‘grdinarily 1nvolved in
the assignment of -patent- nghts -8 ‘Between  the' Federal: Government‘and-i

Qustrial contractors:are absent in thé:case:of the colleges and umversmes A
ig. so, first;. beeause: educational :instifitions are not themselves ‘orgal
manufacture or produCe and market the patentable mventmn Rather they must

4“'1 'l‘he American Cnunc:l . Education a voluntary nongovernmental body, ig the’ pnn-
cipal coordinating agency for higher. education he. United: States. It has a membetshlp
. of 1,113 colleges and u ities education organlzations i . ‘ .
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seek to interest those in the mdustrlal ‘world who have this capabLhty This
is often a difficult task, since few inventions coming out of university research
offer prospects of a large market or a high return on investment. These prob-
lems are absent also hecause of the nonprofit nature of the universities and he-
cause they exist to serve the interests not of their stockholders but of the public.
Tii seeking to fulfill their obligations in teaching, research, and public service,
the universities and their faculties.generally recognize their _public responsibil-
. ities in patent development; to &bung ‘the “byproduct” inventions arising from
basic research to.the point of praciical application in order that the general
public may benefit from the discovery:~ There will be some exceptions. Many in-
ventions will turn out not to have commercial potential, There will be certain
inventions which, -by their nature, lend.themselves to Government ownership
and developmerit, . -There_-will ‘he some universities which, for valid polioy rea-
song; do not.elect to acquiré:rights to inventions. Ag a rule, however, it will be
found that the university-contractor itself is the best avaﬂable mstrument f01
carrymg inventiohs. into the. economy .fof the:public: benefit:: .
- Itis our 1mpressmn that the pollcy framework provided-in 8. 1809 Would pernnt
Federal agencies to:establish satisfactory.arrangements with collegés:and uni-
wersities. with respect to. mventwns related. to. Government-spongored research.
The bill aldo provides. suitable arrangements for compulsory 11censmg 1f sub—
#tantial efforts are not made to bring the. mventlon to practice.
generally he déesirable, although not essential,, to- establlsh patent rlghts in the
unjversity at the time of contracting rather 'than at. the time of 1dent1ﬁcatxon
of individual 1nvent10ns At the timhe. of contraotmg, the university’s established
pohcles with régard to patent responsibilities ean be reviewed so that.the spon-
soring sgency.can.determine their acteptability. Such policies’ would usually
provide, on a tniform, Jbasis; a modest share of royalties to the inventor, thus
reéognizing the need for §ome incentive to identify inventions and provide sub-_
sequently the minimum necessary assistance. Such policies would also provide
for nonexclusive licensing, hut wonld.recognize the need .on occasion to provide
exélusive’ heenqmg, gubject to reasonable conditions as to period of exclusivity,
_1f this were necessaty to call forth'risk capifal.
1. Btandards and .criteria for.-university policies;on:the admxmstratlon of inven-
-t10ns, governmg the. above points-and other relevant features, are available!for
comparison; and. review:: Furthermore, the despective-Federal: agenciég alréady
have—-accumulated experience in:reviewing:such policies. =In’ time of peace, and
time; of:war,, it has.been.clearly deinonstrated-that: the eolleges and uni-
vercntles of. the Natwn are a.vital.national ;resource.. Placing responsibility
upon the. universities: -for the development of-inventions-to:the ‘point -of public
_avallablhty offers, we: beheve, the ‘best-assurance, that they will be -déveloped.
When there is royalty income from-inventions,.this would be. plowed: -hack-to
further strengthen these vital ‘educational .and-research. resources of the’ Nation,
Jbut this would oceur, only where the royalties, under suitable:eontrols as-to rea-
sonableness, exceeded-the cost .of: patent administration® and proseoutmn of the
Tunsuccesstul, as well as. the economically. successful,.ideas. ‘
. The Federal, Inventwns JAct- (8, 1809) -provides: general: languftge in: SECth‘ﬂ
~4{a) and 4(0) Whlch Would permlt the. sponsoring. AZENCY. to-dssign invéntion
rights to the. university &t the time.of: .contracting, since each of these subpara-
graphs provides that the contractor may.acquire greater-rights at the time of
éonraeting “in e*xceptmnal circumstances ».. /The. characteristic guitability of a
‘university ag an.instrument of patent; development might be construed to provide
the, exceptlonal circumstances necessary .to warrant greaterrights at the timé of
scontracting. . It is, recommended, however, that this language be strengthened
and made more- specific by adding the phrase “or where the contractor is au: ada-
‘cational-institution” aftér the word “circumstances” on page T,tine 18, of thebill.
... With respect. to: section. 4 (b} there-does /mot. appear torbe adequate provision
_for the determination-of the universities: rights in inventions at the time of eon-
fraeting, and. for thig reason-it is sugg ested that section 4(h) shonld be m(}dlﬁed
ko inelude-such. a provision, 'This- modification coild be: accomplished, for ex-
“ample, by inserting, “or: educational® :in line:5; page' 8, following the ward “dom-
‘mercial” Lines 2 through 5, page 8, if so amended, would read as follows “and
-the work:called for by the. contraet ds:in a field: of-teohnologyr i swhich' thie con-
‘tractor. has acguired techiniieal competence dlrectly relahng 10 an a¥es i’ whieh
he had an estabiished fiongovernmental commermal or educatlonﬂl position, the -
ﬂ."'eney” 3 $ *::




" .opportunity to.express our views.

The: colleges and universities regard the broad and flexible approach proposed
in §::1809:as greatly preferable to a policy of assigning to the Government all
rights to all inventions at the time of contracting. We helieve that in many cases
inventions would not reach thé civilian economy’ if reliance were plaeed on a
king of mail-order catalog of available new product ideas. ' Frequently aggres-
sive search is required to ﬁnd someone w1111ng to devote the energy and the addi-
tional capital to the task. The goals of the Government agencies and: of 'thé
universities would -seem to be identical—to make available to the public and to
the economy the fritits of, unjveristy re¢search, as quickly and inexpensively as
possible, With such an. 1dent1ty of goals, the questmn would seem to be simply
one of deterinining ‘whoe bést can’ take the initiative. ~'We believe that; given the
safeguards and controls we have suggested ‘the unwersmes are best equlpped to
pEIfOIm this functmn L ]

\TIOHOLS PRODUCTS Co
Moorestoum NJ, JuZyB 196‘5

Senator J OHN L MCCLELLAN
Chairman, Patents, Copyrights and T'ra,dmmrk& Subcommwtee, :

Senirte Judiciary Committeg, - )

Henate Gfiice Butlding, Washmgto% D, C _ o ¥ :

DEAR SENATOR MoCLELLAN : The action of your subeommlttee in holdmg hear-
Ings during the past month in connection with various legisiative proposals hav-
ing to do with the American patent system has come to the attention of the
American Soeclety of Inventors.  We Tfeel that we have & substantial stake in the
continnation of a strong and effectlve patent system, and vould like, 1:0 take this

Much of the testimony presented hef01e yom sunbco mittee has been rev1ewed
by us; and we feel that the statement. presented by. the national Small Busmesa
Assoelatlon most nearly:expresses the position. of this orgamzatlon In essence,

~we favor the procedures.preseribed by 8. 1809. (McCleHan b111) in’ determlnmg
the respective rights of the contractor and,the Government in batents resulting
from Government-sponsored research and development programs.

The position of the individual- inventor would be substantlally preserved and
strengthened by the addltlon of. yarious featurea of 8. 789 (Saltonstall bill) as
amendments- to 8. 1809.. Spec:tﬁcally, we . feel that section 9 of 8. 789, whick
.would allow the mvemtor .whose patent has been infringed in <connection with
Government procurement to obtain.early -and inexpensive remedy. by’ admlms
trative means, is ulgently needed. lndlvldual 1nventors eannot’ afford ‘the “éx-

- pense and delay of seekmg remedy by Way of Buit ag: amst the | .
Court of: Claims,. . - :
Seetion 11 of S. 789 would eqtabhs.h procedures and funds for the grantmg of
awards to those whose inventions on d1scoverles were judged . to be of outstanding
merit. Various studies by the Departmeni of Commerce and othérs have shown
-that the individual inventor is still a prolifie source.of important inventions and
. discoveries which contribute to the overall welfare. . We belicve that the recog-
nition and rewards associated with an awards program would sérve to stimulate
¢reativity to the benefit of our national security and our socmty, and. earnestly
recommend that thlS }’_JlO'VlSlOH of . ¢E>9 ‘be. included :in  any. overall patent
legiglation. -
8. 14T ( W11hams b1ll) 11ke seetmn 9 of S 789, would substantlally stlengthen '
_the position -of the inventor patent. holder in that he.and/or his licensees would
net find his patents m’fringed as a matter of normal routine by suppliers to the
Government.. ‘The provisions.of 8. 1047, which allows for unlicensed. manu-
facture upon certification by the Secretary of Defense, we feel, would alleviate
‘the likelihood of unreasonable allegations and-demands by patent holders, We.
believe that the Government of the United States has an ethical and moral re-
sponsibility .to- deal fairly and honestly with all its citizens; and that it should
take the legdership in respecting. the rights Jmplicit : din the patent grant. . For
these.reasons we vigorously urge .that the. su.b@tanca of 8, 1047.be. Incorporated
in any forthcoming patent legistation. - i
© “The American . Society-of Inventors apprecmtes nhe commlttee’s eournesy in
‘allowing it to submit these comments and-respectfylly reqnests that thls state-
ment ig placed in the recordloef the hearmgs et
Very tmly yours Y

: : -'B NICHOLS fet
Lemslatwe 0 ommbttee American Society of Inventow
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AMERICAN SOOIETY OF INVENTORS; ¢
) k o Wmteﬁeld WH., uly 16 1965
DEA‘R ME BRENN.AN : Supplementmg the statement of ‘Tuly o ‘sent’ ih by Mr.
E B. NlChO].S for our legislative commlbtee, I am’ enciosing ‘'a proposed “Code of
Creativity” for use by the Government agencies dealing with invéntions. “May
X suggest that th1e be included in.the transcript. of the hearmge followmg Mr
Nichols? statement, s_leo the fthoughts in thig.letier.’
- Qur: :society. would like to’ make a further sugges on that heamngs be Héld on
the problems of the inventor and credtive stientisf in dealing with theé Govern-
_ment. . These problems are more unportan an the pr blems of patents eqmues
. between industry.and Govemment . T
Thanking you for your 000‘1}81‘3!131011 in ithis matter, and’ the encloSed
do much to improve the -creatlvlty and.economic welfare of all eoncerned B
Respecbfully submltbed

‘B, BURKE WILFORD Premdmt

__srnentlsts improved opportnmty and 1ncent1ve, wrll LT promote progress in
Government ang. mdnstry ‘Heonomic glowth ‘and iationai” defense will”both
.beneﬁt by revigion of pohcxes ‘and methods for thé purpose of encouraglng creative
“workers and ‘elin¥inating needless barners in thelr paths:: '

_ .1, The Government and 1ndustry cat’ eneourage ‘aconiomic growth by early
recognition of 1nsp1rat1onal ideas in‘the pionéering stagés of-development.

.2, Analysis apd recogmtron of the idea should-inclide what'is advantageous, as
‘well ‘a8 that Wh §7ot ‘workeéd out and réquires exploratory development.
D1rect1on of’ inventive thought into the! r1ght chiannels 1§ very important, - -
_.'8. The creator or inventor sbould be given 4 letter’of status from the Govern-
ment or development ‘group ‘about’ possfmhnes of “prodiction, ‘so that he can
develop solutlons quleklv and buﬂd 8t team or small orgamzatmn He should also

5 4 A portlon of: thig* EXpengés ofevery R, & D, contraet Ko d stud;v should be used
to have the invenfor Workmg with the development ‘IF this is impossible; ‘due to
,d1stance or personalities, the credtive” mlncl ‘shotild ‘make periodic visits ‘to:the
'-development as a working consultant, ‘Mueh leadtime: ig -wasted by baving the
larger group 1n any devélopment dupheate thework’ already done by the inventor
) “the" development IS spolled by Government in house (ievelop-
ment 0T 4 too 10ng “haired approach.
.. Xf an iden ig worthy of development the 1nventor ehould be told when how
much ‘and ‘af ‘what péint’ he édn-expect i:boney fromithe R. & D contract or a
‘royalty on a test’ quantlty Waste of Tes trme should be av01ded 1n every stage
Jof development -
6. Big and’ small 1ndustry working' £or the Government mugt be more recept1ve
to the use of ortéide designs dand systeris, which are 6f o ‘proprietary nature, and
_the status of the creat1ve mmd shonld he recogmzed when the development for

S, The patent and legal professmn shonld ‘séaito it that ‘ay patent and= pro- .
_pnetary data receive proper awards through administrative settlements, and
‘Congress should provlde a special fuAd: out of ' which DOD can act. ‘quickly in these
‘matters. Bureaucracy’ should treat the mventor Wlth more personal attentmn,
responmblllty’, and speed.”
" 8. Mo patent legitimately’ 1ssued and not as' 'gned should be attacked by the
‘Government lawvere on a ‘hasis of invaldity.'" Tf"asgigned, the inventor per-
“sonaily should shiare in the awatd and dther solntions:for blocks to 1nvent1one and
';adeqnate recogunition ofthe 1nvent0rs andcreative scientists. :
9. Néarly every coniitry’ in ‘the woerld has a inores generous: pohcy of pay for
'_patente bigaring on the natmnal‘defense, and'many countries havesawardssystems
" ‘tvhere ' the civilian ‘and -military personnel:as well as the outstanding :inventors
and scientists receive reasonable sums of moley %o ‘compensate them' for their
‘eontributions Beyorid the c¢all: of duty: “The U.8, Department of Pefense hag
‘récommended that 'the Conighess pass’ a 'awards b111 patterned after he Br1t1sh
gystem. ;
"7 10. The Government should not hold any patents for contractors or’ G'rovern-
ment employees except when they pe_y for the background work Nonexclusive




