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THE _NIVERSITY AN) SMALL BUSINESS PATEN
R PRO "EDURES AC'I‘ R

WEDN’ESDA,Y, my 13 o7 S
o | U8, Slw' ‘

Comumm oN THE J

. ) ohn Mlner, COtnS ,
.Tesse Sydnor, cmmse to Seénator Met:renb"-* 'om ,arry,=. : e
¢hief counsel ;- Kim' Pearson mmomty leglslatwe assxstimt?' Dénmq:; S

”Shedd, counsel to Senator Thurmond L
Senator BAYH WVe wﬂ} have our wmmzttee come to ord"' A

B orma smmm OF HON. BIRCH BAYH, A us SENATOR‘ E
' FROM THE STATE OF INDIARA .

I m1ght say to onr mtnesses T apologize for the fact that the pre-
vious committee business took t1me awav. from all of us:

‘We appreciate the special effort that has been made by the: Comp-
troller General, Mr. Staats, to be here this morning. T appreciate the’
fact that my colleague, Senator Dolg, is able to aftend this. impertant
heanng Senator Dole- and I are glad to be allies on thlS 1mportant.- '
pmoe of: legis]atmn R o

“This morning the_ Senate Judiciary Comm;ttee is holdmg its’ ﬂrst
day of heanims on. S 414 the Umvermtv and Small Busmesb Patent

GE( ct. -

- T have becoms verv concemed that the Umted States is' mpxdlv’

losing its preéminent position in the development and productlon of

= fiewy bechno!ogms. which historically has been our’strong stit. Some L

1ples of this dist rbmg trend are the follomng facts: R
S ation ‘of. f - manufactured. goods are second. only to
" foreign imported 011-as-the blggwest drain on U.S. dollars. I

[hni 11978 We suﬂ‘emd a $ bllhon d"' 3
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p.xtvnts T

£ for 35 pezccht uf atll p.ituxts hled m the IJm ed

have vmnpx!ed & very unpreqsno record ;

yitovation; are. roceiv ing ‘a’ d!stressuwl) low percentage_ o

archand development Tt )ney md
S [lie ) of'pate' ta le inventi
o ported researclylias bee

L There ‘l

‘ Ldmtel_} 1& \\_ tl T
aH} suppmted um‘msth nd, small: busmess-._ .

which: g er'

,the Got'ornm ‘

- A1) 'agenc _.slmu]d refain
; the Agency has provided only a sma? e
nti ; ofundmg T nfortunately, the agencies have had very

. xtﬂc stiecess attracting private industry. to develop and market-
lyventions becatse when the agencies retain the patent nghts there
is htt]e incentive for any company. tn unr]eital\e the nc,k and oxponso.-
: of try mg to. dovo}op anew product, - -
- This] pr sblein is especially serious in the ﬁeld of hmnwdlcal rosearch .

programs-where delays by the agencies in granting patent waivers for

new: drugs and” processes have: “condemned many people to needless
suffering. Unless universities and small businesses receive thé I‘l“‘ht to.
retain the patent on these mventmm valuable discoveries umd up
wasting away on the funding ageney’s sho alves, benefiting no one. -
The Depm tments of Energy fmd HEW frequentlv take months, ind
11 §0nie cases-éven years, fo review these peht}ons for patent riglits:
Many inventions oould make significant contributions to the hiealth Land
welfare needs of our-canntry if they were ntilized. When the Gov TR
nient deeides to retain patent rights on these inventions there is a
very great chance that they- mll never be dev o]nped Of the 30,000
"-putontq that' thie GGovernment- proqonth holds, less than 4 percent are

ever succossfull\ lieénszed. I‘hm is very little return on the: 1\11110.15 of

dollars that we spend every year on research nnd (le\e.epment
Another. problen that this legistation addresses is the dxstreqsmg ':‘
. low ]mcentagvof Federa! 10‘3(‘!11(‘]1 woney that goes to small s
The ‘Office of Management-and DBudgdt relea sed a.study which smd-

-~ that. firnis with 1,000 01111)10\‘005 or less are credited with almost ha}t_' of.'-‘.. B

the industrial. inine ons made between. 19.)‘3 and 1978. Qhna]l
' noSses have een foind to get more from eack reseatch-ang

n ! han larger contractors. In 1_1g} t of these f Y

wun that c;mu}l WST i




ie Univ mlty and Sma]l Busmess -Patent Pro
~ step in the direction 6f encouraging innovation
*the United | States. Tam Eleased that 96 of my Se 12

301ned mie in support of this important bill: " ' L
Todaythe comm1ttee wxll hear from & number of nesses who have{
- had firsthand experiencesin research and-. development and who should

“ be able to shed much light on wha.t would constltube an eﬁ'ectwe, ef- o

E ficient Government, patent policy. )
T is ryone’s interest to’ instire: that the fI‘lIItS of Amemcan in-
vantwe gemus are delivered to the marketplace as qmckly as possible;

and are not S““PIY 18ft to rot. because of 1nd1ﬁ'erence ot bureaucratm'

delays. -
[Textof S. 414 mtroduced by Sena.bor Bayh follows‘]




.-gbhqh a‘ u"lfﬂrm I‘edera],-_. ‘.“ .‘:” S

' "amend tltie 35 of the Umted St es C'edek to estabhsh a -
i umform Federal patent prccedure 'ior sin busmesses and

'nonproht orgamzatxons to. create a con51stent pohc) and

procedure concernmg patentabxhtv of- mvent;ons made with

g Federal assxstance- and for- other related purposes

Be it enacted by the Sena!e and Fouse of Represen{a—

: _ twes of the Umlea’ Stales of Amem‘a n Congress assembled

That thls Act may be cned as the ‘Unnersxtv and Srnall_ E

3 .Busmess Patem Procedures Act

ti—ke




5,

| ‘If.f:—'j'amended b\' adtimg after chapter h a'__l‘l‘e\}“'f,.:-.

. :.'Domeﬂtlc and foréign protecgion of Eedemlh o\uned m\ mﬁnmr
: Regulanom gmemmgf’ ederdl ficensing, -
! " : "(‘uurdmatmn of hdera -']acencmg pnm:rm . Lo
'Rmart(tlom on licensing of federa]h o“ned m\entmm B
Preredonce of Lhapur el
Rolallonxh:p to anumm lauq

“SFC "OO POLICY AND OBJE(‘TWE ——It 1s the pohcv'_"

and objectwe of the Congreqs to use the- patem svstem to. |

9- promote the unhzanon of inventions -msmg from federalh

supported ruoearch or dew elopment; to encourage ma\.:mum
' paruc:patmn of small busmess flrms m federalh supported

' research and developmem eff{arts to promo{e collaboratmn_
3 ‘betueen mmmercxal concerns and - nonnrom orgamzatmne_if
.mcludmg univ ers:taes to ensure that i mvent:ons made bv non-

‘ 'proflt orgamzanons and small busmess f rms are used in a' "

."'-‘manner to promote free competmon and enterpnse- to pro- SR




E ':‘"and'l-abor, to enisure- that the Gmernmeut obtams eufﬁment’

'”-:‘;States Cede, and the ﬁ:iltar'»'ldepartments as.. def’ ned_‘ __ .
- | 'fubv %ect n 10" of ‘..t:tle 5; Umted State& Lode
“(b) The term ‘fundmg agreement meam an"
:"_“-cont*act grant 0r cooperahve agreement entered mto
”':.-‘jbet\\een any Federal agenm and an} pereon for the"
performance ef e\penmental dexelopmental or re-:_'r
search work fw}.flg_d in uhole or'in part bv. the Federal-'- ‘.
.Gmernment Such term meludes any. aqslgnment 5ub- L
qt tunon of partles, _or subcontract of any tvpe entered"
_ mto fer the performence of upenmental dexelepmen- |
'.-tei or researeh \\ork under a funding agreement as--r.v
) _herean deﬁned
“(c) The term comractor meant; any peraon that‘.'
: ..m S partv to fundmg agreement E
“(d) The term mventton meens any mx.'ent!on or"‘-;.-
,',dlscowrv \\hlch 1s er may he patentable or otherwnse

protectahle under thlS tatle._




"'.'avallable to. the publlc on reasonable terms

“(g) 'I‘he term made \\hcn used in relatxon to

'an\ mventmn mean's the conceptlon or ﬁrst actuai rex L

d_u(_rt,xon ‘t_o pralctl._cc “of such mvemio_n;

| ."';(h)‘.:Th.e term "ﬂfﬁ&ll bﬁsiﬁes‘g firfn' mesns a srﬁ:ﬂ]-
busmes‘; ce':cern as ddmed at s*ec'tmn 2 of Public Lau
'- .-8:) 036 (1:) . S C l6‘3‘7) and :mplemommg regulatwns
g'rf' lhc Admlmstramr "Qf_ t‘he ~ Small Busmess: |

Admm:‘:tratlon

: "{l) he term nonprofxt olgmuzatmn means um—_. o

vorsntm% and other mst!tutlons of hlgher educatlon or'_' AR

an orgamzanon nf the t-v-pe=_ des‘enb'ed* --m--"s-eétion.a_

'_,;501’@)(3) of the Interna} evenue Code of 19:)4 (‘?‘67*

1.8.0, 5J1€c)) dnd e‘(empt from tatanon under sectaon;,_"-.f'f*- :




Sk

=
=

o :32-):

“profit rdrgamzfatxon :

of the nght to retam t:tle to-

the other prowsmns of: thls chapter

: DISPOSITION OF Rmms '

'_sonable nme after drsclosure as’ requlred by paragraph (c)(l} e

_J.produc[lgn facaht}-’ ._' .:__.‘—: 7 . -_' S

-"'u 18" determmed hv the agency that reqtrrctmn or ehmmatton

_'promote the puhcv and objectwes of thzs chapter The nghts..- '

'of the nonproﬁt orgamzatmn or small busmess ﬁrm shall be

sub]ect to the provrsrons of paragraph (c) of thlS sectlon and

“(b)(l) An} determmatlon under (i) of paragraph (a) of

-'t}ns sectmn shall be m wntmg and accompamed by a wntten '

statement o[ facts ]u“tlf}lﬂg the determmatmn A ccp‘. of

each such determmanon and mstrﬁcatwn shali be sent to. the

Comptraller General 0[ the Umted States mthm thlm days.
,'after the avard of the apphcable fundmg agreement In the

case ol' determmauons apphcable to {undmg agreements wrth

-smail busmess ﬁrms Popxeq shali also fbe seft. to the Ch:ef.'_: S

Counsel for Ad\'ecacw of the Small Busmess Adm:mstrauon.- B

50-1(3.' "of__ the Internal Re\enue Code (26 Uv‘o“ o g

) .Inach non-

small busmess frrm ma}, wrthm & rea- T

v sub]ect mvent:on wﬂ} bstter :







Lo

"(") If thc (‘omptrolier Gmwra! helw\(-a that any [}’lt-:

tern of dctormmatmm hv a Fedcmi Jgnnvv is contmrv 10 tho

pollcv zmd ohjoc‘m'eq of lhlb chapter or thm an agoncx 's poh-"'

,c:es or pract:ceq ar other\u t*_not in conformqnee mth thm—

- chapter the Comptloller Goneral sha’l so aduse the head of_
"—lhe agencv The head of the agencv Qhall ad\.tse the Comp-r_

"'troller Generai m \mtmg mthm one hundrcd (mxntv da\s of--‘ i

v»hat Mtlon 1f anv the ageney. hae taken or plans to take' g

.wnh respect to the matters ramed b\ the Compt'_':"ﬁ R

' "G eneral

(‘3) At leac;t once eaeh year, the Comptroller Generaf

) shall tranqmlt report to the Comm;ttees on J udlmar\' of the S

Senato and” Houqe of Repre‘;entames on the manner ‘-

'- “hl(‘h thls chaptcr is bemg smp!ﬂmonted by the agencies and" s

on such other aspect‘; of Gowrnment patent policies and B

practices with respect to: fedcrall\ fundcd 1ment:om as the

: Comptml!er General behe\ es’ appmpnate

“(c} Each fundmcr agree.mem with a small business firm

or nonproht orgamzat:on shall contain qpproprlatc pro\ isions

to- e!‘fectuate the followmg

“(1) A reqmrement that thc contractor dlsclose

each suhwct m\ennon to the Federal agenm \uthm a

reasonab,= llme afzor u is made and that the Federai’-

- Government mﬁv recene mle to any suhject m\enhon.;

ot reported to 1t wnhm such tlme. '
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' _'-('h‘(‘lmn iu romm tlllt‘ tu dn\ ‘&llh_]t'('t mwmmn Whhm

'-(:owrnmont mm ,:r rcgive utle to anv quhject m\cntlon e

'“rug.:ts f:ie natem apph

"-and thdt the Péderal _(xmemment ma\ re" I

“{") A reqmre ment” hat tho mntr.lctnr mak(- 'm o

rrmsmnhiv llmf‘ afte' d:q(-lo'ure dnd tlm the l‘ederal ‘

in “hl(‘h tiw contmctor doe not elcc-t to: reiam nghtq k

or f‘n!‘; m eloct r:ghtq mlhln s-uch tlme

“(3) A reqmrement tha! n contmctor eIeL.'w_

' am subjcet mventmm i the U'utod tates or other
cuuntr:cq in \\hiCh the contmclor hm not hled pat('nt T

apphcaimm on the quijc-t 1m entlon mihm quch hme

“(—1) \\ 1th reqpect to any m\ennon in: \\thh the.

.contmotor oloct@ nghts the I'edeml agenC\ shall h‘ne':

“a nonex-clusn’e, nontransfemb]e wrm—ocnble -pmd-up 'h-

cense 1o pracnce or hd\{‘ pmctxced for or one bekall of

-ti,v Unm*d States any auhject mny entxon Ihroughout the

world, and may, if provided in the'funding a-gr'eement

hai-e 1ddmonal rlghts to suhhcenqe any foreign govern-

.ment pursuam to an\ (‘\Mmg or future treat\' 0r

agreemem

“(5) 'Fhf: rlgh{ of the Pederal agenc\ “to requlre '

'penodlc n_pnrtmg on the utlllzan{m or efl'orts A obtam-

'_Ing'_llt»l]l__Z:lt}(?l]‘-‘-thﬂ-l are be{.ng.- m:;de_ by fhe‘ contractor or

“his licensees or assignees: Protided, That ‘any. such in-

cu ,om"'mthm reasonahle llmes__
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-"“.:"fﬂrmdtvnn may be treated bv the I‘edera! Pgenc\r a8

'.".“‘commercm! .and fmancml mformatmn obta:ned from a-

"_person and pm 1leged and conf:denual and not qub_;ect
'_,.‘to dmclosurcf' 'nder the l'reedom of Informauon Act _
M “(6) An ohhgatmn on the part of the contractor _ |
i "_m the event a Umted States patent apphcanon :s ﬁled _: :
) 'bv or ot lts behalf of by any nsxgnee of the contrac- '

o "'.'tor to mcludc mthm Ehe sp c;ﬁcatmn of such apphca—

"txon and anv patent :ssumg thereon a Statement specr- ;
'fvmg that the uwent:on \xas made w:th Gox e_‘_‘ ment‘
.'_support and that the Gmemment has certam nghts m.

'the 1n\ entmn

(d) In the case 0! a nonproflf orgamzanon {a)

"proh:bxtmn upon the ass:gnment of r:ghts to a sub;ect :

inv entxon in the United: States thhout the apprnval of

the Federal agency, except whe:_-e' such assignment s

made to an organization which-has as ane of its pri-
mary functions the manageriient of inventions and

which is not itself, engaged mn or does not have a sub-

qzamml propnetan mtereqt in the manufacture or saIe

0! products ar the use of processes that mxght uul:ze; |

lhe iny enuon or be i in eompetmon mth embodxments of
!he lm ention (pm\ ided that Such assngnee shall be stib-

}eci,:_d_‘ !:h_'_e;same' provisions as’;'g_h_c eontractor).-(b)_a p_'ro-

hibition against the geanting of exclusive licenses under

8748250 - 795 2
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12 _: 'j"tractor share rovalttes wnth E‘1e inventor; and (d) a Te-
i3
14

16

17

18
19

"-"‘:unless, on & ease—hy—case bas:s the Federal agenC} _.aP‘

9

Umted btates Patents or Patent Apphcat:ons m a sub- o

1ect mvennon by the contractur f()r a penod in excess."

of thc earher of fwe vears from fn-st N\mmermal sale or‘f

.."‘A‘use of: the mventmn or elght years from the date of the-
o excluswe llcense exceptmg that txme before regulatory =

: -:'_'.:'agenc:es necessan" to obtam premarket clearanceg

= proves a Ionger excluswe hcensa. If excluswe i" eid of o
1':‘use hcensc,s are granted commercml sale or use m one B .
: ff' eld of use shall not be deemed commercxal sale or uqe‘ -

'a:; to other fields oi use (c) 8 requtrement that the con-

: qmrement that the balance of any royait-es or mcome-

earned by the contractor w:th respect 6. subject mven—

' t;ons after pavmem of expenses (mciudmg pavments to_'

m\ entors) incidental to the administration of eubjoct in-

" ventlons be. ut:hzed for the support of ‘;c:em:he rc-

~ search or education.

“(8) The requirements of sections 203, 204, and

205 of this 'éhhpter |
__“(d) If a contractor does not elect to retam title to a
-sub)ect mvenuon in cases subject to thls sectmn the Federal ‘
- agenm mm eonmder and a.fter consultatmn w :th the contrac-

“tor g—rant requests for retentlon of raghts by the i lm entor sub-'-_




a2 N;”,

21

10

'-‘ject to the prouemnq of th;s Act and regu]atmns promulgatpd
_ hereunder. S | ' ' ‘. ' sl
(c) In any cas-e “hen a Federal emplm ee is 2 comsen.-‘.‘:.'  :. 
, tor of an) mvent:on made under a fundmg agreemel\t with a :
‘nonproﬁt orgg.mzation or. %mall busmess fnrm the Federal.

. agenc?‘emplm ing ';uch comventor is authonved to transfer or
asqlgn uhatever nghts 1t ma* aaqu:re in the suhject mvenuon S
' from :ts empiovee to the contmctor subject to the condltmns:

""bet forth m thlS chapter.

: “Ssc "03 MARCHi\: thm‘s —M 1th respect to any

subject mvcntnon in. “hxch a smal! buqmess F irm or nonpruf'.t'

orgamzation ha‘; acquxred t:tie under thm chapter th'e'

Pederal agenc‘. under whose fundmg agreement the sub]ect '

mventmn waq r..ade shaii have the right, in accomame with

snch procedures as are prouded mn regumtlons promuigated

hercunder to reguire the subject inventor, an assignee or ex-
clusive l:censee of a subject mventzon to grant a nonewlw
sive, partially exclusive, or exclusive license in any ﬁeld of .
use to a rés-plqnsi.blc—applicﬁnt or applicants, upen terms that
are -r_és_s-o-na-blé ﬁﬁdér the circumstances, and if the conti_'a-cib”r,
assignee, or exclusi.vc i‘ieéﬁsee refuses such request, to grant
such a hcense 1tself 1f the Federal agencv determmes -
e:ther-— |

] _."(aj ‘th_a't' such -aé_tioh"i_s necessary be‘¢au’s§ t-her

“contractor or assignee has not taken, or is not - ex-




  1‘ . ;,pécﬁed:té"fa ke wuhm a reaeonahte tlme, Lffecme qteps =

2 o to achleve practlcal appimanon of the SthE(‘t m\'entmn _-:

3 'm such f:eld o[ use; or o -

4 “(b) tha!: quch actmn ts necesqan 10 al[cnate"

5 '-health or safet\ needs “hlch are not rraconablv qam-

6 "Af:ed bv the contractor a331gnee ar the:r Itcen‘-ee% or o
7 | _ “(c) that such actmn e npces‘;arv ‘to meet requnre-,
8 'ments Ior pubhc u:,e .,pee:ﬁed bv 'I'ederal regulntlons';
9 _. and such rcqmrements are not reaconabh satlsﬁed h\
10 - '.the contractor as::gnee, or hcensees or. | |

11 o (d) that such aetmn is nececsar"' because the

12 -._agrecment requ:rcd by sectlon 205 has- not heen ob-

‘ i3 - tained or waived or becaLse a licensee- of the ewc}usne
14 - 'ragh{ to use or chl any suhject invention in the L»mted.' '
15 States is in breach of its a"-greemcnt (v,‘rtained pursuant
16 to section "’{)a ; | |
17 “S’EC. -'204. RFTURN or "G.O\'Efzmmﬁ' INvEST-

18 MENT.— (a) If & nonprofit orgamz.anon or small business !“rm
19 receives $°JO 000 in after 1ax prof;tq fmm the hcemmg of
0. any qubject invention \nt}nn a period of ten wars follomng
21 dﬁclo:ure of the mvennon the Unucd qtateﬁ shall be entttied
22 toga share to be negoua:ed of up to 50. per centum of all net.'.
":2_3 :ncome durmg ‘;ald penod from hcensmg réceiv Pd b\ the con-.
24 .tractor 'mme $".)0 000 Provzded however That in no ev ent

25 ‘shall the Umied fatates be enutled to an amount greater than
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rthat pomon of the Federal !'undmg under the fundmg agree-
: ment under w hlch the euhject mventmn was made whtch was -

' ‘expcnded on actmtles relau.d to the makmg of the mventton

“(h) In add:tmn lf a nonprmlt orgamzatlon or smaH o

"busmcss flrm recewes aftvr “tax - pro{‘ t‘; m £XCess o7
-$ 000 000 on sales of products embodvmg or manufabtured'

bv a procet;s emplovmg a subject iny entlon dunng a permd-

--.'.s‘bject mventmn the Government shall be ent;t]ed to a."

""share to be negotlated of all add:tmnal mcomev?‘accrumg»: L
'from such sales up to- the amount of the pomon of the Gov—. :
'ernment [undmg under the fundmg agreement under whtch_

' the mventmn was madb whlch was e*cpendcd on activities

related to the makmg of thc inv entlon less any amounts re-

_cen ed b\ the Government in ar,cordance thh paragraph (a }'

" of thxs sectmn ")04

“(e) The Director q’f_ the _foice __Qf- Feder_al, Proturement
P'o:]icy is authorized and directed to revise _t_he"ﬁgurgés of

$250,000 and '$2,000,000 in paragraphs (a) and (b) of this

section at least every three years in light of changes to the
‘Consumer Price Index or other indices* which -he_considers

, re'a_s'onsibl'e 10 use.

"SEC 205. PREFLRENCE FOR UN[TED S'I‘A'TES Innvs-

L TRY. —Notmthstandmg anv other provxs;on of t}us Lhapter :

no sma!l busmess firm or nonprofrt orgamzanon uhxch re-

of ten vears commencmg thh commeruai expimtatwn of the .




N

11 zatlon or asmgnee that reasonable but unsuccessful efforts'___‘"-*
12

13

14

16

17

18
19

20
21
22
-

13

':such nonproﬁt orgamzatmn shall grant tn any person the ex-”'
‘ciuswe nght to use or sell any suh;eot mventwn in the Umted'- s

:: States unless such person agrees that any pmducts ‘embody-. "

,.lng the sub}ect mventlon or produced through the use- of 'the;r, '.
__ Suh;ect mventmn wnll be manufactured substantlally m thei
';Umted States. However m mdmdual cases the reqmrement
:for such an. agreement may be waived bv the Federal °gency "
';'.under whose fundmg agreement the mventmn was made =

: .'upan a slwwmg by the small buqmess flrm nonprof t orgam-. L

have been made to grant hcenqes on sam;lar terms to poten--'

.ual hcencees that would be hkeiv to manufacture subsmn-

txallv in the Umted States

“SEC. 206. CONFIDENTIALITY.—Federal agenc:es are

authorized to w:thhold from disclosure to the pubhc informa-

tion diSCIOSlI‘lg any inivention in whlch the Federal Govern-

ment OWNs 0r may own a rlght txtle, or interest (meludmg a

-nonexclﬂsxve license) for 4 reasonable time in order for a

patent application to be filed. Furthermore;, Federal agencies

shall ot be reqﬁiréd to re!e&sé copies of 'a:nj"d:oéuﬁient which
is part of an apphcatmn for patent filed w1th the Umted -
,.‘States Pdtent and Trademark Oﬂ" ice -or w:th any forelgn

24 _patent ofﬁce

cewes txtie to an) subject mventmn and no asmgnee of anv'
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. "'SEC 20: UNIFORM CLAUSES.f——The Off ce of Feder-

“-al Procurement Pbl"i:}, after recemng recommendanons of -
'.'the Ofi“ ca of Sc:ence and Teehnology Pohcv, ma;, 1ssue regu- |

‘.‘latlons wh:ch mav ] made appllcable to. Federa! agencles

establishmg standard fundmg agreement provzsmns requ:red:“_

. under thls chapter. o ‘5_ o o -

. “Ssc 208 DOMESTIC AND FOREIGN PROTECTIO\I 01-‘ :

 14 hDERALLY O\WED INVENTIONS -—Each Federal agenm is s o

_1_ authonzed to——— S

- Gov-e_rnme_nt owns-_a right, tttle-, -or mt_erest-,_
| ."‘.f(2-,)'.:pf_()mq:te' the lice_nsiﬂg of invéln'tion_s covéred'
.b'yl federally ‘own:ed pa'tent, 'appli'cation-s; _paten’t_sjar
other forms of pr_ot-é'ct-i.on' obtained with the.o.b'j.ective of.
magimizing-ﬁmizziﬁon by the public of the inventions
cm ered thereb\,, :

“(8) grant none‘ccluqnc exclusive, or pnrt!all\ ex-
él_t-iswc- licenses under federally own_ed patent ap-pl;‘ca-
tions, p‘atéﬁts or other forms of protéétioh obtairied,

rm'altv free or for royalties or ether c0n31derat10n and '
on such terms and condxtlons including the: grant to

- ‘the hcensee of the right of enforcemem pursuant to the" '

'“(1) aPplv for, ohtam and mamtam patents °f;-.3; o

'other forms 0[ protectmn in the Umted States and in

forugn countnes on inventions in whlch the Federal
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pmvxsmns of chapter 28 of thls title as determmed ap- -

' .._‘-proprmte m ‘the pubhc mterest

“(4) make market survevs and other m\est}ga-;

."‘-tlons for- determmmg the potennal of federall;, ovmed“
'-zuwennons for domestlc and foreign hcensmg and other'

| forms of utlllzahen aeqmre technmal mformatton and g
; ‘_.-'engage in. neganations and other ac*mhes for promot-‘. : |

mg the: hcensmg and !'or *he purpose a{ enhancmg'thelr:' .

| _.‘-marketablhtv. and nubhc utllzzanon‘ » -
“(5) undertake a other sultable and necessarv’
‘_steps to proteet and admmxster rzghts to federa}lv =
‘_owned m\entlons on behalf of the Federal Governmcnt'_ .
| 'etther dxrect!) or through contract

(6} transfer custody and adm:mstratlon n “holef‘-_‘

or-in Uart to the Depanment of Commerce or fo an- -

'other I‘ederai agenC} of the rtght ntle or mterest in

any {ederaliy-owned__mventmn for t-he purpose of carry-

ing ‘out'the.p.rovi'sion's'-of paragraphs (1) fhfough (4),

_ wﬂhout regard to the provisions of the Federal Pro-

perty and Adm:mstratwe Servxces Act 0!' 1949 (40'

USC 4(1) and

' “(4) des:gnatc the Department of Commerce as

rec:plent of anv or all funds recen ed from fees roxal-- L
. ues or othcr management of federallv owned m\en—_

:tIOI'lS' 3uthonzed under lh:s cnaptLr
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- "SEC. 209 REGULA’I‘]ONS GOVERNING FFDERAL Lx-’_

CF‘NS.I-:N'G—-'—-A he Adm‘lmqtrator ol' General Serwces is. author-'_‘

-dltions upon whxch anv federai!_y ovmed mventmn mm be:'

ltcenseé on a. nonexclusne parnallv excluswe or etcluqn'e_

' bas;s

, PRACTICI-‘S.—ThB Secrctarv ofr Commerce s authonzed mo

: cooperauon thh ather Federal agencnes to--

“ 1) coordmate a. pmgram for asswtmg a!l Federal:f
"agenc;es i carrvmg out the authorm set forth in sec-
: tlon 208 _ | _

| “(2) prrhhsh notlﬁcatlon of aH fedcra!l) ewned in- .
‘vgnt_mns th_at .ar“_e av.a'_:l_ablc‘ _foj-r .hcensmg-;' L
“(3) evaluate inventions r_éférréd' by Féderal z'igen;
cies, and pétent.appl_i.'cé.tio'n-s:fﬁied thefe_op. in_.o_rd_er to
identify thﬂsé_ inventions with the greatest com-merci.a}
potential and .t-o.‘insur:e- promotion and utilization hy the
pu‘bi.ic of in\'en'tibné 's‘o identified;

*44) assu,t the: Federai agenmes n secking “and
mamtammg protectlon on :nvent:ons in the United -
States and in ferelgn counmes muudmg the pa\ ment
:of fees nnd costs connected there“ ith; _

(0) accept cuntodv -and admlmstratson in \1hole

or in part of thf- rlght tltle and mterest in am, inven-

,guiatlons spemfvmg the terms and con:

“SEC 210 COORDINAT]ON 01-‘ FEDERAL LICEN%INO"— '
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tion for the purpo‘;es eet forth in paragraphs (1)-

| :'_'":-'through (4) of secttoﬂ 208 w1th the approval of the'

3 ;_"'semce Aet of 1949 (40 U.S, ¢ 411

(6) recene funds from fees royaltles or other:_;

B 'under thls chapter but such fund shall he used onlj, for-'
B '.the purposes of thls chapter and . ' '_

' (7) undertake such other functrons dlrectlv or .
,'through suoh contracts as are necessarv and appropn-
' 'ate to accomphsh the purpoees of thxs tltle

“SEc 211. Resrme'rxons ON chensmo OF FEDER-

'ALLY OWNED IWENTIONS ——(a) No Federal agency - shall

grant an_s, license. under a patent or patent- apphcation on a
federally owned invention unle‘ss the person requesting the
license has supplled the agency mth a plan for development
and/or morketmg of the invention: _

“(b) A Federal agencv shall normallv grant the r:ght to

use or sell any federally owned mventton in the Umted States.

only to a licensee ‘that agrees that any products embodying -

“the invention or produced' thr'ou'g'h the 'us"e of the invention

will be manufactured substantlal!}, in the Unned States " -.

(c)(l) Each Federai agen(:y may grant excluswe or .

g partlally excluswe ilcenses in am' mventlon covered by 8 fed«

' ,"._:.Federal agenc;, com.emed and thhout regard to the SN

'”..provrstons of the- Federal Property and Admlnlstratwe Sl

management of federally owned mventlom authorlzed"_. __ -
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eratv ownad domesnc pat,ent or patent apph mon onlv 1f o

aftcr publac nouce and opportumtv [or filmg wntten ohjec- :

2
3 t:onq itis determmed that— o ‘-.f'
D

“(A} the mterests of the Federai Government and

| 5 fthe pubhc vzli best be served by the proposed lxr.ense =
6 -m wew of the apphcant 8 mtentxons pians and ab htv"' B
-: I7W to brmg the mvenmon 10 practlcal apphcatlon or othero::-_ s
8 w:se promote the mvenuon 8 ut:hzanon bw. the pubhc . :
9 } o “(B) the' des:red pracucal apphcatlon has not been'..

i 10 ach;eved or 1s not hkeiy expedltaously to be aehieved '_ =
E '_1‘-1‘— ; o 'under anv nonexcluswe iscense wh:ch has been grant-:' :
12 ed or whlch may be granted on the mventaon, .

18 - | “(C) etcluswe or partlailv excluswe hcenmog is a )
14 'reasona‘ole and necassary mcentwe to calI forth the in- .
15 .'veqtment of rlsk capital and expendltures to- brmg the
16 | inv entxon to practicai application or otherwise. promote '

17 the mvennon $ utlhmtlon by the pubhc and

Ié‘ “(D) th_e-propo.se_d- terms and scope of exolo's'ix'it}'
19 are not grieo;ter.thon reasonably neoessarj' to provide
20 the iocontiﬁ for bringing. the invention to ora'cti_cal 'a'p-
21 .phcanon or otherw:se promote the mventlons uul:za—
22 tion hv the pubhc. | ' '

23 . A Federal z:gch), sha}l not grant such exclusue orl' _

24 partlallv exclusive hcense under paragraph (1) of this subsec-

25 tlon 1[ xt determmes that t‘le grant. of such hcense will tend.
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- fsubstantzallv to 1e«;sen compemlon or result in undue conccn-"ﬁ‘

; 'tratmn m anv‘sectmn of the counm 1n any lme of Commerc L
-tu whzch the teehnoiogv to be hcensed relates or to crcate or
‘_mamtam other suuatlons mcons:stent w lth the antltrustf S

. !aws. '

:‘ "(‘3) F irst preierence in the e\:clusne or pamallv exclu~

'.-_.sn-e hcensmg of federallv ov.ned mventmnq shall go to ‘small L

""busmess frrms subm:ttmg plans that are determmed bv the‘

‘-agency.to'be thhm the capabllltles of the ﬁrms and as hkelv '_ &
4-‘"lf enecuted to bnng the lnventmn to pracucai applicatwn a’{._ o
:'any plans submltted bv appl;cants that are fiot smaH busmess _

' f' rms.

(d) After COﬂ‘iIdCl’&thﬂ of‘__,w hether the mterests of the::

-"Fedeml Government or Umted States mdustn in forelgn .

commercc will be enhanced any Fedéral agencv may grant

'exclusne or parnallv excluswe licenses in any iny entmn cov-

ered by a- Iore1gn patent apphcanon or patent aher pubhc

notice and opportu-nit}'_ for filing written ob_;ectgons, except

that a Federal ageney shall not grant such éx-clus_iv_e-ﬁr__-pap '
tially -e‘x’clusive license if it determines that the grant of "s‘uc'h

hcense will tend subqtanilallv to let;sul competltlon or result '

'm undue concvntratlon m any SBCthﬂ of the countrv in any’
'lme of commeree fo wh:ch the technologv to be heensed re- h
_lates or to create or mamtam other 31tuatmns mconsastent

‘._\'. itly I,he antltrust Ia“s




i (e; Tht' Federal agenc} shall mamtam a record of de-

2 tcrmmatmm to grant excluswe or part:all) exclque heenses '_ e
'3 | ”(f) Anv grant of a Ixcense sha!l contam such terms and'.':‘:

-4 'Lcondltmns as: the Federal agenc» determmes appropnate for =

- '3 .t}'c protectton of the mterests of the Federal (J'OVmeLﬂt andf" =
‘ :'6_ ‘the pubhc, mc!udmg prov:sions for the l'el!owmg |
7 . (I} permdm repomng on Lhe ut:hzatmn or efforte

| .-8' .'at ohtammg utlhzatlon £hat are bemg made by Lhe !1-‘-'

9 ."V_ censee mth partlr-ular refercnce to *he plan subm:tted )

10 - "{Provzded That any %uch mforrnatwn may e treated:. | :
,V-I_l, L_-“':ﬁb\ the I‘ederal agencv as commercml and hnanc:al m-
_1'.‘?'_ ‘forma!mn obtamed from a person and pmlleged and-_ -
13 conhdent:al and- 1ot cubject to diselosure under the

14 S Preedom of Information Aet; . | _
B RN )} the nght of the Pederal agency to terminate

16 such lleenee in whole or m part if it deiermmes that.

the. licensee is -not e.iceciutin'g the plan submitted with

its request for a license and the licensee cannot o-tfllef¢

19 wise-:dcmonéirute te the .s:'l_tisf_fieticn' of .th'e_ 'Fed_'e.r.al“

20 | . A;-gency. that it has ta-ké'n or ean be expected to take

21 \uthm a reasonable time, effective steps to ach:e\e'

22 . practxca! apphcauon of the i mventwn
--_..‘23‘ i (3) the nght of the Pedcral agency to termmate

24 quch hcense in who!e ot in’ part xf the hcen-%ee is m




fu——

g '.'breach of an agreement obtameé pursunnt to paragraph.' I'
.(b) of thw sectlon and : _ _ ' o
| "‘.‘ “(4\ the nght of the Federa! agencv tu termmate- e
‘the hcense m whole or in part n the agcncv determmeq: :
" _ that such actmn lS necessan to meet reqmrements for
L pubhc use spemhed bv Fedcrai regulahom ;ssued a!’ter“ :
t‘ne date of the hcense and quch reqmremems are not-kj

: ‘reaﬂonablv sausﬁed b\ the hcensee

L “SEC 210 PRECEDENCF ox-‘ A(‘T —-—(a) rI‘hm "

"shali take precedence mer anv other Act whlch “ould re-r

L)

'qulre a dlSpOS!thI‘L of nghts m suhject :mentmns of qmall'

busmesq f;rms or nonprof t organuatmxv; contraetorq Ghta

ah,

13 manner, thai is" mconmtent w:th t‘ms chaptcr mcludmg but
14 not nevessanl\ lumted to the follomng

15 o “(1) section IO(a) of the Act of June 29, 19‘33 as

16 added bx tltle 1 of the Act of August 14, 1946 (7
7 U.S.C. 427i(a); 60 Stat, 108)) |

18 S V) sectmn 205(a) of the Act of August 14, 1946

19 (7 US.C. 1624(a); 60 Stat. 1090); |

20 . "‘(5) sechon 501&) of the I‘edcrai Coal Mine
21 Hcalth and Safm Act of 1969 (30 U. SC Sol(c)

_22 '_ _Stat 74‘)) o ‘ : ,

23 _ “(4} sectmn 106(c} of the l\atlonal Trafﬁc and
2 Motor Vehicle Salety Act of 1966 (15 US.C. 19850;

95 - 80 btat ;21)
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Sr

| ) "(a) sectmn 12 of the Natmnai Scnence Founda- .
'-r-ff_“uon Act of 1950 (12 US.C. 18716a); 82 Stat. 360
. ‘(6) s'ectlon 1;2 of thr: ﬂcom:e Energx Act of
] -__:i--1<) >4 (42 USC 218 _68 Stat 943_‘;7--5- )

. | “(i) Sect:on 305 ef the Natmnm Aeronautlcs and
X : _Space Act of 19! 38 (4z U S C 2457) _ '7 _‘
_ | (8) sectlon 6 0[ the Coal Research Dcwlopment
-_i‘-"‘_..ct of 1960 (30 US.C. 666; 74 Stat. 387
: “(9) ‘ieCthI} 4 of thc Hclmm Act Amendments of S
"1960 (GO USC. 167 74 Sta 020y
| “(10) 9ectmn '3” of the Anm Control and I);qar- |

: mament Act of 1961 (22 US C 2):2, Stat 6'34):'

C 1D subqeetzon (c) of qectlon 309 of the

-Appaldchtan Regmndl Dexclnpmem ;\e& of- 190.3 (-10 -
U.S.C. App. 302(e); 79 tat. 5 -

(l 2) quhsectmn (a)(") of qcctlon ‘)lb of tttie 38,

United States Codc,, :

“(13) section 4§ of the Federal \?onhuclear'ﬁnergv

Research and Dmclopmem Act of 1974 H’ l';SC_
- 5901; 88 Stat. 18t8)

M) secnon 3 of the \ct of June .2.3,- 1976 (42
USC l‘})‘ld note; ‘)0 S!al ()’)4) _ _
| (1)) eubeecuon (d) of seeuon 6 of the qnlme |

- \\mer (‘omersmn Act of 19:1 (4" b S. C 19a9(u) 85

Stat 101)
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“(lb) qectlou 303 of the' “ ator R(‘\OUI‘(‘(‘S Re- :

‘toarch Act of 1‘)h4 H" l! faC 1‘361(';._ ..
'_"‘}'3 ) o
_ ' "(1 :) svctmn .)(d) of the (‘omumor I’mduct hafet\
'. ;'_Aa (1~) b.s (.‘. 2004&!) 88 é.tat 121 1)
| “(18) ‘-I(‘Cthl] 3 of the Ac nf Aprli 3, 1‘?4—1 HO
U .h C. ’3"% : JB %tat 191); and

"'(1‘)) qveuon 800} of thc Suhd \\ .mv'l) _‘}l]()‘idl.r
b.: ‘

'-».,\ct “2 U. C. (i‘}Bl 90, bmt -)fn

Thc Act creatmg lhl‘; chdplcr shaH be conqlrucd to mI\{' prce-‘_[ o

edence over fm\ future Act unlme thdl :\(t specnf;mlh cites "

9 thlq Ac and pmndes tlmt :: simll mko preu‘denco ()wr thlq J

Act.
"(h) uthmg in tlns chapter is mlended to d!t(‘r tho
effect of the laws cuted m paragmph {a) of_ _lh':'s se,c'tmn or un.\-"
other laws’ \nih respect to the dsﬂ;posmon of nghtq in inven-
tions m.id(, in lhc performance of fundmg agremnents with
por:\'(ms ‘other _than nmlprohtr organizations oF small busn‘wss
firms, o ‘.
“(r:) \ulhmg in this (hapu'r is mlemivd to Ilmll the au-

thurlh of agencies to agree to th(- dtutrlhuuun of rlghlq m

2 munhom made in lh(' performdnce -I- work under'f_undmg

ugrvmm'ntq “nh pvrsom olht-r tlmn nonproﬁt urrvm'iz'atiom- '

33 ,‘-m.ill husmms flnm m n(mrdmme with, the bmtt’ment of

Government l‘.m ‘nt !’nhm Nuod h\ the P romdont on August
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-jof kuch m\ ¢

fmg Aclq arc mwndvd as. fnllou s

‘):I (% Fed Reg 1688¢) agcnev reguht:om or othcr.

ﬁpphcahlc regulatmn-, or to oiher\\ ise Iumt tho authont\ of'
*'-lo .rgrtc to’ q]lo“ ‘-uch pvrqona lo rotfnn oW ner%lup- B

_tmm

"‘\I (

""-\Gthmg. in: this dmptvr ‘:h.lil bc dﬁt'med to comey to am f

‘perqml mnmumv hum (m] or ('rnnm.ll lm!nhtv Ur m (reat(, S

_an\' dvfcmot to .m{mm undcr any’ .mhtnmt Ln\

Sr ( ‘3 A\_ ;

(‘1) S(\ctmn l )() nf tht, \temtc Iunergv '\ct of 1 ).)4 "(40‘._-_7."_-,

.VL S C.“_’I% 68 ‘slat. M is qmcnded h\ dcletmg the \\ords o

he]d In lhe ('nmm:ecmn or’

(h) The \mo: al Aeronnutxcs and bp‘xce Act o{ 1‘).)8 1s.. '_

amendcd h\ rcpm!mg parﬂgmph (g_) of.sc-qtlon -_)05.:_(4.:2-

Lf.f:.C.'24:J_f(g);-'-7?.'._5ta_t. 4_36).

¢y The Fe(:ic._ra'l _Nommclearllﬂlwlrg_v Research and De-

-

'\'élopmént; Act of 1974 is amcnd'cd"-bv_repeaiing pzér'agfa;.)hs'

{g), (h) 'md (i) of smtmn 9 (42 U.S.C. 0908 (), (h), and )
88 Stat. 1889~1891},

SEC 1. FFFI‘CTI\’[‘ D ATE.—This Act ahali take effect
ong hundrcd and eighty da\s alter the date of xts emctment -

e\cept that the rcgulatlons referred to in section 2, or other_'

: .1_mp1e_mem-mg- rqg_;glu.hons, 'ma_v he _as_sued prmr to th-at 'tl'rne,- |

)—?9-—-——1

B 3 Rx L.ﬂlownw o A\Tl'rm HT Lm's «-——':',: S

STO. 01111 R \(1& -—Thc fou{)“-.-
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Sena.tor BAYII. I'} 1e'Id=. my colleaﬂ'ue from Kansas - o

~ Senator Dork. Mr. Chmrmnn, j § apprecmte your callmg the hear- )

ings. I think we can inake a very good récord. '
"I would ask that statement be made a part of the record I mll .

- ‘niot read it because Iknow that some of the witnesses are under some

: tlme const,ra"' ts, T know that I h:we to. Teave fa.lrly soon as well

) OPENING STATEMENT jf:)]? SENA "GR BOB D(}LE A US SENATOR

: 'f'iFROM- THE- STATE OF KANSA.S

1\Ir. DOLE. Mr. Chaxrman, the present patent pohcy generally en-
courages retention. by the Government: of rights: to inventiens it.
sponsored.” This policy lias resulted in a reluctance by univeiSities.
“-and industry to.invest the. necessary. funds for the. develo ment and .

marketing of inventions emanating from federally. funded research. |

This is understandable i view of the fact that the development =
" process is not only risky but eﬁpensne, and estlmated to cosf 710 times -
= -the cost of the 1mt1al'research .,
"By obstructing patent riglits and mnovatzons the Government in-
creases the ‘facter of ! uncertamty 1
of technology end result. By denyi

the modicum of protect

“the granting of patent rights fora limited period.of time wot ord,"

. the’ GO\ ernment yémoves the ineentivé that would stmm}ate the p1 =
vate sector to de‘. elop and m‘u‘l\et m\ entlons. '

IMZPAGT OF. Fl‘,DF"..AL POLICY

'I‘he eﬁ‘ect of this pohcy is twofold, be%rmg on the < confaume.r as .-
well as on the economy in. general. In both cases, the public is the’
victim, When large amounts s of taxpayers’ money are directed to the
research field, the public expects and deserves to reap the bénefit of
its investment in the form of pmducts available for its consumption.
When this fails to materialize, it i3 obvious that the Government has
renegred on its promise. This is evidenced by the fact that, of the
28, 000 inventions funded by the Govemmcnt only about 5 per(‘ent
have been used.

The damaging impact of the Federal patent pollcy on the ¢ econoiny
is deamutic. That we have lost our lendership role to Japan in“the
fields of electronics and slnp!nnldmw is no accidert. Without short-
term exchusive rights, small firms cannot take the risk of bringing
innovations to {hc commercial market, but large foreign ﬁrms can
and are doing so. with ideas gleaned from U.S. -funded researchi.
That the richest Nation on Earth has a trade defieit with J apan
amounting to $13 billion leaves room for retleetion, when one con-

an already uncertain area; that

siders the fact that .Tnpan has no natural resources on her. mamland e

Our annual growth is 3 percent. as opposed to 8 percent in Japan.
Our newly established ties with China :niake the Peonle’s Republie
& candidate for emulation of the Japanese example. With a. papu}.t-'
lation of 900 million peop]e, through the potential use of TLS, techs

nology to which it§ aceess is now guamnteerl Chma could bccome LB '

most formidable competitor, : .
The dev elopment 6f technologieal innoy ation lw ﬂm'ernmont and

ndustry in‘countries siuch as Jnmm and Germany, is a contrxbutlng
facto: n thur dommance of world trade.




WHAT IS 'I‘IIE A'NS\VER?

Pretectxomcm is not what T am ndvocatm;: Such a theory would'
be’ counterproductive and ‘one I do not adhere to on _general prin-
ciples. What I am rather- su;_,gestmrr is that the answer to. foreign
competition lies neither in an Increase of export subsidies; nor in an’
increase of tarifls; but:in an increase in productivity: Ibeh_eve that the

protection that p-xtent rights’ for s lintited gmount of’ time ‘would
guarantee to. American Business would be a gmr
_vidit

; .-step.toward pro-

mcentn*es for wreater produ_cthty ' ;
(Dur economy is one which-lias always run on Amencm 8 mnmatn e
genius.. This resource must rot be allowed to waste away.on decount

of unnecessary- delays and redtape: Complex rules and regulations de-

- Federal agencies are detrimental tostimulating productivity

“and entmprlce 'lhcv are particularly harmful to-small "business from.
“whicliy traditionully, inovativeand creative prograins have emanated.
T the ficld o 'medxcaI inmovation; the obstriiction of- patent rights by
~ Federal agencies is an: extremely serious prob]em Indeed, when medlml-
‘mventmn% offering potential eures for diseases i are w1thheld itis the

‘Hves of \mencam which are affected,

ness and Goveriiment mist hie replaced by a trite and genuine partner-
ship, o partiiership in which the Gevernnient will act as impresario in-
bringing industry and nuniversities together with new ﬁdds of know lr

odn'e 'md their pr‘fwticql nnp]emcnt'}tmn. o

(-OAL OI" LFGIQLATIO\I

The 17 mvorcstv -md mezﬂ Bucsmo&s P'u'ent PmooduroQ Aet that
Senator Bavh and I have introduced would establish audiforin peliey,
gmaranteeing rights for a limited: period to inventions made under
federally sponsorad research. Such a poliey wwould help promote the

utilization of inventions and would encolitage the participation of . |

contrictors in Govermment-sponsored R. & D: by deine this, the publie-
investment in R. & D). would be nrotected. and the public interest would
be served, according to the dirdetion given by the Comtltunon in
articln 1, seetion R,

Bofore concluding. I f-;hould ike to ask that the fext of an article
published in the Wi chmrrmn Post on April 81079, titled “DPatent Bill
Seeks Shift to Bo!sz or Innm ation,” be uuertod for the rocmd fol!nw
mrr the text of my Statement, g - :

[The article roferrcd to fol!m\%*]

[From the Wasmngton Post Apr. 8, 1979]
"PATENT Bm_ %ms ‘SIIIF‘T To B{)LSTFH I\*wox nxon :

(By Bradiey (‘mham)

The .8 gn\'vrmnonr d('nl'% about Q"G b]!!fon each vear to hitxinesses” and
msi\orﬂtleq for réxearch nnd dmelnpment and thm prmides 59@{1 money for
several thousand Inventions: :

Just who these inventions ought to bvlong to has been a m'ttter of contentious
debate-over the vears. )

Onone side are the “tiﬂl-:tq" mo-at!v Consumer: ndvnmte‘; and truqt 1\11‘=t9r-——-
whn belleve what the government pays for belongq to: the people und o one

.producer should be grnnted a patent nmno.)oly.

'1he alinost adversarial relationship that now exists bﬁtwetm btm- o




- seareliors

.g‘lumed ‘the need for A nniform gove

- The bill's ﬁ}';f) I20TS
- 1s what happened . cmtple of ve.\rq agﬂ w he A

‘ ‘mtrndueed Con

“have coolsil. They‘ feel ‘the mond of the country Has

Ommcm;: them nre !he “lwmqors"»-—mmtly b ness people. univenxty re- SR
i ;m'vnt attorness=—wlio clyim that. if: the titlists have their way,
tho piventing process. will: quﬂ"er. They. siy. inventors: mnist He allowed to profit
Xocutive lic_ma‘ses on their inventions, 111011' motto: That whlch is avml-_-
ittle ludto: gnyone.

v Lhe premdont Las been able foi decu‘le “hlch hunch to
L Tresident I{no«ovelt prov
tey This “was followed

by A decade or 1we of congressional’ (119-(“'-;«10:1-’-. t!wn i ple-of: muldlo{ﬂnrse_
:a‘nd‘ola‘ist Hpreudentx.tl mden md mmlly more cnugr. monal dxt;cw-'-mm. But;-

nio uniform. poliey, o oo ST
T.oft: to themselves, f:s.-dm-'.nl 'tf'onc_ies 'l_m'\'e impmxﬁi ’d. You can:gue -
0 B I it Dusling ageneie d;apose of - patf-nt ng,hts ons ;;0\ crmnent-‘ s
financed rewarph s ai fTereut ways,

Im' wmnrpnmnt mntmttors ﬂn: po.;murrn of agon(y pnhcmq h'ﬁ led. to coti-
' ; 'mmh hlm rhe -Lrlnrrar:-.

\onhcr Lm:;_re‘-ﬂ [
sido 1\1f1;. oy '

- 'Ropuhhc'm
smticm ﬂmt “rmtd it

{ -'_v_.-nipment Lontmt-tq

umer fdvoentes and antittust Jawgies
awWay. mnnmmh winl profiteering. and thit, was the enid of tlnt :

Lt it's not: ouly the exclusion of big business thiy fifne: that h'm the B'wh Tinle
forces feeling optimistic -so soan after the legistative embers from-the-last fight

ng in their. favor, A
heiglitened’ mrimm doncern over the ‘wanting- -of - \1nen(“1n mnom’rien has
pronjded review of 211 pohuoq which touich en the invéntive Process. | :

“L think. the ¢Hmate 18 hetter now than it bas heen in years,” said Arthur
Oberinaver; president of Moleculdn Research Corp. m Cambndge and an ofﬁcml
of the'unall Busjpess Desedreh Assoeiation, -

) A White Tlonse advizory panel made up of private mtent etperts and hmded o
- by Reabert Berison, an AHis-Chaliters Corp.lawyer, recommended to Pres ident
- Carter several nmuths ago establishing a more rch\eo and uniform ﬂovemment

patent poliey,

One critieni problém now ig thqt lots of mvmhom ‘ﬂm‘pl}' are not getting
out tn market. The covernment holds a portfoho estimated at hetween 25,000
and 20,000 mtentq Tncle Sam's prodnmin inee in R&ED siiice World Watr IT has
generated in. the goxeruments hands the"largest numbu: of patents in the
nation,

Federal nfficnls are quick to cite erxmnles oft gnvernment inventions that
have been devetoped for commercial use; The'list includes granular fertih?er
the aernsol dispenser, dehydrated potato: finkes and frozen otange “juice con-
centrate. But studies show that all of thelr examples add up to less than 4 per- .
cent of the overnmoent’s whaole pnrtfnlm )

“Experience “hgs shown that the gov ornment is not in a pnsitinn to take ad-
vantapge of its ownership-of paténts te promote entorprise." ‘the advlsory pianel
re]mrted to Carter. “Private colnpanies,.on the othér hand, who are in.a'position
to use the pafent grant are ordinarily unwilling to take.a nonexclusive Heense

‘under a government-owned; patent and commit-the necessary funds to develop

the {nventinn, sinee it hﬁ‘: ot protéction from competition®
~The Bayh-Dole bill i8'® Sort of testimonial to Norman Latl\er a hero anng

. unh ersity researchers and. licensing proponents. Latker was patent counsel at the

Departinent. of Tlealth, Fdueation-and Welfare until lis unceremonious ficlng in
December Tor. wwhint officials cay wns crmduct and judmnent not up to the depart-

menta profeﬁsional standards. Latker" 8 fans. say- he was let go Ior deing his ‘job
- too well. '

Tatker, now in private law practice, iq not vour usual ﬂrebrsnd He - spent

s 2" of hiz 48 : yeurs in government serv fee and from that acqulred an appreciation

-1_1 i 'fmv prnw- n 11.; hrge cnrpnmfmnq _f‘ 2




591 'r h;mrrmg innovatmn.
e s cre(hted _“Ith de\elopang an . elahomte ﬂrrangement at HEW cﬁl!ed

Aq a-re-mlt the decmons ()40 pendmg p&te

. plug" on, hiomedmal'. research ln‘ huhhng np actmn on mmortant m'w drng: and
. medlesl devices HEW responded qmckl) It relmsed some patents——nnd it alcm- :

‘et poof Eatker.
'l‘lw upcomm" delmte oTer t’he lull Bfn'h nnd Drﬂe tubqequently introduced

P W lnch ﬂ})';m-wh

- «tmhcq B
: cnnfmr‘tnr& end(‘d up in cnmmercml u<;e

mwpo}v pon er'-:" Tl:ere 1-3. Iittle qure evxdonc(} mther “

< pafents. ds an incontive to investors? The licensers say it is to Luild
o fnoat areund their inventiong, to make suré cmnpet tors duu 't

a prot

e we zotto lese’ or “hetter r'!fo than zorry .

‘P.n‘ jvst in eage excesdhe profits dn rmnlr fromy a pqtent‘ "wmwav, Dn‘.c-b:lvh
nchides o p’w e K prmiqnn requiring inventors whic make large profits to'tew
fishurce federal dgepeios for the support they recelved in créating: the innbration.

’Wﬂl cnmmnioq reqnily stop taking gm'ermnc-nt work if there's no chanre in
pa tent poliey They haven't vet, at lenst not in great hordes. And it isn’t simple
patrintizim that kéeps them bidding on contrnets Money, ideas, skills and training
still flow with government. spnnc:nrahm O the other hand, it is ;.rener'.llv agreed
that the eurrent system’ tends to. favor Iarge corpor'lt:onq “n;h the time and
legal staffto wade throush the aﬂ'enmee
Whether government officiuls even have the rizht to zive fway mtenfq for fod-

lenged the practice several years ago, claiming Congress never has granted tegis-
lative aufhority. But: the challenge was 111‘-1!11‘-‘-“(1 un the ;;"()l'tlds lh.lt Xader's
group lacked standing. and the merits of the case never were decided,

JAnderities of thie Bayh-Dole proposal nre sure to nm}\e thom‘:eh es heare} l;@fore‘
thie ndmimetmtlon takes sides:

" But.a sten that the times indeed h'ne changed if; sugiested hy the muted Te-

- sponsé ser far from traditienally staurch fitlists, An fide to Sen. Russell Long (D-

Ta. n veteran apnstle af government-held 1).1tvnt-, has tolit Dayh's staff that the

'bonatnr won't “aetively oppose” the lcensing bill (.\nnther Long aide. howe‘e‘er.

snid pnhlwlv that Long hasn’t made up his mind. The Justice Departnient’s anti-

rewz(n.:.kng their [msltmn on govornment piatents.

Trouble still may come froni such Heensing opponernts as (‘nnq‘lmer mh-oeate‘
:quph Xader, Admiral yman Rickover, aiud Fens, Bdiwwdrd Kennedy (D)-Mass.).
and Gavlord \'plqon (DRWisY. ITn this regard,-it ‘may not hoip that bir bisiness,
 thouigh exelirded, hds thrown its support beliind the hill, General Floetr!(' .which
) next.to the Gm—ernment files the moat mtents each rmr cn‘l‘: the measurﬁ a qtop
in the r!;:ht dlrectlon ’

Senator Dork. T think the chairman lno. prm‘h' weﬂ qummurwed the
m'oh]om We have o patent pohcv that generally encourages vetention
‘In’ the Govemment of rlrrhts to 1m entions it snonsored In tr‘;"nfr to

BEST CQPY AVAILABLE

. nt reque‘;ts w erer delmed The unher— e
sitles W e miﬁed. Thev started complaimng to Congress Latker complamed

'f-new mtormatmn" 'rne ;:0\ (-mmenr 5 record of (:Ommbrcm!-
: ‘

e s:hm\n that no ‘more th:m 13 percent of patehts obtame(l 1!]’_‘1 T

cho got patents enior wirdfall ‘profits? Athy leenseé ] '
t, then why are they so insistent.the gov ‘erniagh, give

) hl\o' dmntnp:e of them, Their attitude on-this mwht b_est be mnnmed HD as .

. eraliy financed inventions is subject to digpute. Nader's Publie Interest Tne. chal- -

White House officials have taken no formal pisition vet on ths p‘lfent question, -

trust. inwyers, normally hostile to anything smacking of monopo:y, say th?y re




:'.'ﬁnd “'fn's to resolve the s1tuatmn tlmt has resulted from such a8 pohcy, -

wo feel that'S, 414 isa significant step in the right direction. -

“There havebeen a number of good. sugg&smons. We believe thit We". e
- cani-fcceri 'odate the ob]ectlons of some and perhaps compronuse on -

o others.

T alse ask: pe’rnuc;smn ’\Ir Chfnrman. th's,t certain questlons might o
he submitted ‘to Mr. btmts by Senator Thurmond and maybe wecan ™
Thave ¢ response ‘in irig to the guestions he has, as he conlidn't be |
‘here this morning. T would mahc the Sanie xequoat for muelf as I am’-
- regretfitlly not ahivto stay.: o

Senator Bayiz, Without ob]ectlon, 50 ordered
~Senator Dore. Thank you, Mr. Chairman.

I would also like'to make @ part of the record’ the c,tatement of Sen-
ator "Strom Tharmond, the ranking Republican on 'the SenateJudici-
S ary imittee, who supports the messure; and also a eopy. of the
--c,t‘ltement of Senator Hatch in support of the measure :,m outstandmrr

' ‘statomc“ i
[The _tatx,ments follow ]

- SENATOR FROM THE STATE OF

OPENING STATEMENT OF SENATOR' ORRIN 6. HATCH VA' §

’I‘ha launchmw of Sputmk I by the Sovrets in 19.37 caused o‘ne of the |

gl‘E‘ltOSt. upheavals in the scientific and’ ‘académic communities our so-

cietv: hag experienced. This event 'spurred a deécade of research and des.’

velopment unparalleled in this Nation’s history. Adding forceful im-
‘petus fo the country’s emerging priority on technologzcal development
was the Federal Government’s sponsorslup of research-and develop-
merit. carried on in the private sector.

‘Research and developient carried on in the Sf"!.te of Ut‘ﬂl by btm-
ness enfities and our higher education system has contributed greatly
to this upsurge in the areas of acrospace technology, biomedical re-
qem ‘ch, and other vital technological areas.

~However, while propelling tlw United States to the forefront of

technolomm]lv advanced countries, this partnership beh\'een Gox-
'ernment -supported scientists and the private sector has given rise to
sonie very serious problems. The most serious problem is the denial
of small fmsnmss, universities, and other entities in the private sector
to en]ov the full fruits of their labors because of the Federal Goy-
ernment’s refusal to rolmqumh patent rights inherent in the inven-
tion process.

As one of the enqponqor% of this lecistation, I b{lheve S. 41% muqt |

provide a twofold mcontne to alleviate the q})p‘trent chill on tach--

nological innovation:
(1)-The ereatest possible mmmo:cnhmhon of. hnndreds of pren-

ently valmh!o, vet unused, discoveries and mvenhons, the titles to _

which are held by the Federal Government,

{2). ’lhe fullest utilization of small business and umverﬁ}tv re-
sources’ in future vesearch and devclopnmm frce from ar blf.’l‘llV
p‘ltnnt poliey-and procedure, .

The Fedeial Government holds a pmtfn]m of nearly ‘38.000 pan\ntq
0:113 4 por cent of this total luuc boon dcvolopcd for commereml use.




Hundleds of presentlv u%ful and v'ﬂmb]e inve :
- :dormant rathier than benefiting the public in suclt areas as xmdxcme :
“and ehergy, Twenty-two dlifemnt fiunding agencies dispose of patent. .
‘rights on Government-ﬁnanced research 1 in 22 different ways: This is~
;evxde' ce that ‘the present ‘pol;cles and procedures are. seriously in-
" adequate to mect the continiing and increasing need of- stlmulatmﬂ_'
“private sector R, &D supplemented by Federal: 'Lssmtance. .
The U.8. role in technolo
of slippmn‘ from its'p; cininent: leadership position. In many places
today; it is believed that oiir role has been relegatcd ‘to that 'of -fol- ~
- lewer. The accompliglitents acliieved by this country’s technological
Renaissance of the 1950's and: 1960’s must continue to be fostcred in
the atmosphere which eomes with the security of patent protection—
strictly limited to that degree neeessary to profeet legitimate Federal
inter: sts, T lhat, wtmosphere 15 now.permeated with the ‘ur of confu-- :
smn arbitrariness, and mogt distressing—hesitancy. -

-'t;mns are lvmo- '

al: mnovat:on is in scrious 3eopardv_' B

= cde 1 research an levelopment funding now evceods S”G bll 2

hon.

'”v a umform Iutent pohcy is. now both- o
approprmte md ne_ : ‘ B

OPENIHG STATEMENT OFVSENATGR STROM THURMOND A 'U S
SENATOR FROM THE S'I‘ATE OF SGETH CAROLIHA B

¢ Chmrman, todw we are holdlno- hearmgs on S 414 the Un1-_ _

versity and Small Business Patent Procedures Act. This blll would.
grant limited patent proteetmn to universities, nonprofit ‘organiza-
“tions, and small businesses which sre willing to-speiid the money nec-
essary to develop and market mventmns created durmrw thelr Govern-
ment-funded research.

This bill is aimed at the problem of declining inventions and inno-
vations which we are experiencing in America today One basic reason
for the decline s the lack of a uniform Federal policy dealing with -
inventions devaloped through Government-func{) d pron'mms. The.
onidelines which do evclst tend to dlscourafre, rather than encourawe,'
innovatien and inver: ion development. The lack of incentive has
surely hampered researc and development in the university and small”
business eommun ity.-

S. 414 also seeks to insure that when a beneficial invention is devel-
oped. it will be made available as soon as possible. Even if the Federal
Government were to encourqge new inventions, their impaet woul id be
very shight unless the American people were able to benefit from them.

The bill offers a limited patent right to thosa who deve]oped inven-
tions, but it also demands that they show proof of their atfompts to
get their inventions marketed as. qmcklv s 3§ reasonable. 8. 414 fur:
ther aids the American people by requiring that most of the manu-
gwturmcr in the invention- marlxetmn- process be done i n the United.
tates,

- Yet, despite the encoum"oment of the invention process, the bill
still protects the interests of the Federal Government. The United
: Qtwtes can rofu‘:e to nTIow A patent grant if it determines tlmt such a

The need fo --coI)abomtmn _rand harmon 3 between the publxc‘_."' -




: ;g‘rant runs counter to natmnal or pubhc mtercst The Umted States '
- would: also retain'the license’ to’ use any mventmn devclcped throuwh
, federally finded programs, . )
* . Perhaps the most mgmﬁcmt feature 1of thls bﬂl 18 the recou mnnt; ,
: PI'O\'ISI i, Under this provision, ‘the ‘Government would ‘be:able to-
. récoup its original investrent otice them rentor dither surpasse 0,

N preducts. R '
"The concept: behmd thls blll s good one.- These hearmgs mll gne

- productinnévations and he]ps stxengthen OUr eCOTLOMY. I Iook forward'
_ _to the testimony we will hear before this subeommittee, - © D
~'Senator Bayir, Qur first withess this morning is M. ElmerB Staats,i
e the Comptrol]m General of the United States, . o
Mr. Staats is.a-man of lonn' and: varied: publlc sen 1co le mmnd
e the Burean' of the Budget in: 19‘3‘) and was appointed- as. Deputy
. Director. by P_esuienb Ttuman in'1950. Tn:1953 Mr. Staats left Gov-
o ernment_ serviee and became Research Dirsetor for ) ;‘rsh'tll‘I‘le
“Coiin € uc_a*ro ‘President Eisenhovwer appomtcd liim as 2tin) L
" ficer.of the new ly established Oper ations’ Comdmatmrr Bomd‘ of the .
* National Secarity Council in 1954. Mr, Staats was 1eappomted Deputy
- Director of the Bureaw' of the Budget in 1959 and continued in this
'-pos:tmn under-Presidents Immled) and J ohnﬂon untll hls appemtment
in 1966 a5 Comptroller General, - : g
Mr. Staats-was also o' member of the 19:1 Commxbsmn on Govern-
ment- Procuremerit which. reported that delays inhcrent in after-the-
_fact determination of ownership of. patents arising from Govern-
nient rescarch and development programs was not eﬁ'utv'e m deliver-
' 'mn' new inventions to the marketplace, -
Toate last year Senator Robert Dole and T requested the General Ae-
~counting Oflice to review the effects of the present Government patent
pohcms and we are certainly happy that Mr. Staats is here today to
nform the Judiciary Committee about the results of that study.

Qf particular smmﬁcmce, it seems-to me. in addition to his present
role as Compt roller General; isthe fact that Mr. Staats wasalso a mem-
ber of the 1971 Comnussmn on Government Procurément, which re-
ported that many of the existing agency patent policies concerning
~ownership of inventions coming out of Government recearch ‘.nd de-
velopment programs were not effectiv ¢ in delivering new inventions to
tho mmhet‘phce Mr. Staats has had, thelefore, a great dE‘l}. of ex-
perience with this problem.’

We appreciate very imuch the fact that he and hlS cclle‘wue:. are W:ﬂl
us today Please proceod Ir Staqts

TESTIMONY oF ELMER B. STAATS COMPTROLLER GENERAL oF
THE UNITED STATES; ACCOMPANIED BY IOHN W CRAFT AND
.TACK 8. HEINBAUGH ' '

M, QiTAATS Tlmnk vou,Mr Chzurman

, Tf T might just inject a bit of a personal note, I have hari mtorest in
' % this- sub;cct for a great many years, both bcfom I becnme Comptxoller' '

000 in- aftertax proﬂts or receives ove..r $2 mllhon in sales of rclated S

-iis the benefit of the views of others who are knowledgeable in this®
ares, Hopefully; we will be able to insure that this bill encourages new -




-dewl
' ‘_ in-the- contmcfor pohcms. -

;'ma qppm\]matoh: 2
" the variouséxcentiv

Ger ei'al and sincé. I thmk the fundamenta.l pmblem that wo face in
- ~this. cci]untry today has to do with the dechne in our rate. of productlwty, .
: growt '

Asyouknow, for the last 10 years the rabe has been runnmg a.bout 1.8

percent a‘year, which is exaetly one-half of what it ran for the prevmus
.- 20 years, The most, recent quarter is down : o
. 1t is-due'to_many factors, but t}us hear: ng is certainly- releva"xt bo_ .

. the'wh
o growm

.1 pétcent.

le problem of how arg we gomg to 1mprove‘ ',’ffe producnwty .
h in this country. x '
Tam going toskip over the ﬁrst few pfxmgmphs qnd qtart on page

~two, on the: need for uniform patent legislation: T will submit for the
' re(inrd as hort bachground pnper on past eﬁ'orts to set Federal patenf,
poliey.

There have been a number of q’rtemnt% to. GSt‘lbh‘ih 8 nmform pﬂtent

".‘pohc'v for the Federal Government, Foremost among them have beern
- thé Pr

rreqxdentnl M omorandum qu Stqtem'nt of Government Patcnt

- Thesé f'ltfzelﬂp["; have been’ re]ahv‘_‘ly' uns_ucce&qful and pohcv has""-' '
7 -the vears on: an agency‘bv—q;:encv basis: T

. Addlf

The propnr:nfl Yori ihon would, in our opmmn, o0 a Tonn‘ \vrw in

‘overcoming this.conf tision, Tt deals explicitly with licensing 'md cots
~ forth ow nerﬂnp provisions. for cs:mll busmecs and nonproﬁt organi-

zations, -

However, the trmtmﬂnt of other buqme‘:s entltles Would qtlll be
govomodthrecxdonh“lpnhcv orstatute. -

- ‘The bipartisan Commission on Governinent Prncurpmon’r Whloh in-
cluded members from the Senate. Tlouse, excentive branch agencies,
and the private sector. was established to recommiend improvements
in all aspects of procurement policy. A major task group of the Com-

- mission yeviewed Government patent policy.

“The Commission placed considerabile 1mporfancc on the need for
Government patent policies to stimulate commercialization of in-
ventions, Tts December 1972 report stated that effective patont poliey
must take advantage of the fact that dev eTopment will be promoted

by those havine an. exclusive interest; at the same time. the policy -
-mnst. provide for others to exploit the mventmn if an- e\:cluclve in- -

terest does not produce the desived result,
The Commission was skeptical of. the Prt\sldenfml Dohcv because

it relied on nﬂor the-fact dispocition of nﬂtent. mrrhts Thov saw that - :

policy nscausing delaved nfilization of discoveries, mcren%ed adminis-

trative costs, and n-lessening in the w 1lhnwnesq of some ﬁrms to par- '
: _tlc-nnto in Government leso-n'oh work:.

Nevertheless, the Commission rwcommendecl prnmpt :md umform _
1mplomenmtmn by the e‘tecuhva agencies so that further assessment
could be bqqed on actual experience. If such an: assmsment revealed




| ':fect vel __or umfo :

-'ment wned inventions.

- have been' influenced by two situations. F irsty there was the,
- of patentlegislation applicable to mdw1dua1 ageneies, ps

e

'-”weal\nesses in the ruucy, the Commlssmn suggested a lenqslatwe '1p-'

proach which:would permit retention of title by contractore, sub-

- ject to march-in rights and other saféguards. It also: recommended en-
~actment of legislation gxantmg all agenmes elear~cut authorlty to Issiie
: .'e:sc}usweheemes. ' o
The Commission cen51dered the Comm1ttee oh Government Patent' A
‘Pohcy to be in the best: posxtlon to assess ageney progress m 1mpIément- ‘
“ing therevised: pohcy

The Committes jon Gov ernment Patent Pohcy was. establ1==hed b}
the Federal Couneil for Science and Technology to fulfill = réquire-

" ment of- the 1963 Presidential statement. The: committes was to :

analyze the effectiveness of- F ederal patent pollcy a,nd recommend.'

' . Tevisions or modlhcatlons.

The® eommlttee, sh mcluded representatlves from mo';t of the-.‘.'

R. & D. agencies,’ eva]’uated executne AEENCY experiernce: under the =

Presidential policy and coneluded, in 1975, that it had
mly’ 1mplemented :
ound that pqtont poh('v Ieglslatxon

ney practices for allocating rights t

ify agency authorxty to grant eaclusive

t been ef- o |

Wwas. n‘eeded t‘o_-‘l' _
ntractor mventlons o

The committee’s conclusion: that Ie:nc;latmn was- needed appears ‘to y

section 9-of the Federal Nonnuclear Energy: Research and- Devélop :
ment Act of 19:4 with title-in-the-Gov ernment orzentatlon The same:*

- language has since been mcor'porated by reference in other acts af: -

fechng various agencies’ R. & D. programcs, such as the water resourceb_
and solid waste dzsposel acts. .

“The second situation was the confusmn created bv two lawsuits.
brought ‘against the Government, by Public Citizen, Inc:, that ques-
tioned the authonty of Federal agencies to excluswely hcense inven-
tions and ailow Government contr -mtms to retain title to mventlom f
Because both suifs were dismissed for lack of standing to sue, and not §

on their merit; the issue was not resolved.

Thie need for legislation is also supported by our remew of eurrent
patent procedmes and practices at selected ageniies. TWe. expect to.
report the details of our findings to this committee by the end of June.
We found that the Presidential policy has not been implemented uni-
formly. Agencies. in establishing procedures for determining rights to
lnventmns. are often free to move in almost any direction.

The most notable recent changes have taken place at the Department -
of TTealth, Education, and TVelfare, and the Dcpartment of Defense,

with respeet to nonproﬁt organizations,

- These two agencies follow the policy estabhshed bv the Premdentlal
memomndum “and statement as revised'in 1971, During fiseal year
1978, they provided over 60 percent: of Federal R & D. fundmrr for
collerres and universities. '

We will also discuss the Dopartment of Energy nnd the '\Tahoml

 Aeronautics and Space’ Administratios, both of whmh operate under

policies established by statute. :
Flrct the Department of Health, Educatmn, and Welfare-




A mmwtratwe develo ments dur‘ i the last ymm e Depnrt- S
ment of Health, Education, and Welfare appear to be- ]eadmg to'a
' o policies and practices fonowed at tha Departmant pmor :

to (1 A('s 1968 report to the Congress. .
C At that weo reported that HFW’ was tnkmg hﬂo for the Gov-

‘ernineiit to inventions resulting from resanrc-h in medicinal chemistry, o
 This was blocking- dewlopment of these inventions and impeding -
“coaperative efforts hetween wniiversities: and the commercial sector. - - .
- Wefound t whdrods of new compounds developed at university:
lnbmntnrws had not been tested and sereened by the pharmaceutical =
“industry because’ manufactivers were unwilling to undertake the ex-
- pens¢ witheut some pn‘%Slb]]ltY of ohtammg exc]u‘anc rights to further_ .
‘ dvvolopmont of.a promising product..
To correct this, we suggested to-the’ Secmtnrv that HI"\V o'{podl*o; _
- determinations of I'l{:ht‘s and use Instititional Patent Agreementst-
) ch would permit, universities with. applmcd tcclmolowy
tra nefor pl‘ﬂ"[“lm‘it(} retain htle. o
T-I'E\‘;V-'f fe wod our mwno' inns ‘md s of Of‘fnbnr 1‘118 Imd 1mp1e-- -

‘ncv suppoztmg R & D' £ 'j'callm,:es;nnd uni :
e.agreements in 1973, IPA’s were endnrcodffnr i

govmnm : g : Ayov
an 1975, and I‘edeml P1 ocurement Regu!atlons on IPJLs “cle_ S5t
in 1078 . , MR

In July 1'):8 HTW' 5 Oﬁ"re of Geneml (‘mmco ruhfod fnr com-
mient a patent g ohcv draft reporérecommending that the Department’s
use of 1P\'s -be réconsidéred becanse IPA’s delﬂgate to grantee in-
stitutions power over t} desirability, method, and pace of develop-'
ment of inventions. This. the’ repmt stated, was concophnliv incons |
sistent with any HEW objective 6ther than' rapid commercialization. .

Beginning in November 1977, the HEW Assistant General Coutnsel ¥*
for Business and Adnnmstmfne Law had begun delaving review of -

ease-by-case deteiminations of rights pmpflrod by the Pqtnnt Branch.
In a statenent iscued Angust 15, - 1978, the General Council acknowls
edged that a. backlog of cases eustod and said it resulted flom a more:
Cquulw\ iew.. :
The purpose of this rev jew. according to the Gonem] (‘numof was
to miake sure that assigniwent of patont rights to universities-and
research institutes did not stifle cmnpnhtmn in the private sector in -
those cnses where competition could bring the fr lutq of wsm:ch to:
the public fasterand more economically.

We found that the Assistant Genom] Counsel’s review of dt::ft' _
detern mmtion% during this time was sveraging ¢ menths. We examined
four eaces in some detail. Tn three, the review affirnied the correetness .
of the Patent: Branch's determination to grant title to the contractor.
These Teviews took from 8 to 15 month: to complete, Review of the”
fourth case took about 14 months, raversing the deter niipation of the
P.nont DBranch and retaining title for tho ]}op'lrhne-nt .

The Pharmacentic cal \famufnctmmq Association is coneerned nlmut
HEFW’s delays in processing individual eases, reevaluation of patent
policy options, and pnes;hle reversion to patent praetices and proce--
dures used puor to our 1968 repmt In a recent lettor to the qecnet'nv




' -.of HFW the assocmhon s ated. _hat thu rese rch based prescmptmn

drug mdust - feels more strongly than.ever that an exclusive intérest =~ .

18 essential if Governmeént-financed new drug’ compeunds are t,o enter'

~ clinical programs funded by the pnvata sector. : o

: The Association argued o . : L
In girr v;ew. TEW's fritent pnllcv ﬂhﬂtﬂd fiot h@ structured %0 R to “rectrain"" ;

or rnguinte" the nmilah!lity of - inventionq resilting from IEW roeem-ch Thig -

strii.es g9 truly uu nttempt to suppress technology to the detriment of the‘
public. ’ ; i

The pnhﬂeq 'md romﬂahom of the Dep'u'tmont nf Dpfense are: based
- -on the Presidential’ pnhcv Most Defense confracts nllok contractors.
Swith an estabhshed commcrcml posxtxon tu ' retam title to their o
cinvenitions,. - Lt
... Beeause nonproﬁt mﬁhh:tmm n-onor'ﬂ v Iﬂ(ﬂmd an o&tlﬂ)lﬁhed com=
: .mercml position, Defense’ mtorprcted the Presideritinl policv as Te-
‘quiring the use of-n deferred determination ]'mse-—where rlght‘s are
detormmed after an iny itionhas been identified, e

Hmvevor. for many vears, the.: Deparfment ot nrmmd thxs by u%mﬂ e
afepeeinl situations? section of.the Presidentinl pohr‘v to.puta ltle- -
m the-contractor type of claiise in contracts with certam quahf}mg' .

ies and: nonprnf‘ t*orwanmntmnq : : -
CAnoust 1975, Defen fith o advance nof*- mhon. rev:q ,
o t10n== discontinuing vise of the ¥speeial situationy™ oweptzon.‘ _
_ In stoad. it roqmrod umvvrqhoc which wanted a title ret ention clanse. |
to furaish information’ to the contractine officer for determiining.
whethor the work to beper fmmod wasina ﬁo]d of techniolaoy dlrocﬂv
related: to an area in- ‘whicly the nniversity had an effcctive technolo«v]
transfor program or an established eammereial position.

Teeanze of the additional administrative hurden. many. retoarch
institutions subsequently elected not fo submit the information De-
fense required for the title votention elause. As o vesult. there was an
80 percent inerease in the wee of deferred dotermumt]on (‘l’uites by
‘Defense dm ingr fiscal vear 1976, : '

Onr réview of eases processed during that vear showed that aithough
contractors’ requests for ereafer rights in 1dontlﬁ(‘d inventions were.’
appmvod i all cases, the bopqrtmont took fron about 1 to'more than

7 months to make these determinations,

The 17 niversity Potent Poliey ‘-‘mlwonmuttoc of the Cnmrmtfeo on
Government. Patent Policy :opmted that it appeared that a deferred
defermination often acts against the expeditions develonment and®
utilization of inventions by delaving a decision that conld have been
maile at the time of fnmlm;r. _\:hmm:fntuo costs of hoth the (Gav-
ernient and universities ave unnecessarily inereased by the need to
rt‘op.uc review, und l'ecpoml to. wquest% for mwhtq nn a ¢ase- b"-mqe ‘
Jasis, :

The Navy nnfm] in I“e wiary 1976, that. not nnh‘ '}m'{ n fxdchfmn.ﬂ :
'u]mmMr':hvo hurden been’ ]1]'1(‘0(1 unt upiversitiss but that the time
necessary for eontracting and patent. oflicers to'make a ﬂoternumtton

-on thegpproprinte patent clause had inerersed drnat:m]l\" .

In 1977, the Air Force. after conducting a thorongh review of thel
revised policy. determined that-the practice of qualifying institutions
far each: éontract was moving in n dn‘ommn ('Duntmpxoductu‘e to a
cost- eﬂ'ectlve, renconably acceptable pollcy. .




- To date, Defense has riot implemented the use of Institutional Pat-

- ent Agreements. This inaction and HEW’s reconsideration of the'use.

. of XPA’s aro particularly difficult’ to understand hecaise they .run

_counter to the 1975 Committee on Government, Patent Policy study .
~and the considerations which Jed to the regulations issued in 1978,
. The Atomic Energy” Act of 1954 and section 9 of the Federal Non-
- nuclear Jincrgy Research and Developmient Aet of 1974, as amended, -
. govern Department of Energy. patent policy, Section 9 is probably
- the most detailed, comprehensive individual statute enacted to date. 1t
provides that normaily the Government will take title to inventions.
But it also gives the DOX. Secretary discrétionary authority to waive .
the Government’s rights in faver.of the Coiitractor if certain critéria
CAremet, o e e e
- The results of operations under the Nonnuclear Energy Act of 1974
ate significant because, as T noted previously, the same language has
heen incorporated by reference in' otlicr: statutés. DOE appears to be
ing adequately. under its legislated patent-policies.. .. =
- Howi ero are: problems. OQur review of g _recent year's cases
- ‘showed that: the tinie for determining rights to identified inventions
. -wag lengthy, averaging aboit 13 months. DOE recognizes that, its -

- poliey ereates prablems . for hath the De artment and s prospective -
‘contracts: Delays in'the R. & D; contracting process-are caused by the =
substantial burdens créated by petitioning, negotiating,’ and deter-

omining waivers, . T e T T B

We feel that a patent policy that provides for Government owner-

ship plazes n -burden unon the Department, to see that the resulting
te’cgho]t;gy 15 utilized, Tt becornes the Government’s responisibility to
- obtain domestic and foreign patents. to advertise their availability
for lcensing, to negotiate licensing agreements, ‘to -develop refited

technology packages, and to enforce the patents against unlicensed .
~ Sinco the Department has only limited resonrces to carry out thess

-functions, it is likely the commercial potential of some DOE-funded

inventions may never be realizéd. S _ _
"DOE’s mission is to work in'a cooperative relationship with indus-
try to develop commercial eneroy alternatives. Tt works, therefore, in
areas with high commereial sensitivity, Tn this respect, the Department
noted that there are contriictors which refuse to work with it beeause
of its patent policies. R e S
“One other problem we noted is that DOE has taken the position
that seetion 9 does not allow it to use institutional patent ngreements
“wherehy a contractor or grantee with an approved technology transfer
- program has first option to principal rights. It is possible that other
ageneies governed by the same statutory langnage mayv not adopt
policies in.lne with the IPA approach. The proposed act we are ron-
sidering today will eliminate the uncertainty by authorizing the IPA
approach. - L o e o T T e e E e
- The Nationnl Acronautics and Space Administration’s patent pro-.
cechires are governed hy seetion 305 of the Space Act of 1938, The
Government obtains rights to inventions reported by NASA: con-
tractors unless the Administrator waives these righfs, These proce-
dures are similar fo DOE exeept that recommendations for granting

waive . are made by an inventions and contributions board.




o . tion or individual with the inost interest in‘and
~ vention. Tt ‘would provide the Government with “marcli-in? Tights.

| The proposed. legxslatxori addlésses t,he admmxstratne andl {

~tive-based problems of the sgencies, 1t would: establish uniform Gov-

. ernment-wide prooedures inder which small’ busmess, university, and
and other nonprofit organizations could obtain titlé to inventions aris-

“ing from Governmerit-su
“guthority and a umtox m:h amework for hcensmg (mvermnent owned

Ly mventmns. S

pported R, & D. It would also establish-clear -

ilsla.- o

“F'he proposed 'a,ct'. would place mmal rcsponmblhtyf'for commer--‘_"'

cmhzmg research results on the inventing contractor—the organiza-

The: hts llmxt the adr'lmlbtmtwe burden bemuse the; woutd be

' e.\erc:bef only 1

- ticalapplication of the ivention.

Studies have shown that of the: 8000. mventmns dlsclosed :m.n.ua.llyl?

~ to the Gov erninent, only ahandful a

- would bo hoped that'an easing of the redtape leading to determina-

o _txons of nght:. in mventmns wouId brmg about an xmprovem nt of thxs

- The act: shou]d solm 8 number off”

- aatisfied: by the Presidential pelicy.
© to agencies’ dealings with universities:
Vhile it is not the uniform Government-
. Procuremernt Commission in that it does not assign paf
larger contractors, it is a clcax lc,gla]atn*e mandata estab
tlnt is badly niceded. '

The act would also prowde quthomty and a leglslatlve frameworh
Ior licensirig “of Government-owned inventions. Its statutory . guide-
Hnes would make ¢lear. the authority of all agencms ‘to issue. e\c usive
licenses under patents héld by them. '

Under a unmiform Government-wide title-in-the- contmctor policv
this licensing authority would generally apply only to in- -house inven-
_ tions of Federal em oyees. However, the bill’s Ticensing provisions
~.are applicable to all inventions when the Government rétains title, in-
eluding those of larger contractors not qsslfrned title by the bill. I
would be concerned 1f the Federal agencies were to nse this licensing
- anthority as a reason for retaining title to inventions of contmctors
which do not qualify as small business or nonproﬁt organizations.

P )
vide pohcy envxs:oned by the
nt. rights for
le-lnnnr pohcy

This is not to say th’lt there will be no situdtions in which contrac-’

tors’ inventions will require Govemment licensing to bring them to ap-

_plication. But it has been the experience of- qrroncmq with policies of

granting title to the contractor that a w:llmn' contractor-inventor is

moro lllm]v to expeditiously commcrcmhze an 1m ention than & (mv- ‘

or nment IIC(‘“""(‘(‘.

“We have sithmitted fnr tho recor A M. Chmmmn <:01nc coctmn by~

- section conmnents which T will not. ta]\e the time:to.read. ITowever, T
ﬁdul want fo comment on one provision of the bill which rohte‘a par-
ticularly tothe role G.XQ wonld play.

Under the provision of the bill. GAO wnuld be notified of a"enrv
dota-mnmtmm \\lmn the agency retmns tltIe If our nionitor mﬂ' re-

T i,

krowledge of the in- - -

_ “specified situations, such as when the agency deter- (-
niines that the contractor has niot faken c!icctna steps to aclue»e pmc-_




Lﬂnemll feviews of proun‘mg and contractmg flmctmns and P:-
‘progr s . o
o ol - ]\now. we noranv mfn W ageney he'qu and fhe C‘onﬂ'reca C

R when wefind agencies not: pmnorlv fu]hllmg: their statutory responsi-
bilities. The 1mp¥omentnt10n of this act by the ageneies and the effici-

- eney-of thie ageney’s own momtoxship would of cours

- ourno ‘mak mers:ght reviews,

2 pelie;
Tgoa Tong way to clarify the muddled p.ltent qmmtmn that p
 exists. It will provide the Federal :

. ful statemient. and we look forward to working with
“cced througl the legish: ative process on this, wluch I‘]mpe we can do

; _w'z ed a _pattem of nuncnnformxt}, W.lfh the met of fhe act we Wnuld o

¥ the head of the agency and request an M:p!anatmn. At least

: annuallv WG would be xequlrcd to repert to the Juc‘;cmr ; Coimmttoes'_

's mlpienmntat ion by the agencies. - )
Our proferonco is to.not be requu‘etl to monitor. p‘mtent pollcv imple-
mentancm in this 1}1111(: ir, I nught sy CTSEEDYCASe, manner. We
pmfer to consider thigaspdct of an dgency’s oporatmn as ‘part of cur
& D.

As

be mc]u‘ ed in:

Is\__'summ‘f??‘ﬁ“’e belieye & clear Iorrlshtl\'e qt‘ltempnt of & "'1forln." :
Government-wide patent policy is lnnn* overdune: While thep
agt 15 Timiited to small husiness and. nonproﬁt organizat mﬁq
opinion it ‘provides a legislative basis. for progressing to 4 uiil .
or contractors, With these reservations, we believ thie act wrll'.‘-' B

zencies witha “elear _
the policy suppm'tod hy-the Congrs oss to insure the expeditions.c eom
zation of disgoveries i'rom Government-funded R, &D.

“Wo would be Thappy-to respont to any questions. if yoi have’ {]wm. ‘
“Senator Bavir. Thank you. Mr, Staats. We appreeiafe your- thouﬂht- _
‘0L A8 We Pros

Q\podmnu\h’ ‘
Let me think ouf ]oud hocmmo You r'n‘;od qomo pomtq {h.lt T thmk

Care lepitimate. Let me give the mtmm]n Lehind our appchh and

then. if vou have -urrn'ost10n=; for improving this bill, we Would cor-’
tainly Tike to laiosw abont. them.

~ We are concerned, as you pointed out, with t]m need to get this

technology to the marketplace, not only because it serves poop]e hut. .

from an eﬁlcwncv standpoint, I can't think of anything that wastes
money faster than spending research: dollars to dev o]np a ﬂ-oml ulo.\,
thatjust sits there, We want to get the ideas moving, _
By the same token, we recognize we hinve a l‘o‘:pfmcﬂnhf\' to protect
the taxpayers’ dollars that are invested. The reason we have made the
dhtmehon hetween the large ecompanies and small and’ nonprofit com-

~panies is really tiwofold. Onn small businesses have proven that they

can usnally-generate more resnlts from each reseaveh and development
doHar than ]ar'"'c- buginesdses;, Small hisinesses have a proven record as
the vrentox‘q of new technologies, and will often take rigks that the hig
companies are not willing to match. Sccond. and 1 think more signif-
icantly, large contractors, have banks of Tawvers and the resourees
necessary fo go thréugly the 13-month delay penod that vou nwntmnml"
some agencies reqitive fo determine ownorahm of patont n;hfc to mn-
ventions. ‘arising from Government- qupportvd ro«m:ch and dovolop-

‘nrent.

Now, i3 ﬂww any Imftor ww-to qpprmch that? Tf thelc is. we

"r.\'nuhl like to Imm\ .\hnut it.

tatement of .




. dential pol & be pursued by the hl e contmctors of & chise-
by-ciso basis, A's you siy, we certainly. don't want to have the passape

of this blll Jmply t,hat, lnrge oompames should never 1etam patent -

‘--nghts. :
M -:S'm

ere are smn}ar or 1dent1c.m1

the Government txperience, Tt is astep in the-right direction. -

1£ Tator oft 1t de BIOFE‘I that tie experience was satisfactory, a8 we f

' =t‘hmk it will'beundert.

us lernslatlon, thcre could be another'step taken
- at some future time,

“wlio have more éapital,
o and know how to handle ‘these cades:

d ﬁet this part of it established.
technical point that ocenrs to me

' {_"'OV{EI'HII]BP

ices. That is. 2 mitior matter that can be eas:ly ‘cleared up,

Senstor 'BAY]I We Vi ou]d hke to have: any 1(1(3'15 that could i 1mprm' :

this Dill.- : :

Senator Dole, I know vou are in a hurry to go. He }ms h{*on very
patient, as busy as he is; being here this morning. I will y ield to you,
Bob. If there are further questlons, I will come back.

Senator Dok I think most of the questions wo praparod h’n e been

answered, at least in part. to my satisfaction, Eut in reading riot only

your testimony but other staterents, we read’ from time to time that
contractors refuse to do work for the agencies, You mentioned DOE..

Is that rather mdespre'ld? Are there te‘l”y a lot of contractors out :

there 3

Mr. Sraats. Your questmn is.a good one, but it is also very diff cuit' o
to answer l}ccauec 1 Many cases, tliis will be a factor but mayl}e not’
the governing factor. It may not he the sole factor. Or it ‘mav not

como up simply because they say, “We are just not interested.” There-

fore, there is.nothing on the recm'd which will make it, (“tph(‘lf that -
“that is the reason they didn’t entcr mto thc competztmn for the )

~ contract.

1 know what \ou are dea]mff w1th hore. But we thmk there is

enoigh ‘evidence to support thn view that, in addition to the factor
of. dolm 5 and the added ¢osts, we ou oht a]\mvs to be interested in get-
tirg the maximum competition fOI‘ Govemnmlt contructs and grants.
“We onght hot to leave anything in the way that can re-monﬂhlv be
taken out which can cauqe people not to. come mto that kmd of
competmon. : :

. - fully understand, and reec e nnd support the' e
' ‘_rixt;;'o_n;m}e: for limiting this legislation to the sms 'ls-mcsses-a-ml- mon- .
Trani .. Some of the principles hoare estublished.
o-the prmctp}es endorsed by the Procure- -
ractors. But certainly this would gwe Co

_ ith you' that nenprof‘ t orrrammhom -md smiall buqinesses,-.__f:c'l
. fot the niost: pa,rt arenot in thesame posztlon as tlie Inrge contractors .
They hive more résources. They hzwe more

Therefore, while we recognize this is a Government- w:de problcm
and. pr biabl! “shov Id bo dealt with at some late ",tzme, we ought to. . -
_mo a shead n

nizations; gtnte and loeal- n-ovemments ‘have not. -
1t is somethmrr you rm"ht twant to-think about, -
because parficularly in the area of produchmtv in the State and Ioeal.
Sector, more money is heing spent by them now to dewlop" e
‘ways it which they can:improve the. technology of local pubnc serv --_'




' I gy not

- Jegislation.
Mr, Staars, L guess what I am: Saymg is, it is very djfﬁcult to docu-

‘:'mex_l‘ ' a,nd pmva conclusxvely that that Wis. the. facbur in’ all of these'-

‘Senator DOLE I noted your conunent,s mth reference to IIE.'

1 don’t know all the circumstances that surround,_everythm

- of that wis I-guess the removal of the head of the office. -

X-am not certain if you went into the ¢ircumstinees of thé,t or care. '

to cominent on that. But it has been suggested that Me. L
- cause of his cooperation with Congress, niny have placed |

_congern,’” ‘because liere ‘we have a public sérvant ‘who is trymg
ite ‘the process. and follow the directive. If in fact h

-determm_ '-ha e;fact,s are.

'1 -_aré freeto éommehb if they know something.

Mr. Hervgavon, We know, of course, he'was chsxmssed but I don’f:‘_:“_?-‘ e i

thmk we know just why.

- Senatoy Dote, ¥ think it is somethmg we probablv m,ml 0. pumne o
becuuse there ave ditferent coticlusions reached. Maybe they were ac-

~curate, maybe not. But I'think it important that we protect the rights

of those whoare trying to follow the policy we are trying to unplenent. ~
1f I may, Br Chalnnan, I would like to submit other questions

to Mr, Staats in writing and other questions to the followmg witnesses
in writing as well, if that is all right. .
Senator Baym. "Yes.

I appreciate: your bxmgmg up. the Latker case. T share your concem. )
about that. In fact, I taiked to some of Mr. Latker's superiors down
‘there. They d1d11t totally satisfy 1ne abeut what happened or why.

I must say I am disturbed whenever someonc wlio-lias been asked

to cooperite with members of the legislative branch is suddenly fired. -
For an individual like that to in any way fall on hard times as s

result of that cooperation I find totaily unau:cptuble. Ao-zun, I have
'. been unable to find out.the faets,

i Senator DOLE. I Imow we W111 have some testnnonj later o that A
: be ableto be here, but T have read it. That would mchcate. 3
coat s .substantml problem. Perhaps we can deal w1th it oin tlus o

_them does 'séemi to be some reversal policy, It was out belief, snd a;gam'
“gOvs
erninent or HEW or any otlick place, but I think there wasan effort
by the Patent Branch at HEW to follow the 1968 directiv ve, One result: -

is position ¥
in ]eopnrdy I don’t know if that 15 a fact: But it i3 a niatter of some

".'ternnnated Decause of that, then I think we have a responsibility to _

on't. hava‘anjr persons,l lnform:;,mon Mj COHeagues:'-"’ L

“Mr.Siaars. Mr. Chairman, may I add one point here. In the report 4

of the (,ommlssmn on Government, l’rocurement we outlined what

‘was called “an altéernative approach, which zs substantiatly the §

. approach you. have incor porited ‘in this bill, The Conimission: wasg

- faced with o situation where there had been very recent statements of
© Presidential policy. This report, was made in 1572, The Commission

at thut time felt that it mieht. confuse the situation if we did. not

support the X maxdmntml p()li(,}, give 1t a chances to operate,

© Butnow here it'is; T years later. We have had the Coiinmittes on

(xmunnmnt 1’atent Poiuy “luch concludcd we neceded’ lclrzslatxon.

i




p 'Onr otwn work: mdwﬁcs ﬂm :
- thing, it has deteriorated-—sinée. 1972

-appmsmh. which the Commission outlined in its report in 1972 and,
for the most part, the concept: that lias been incorporated in the blll
- “There 'are some dlffercnce%, but they are relatively minor,
Jation you already made; This bill hasheen subject, it seeins to me. to
two genoeral criticisms. As i3 offen. tlie ca'-:.e, the two am totally -
: ‘1rr9conc1lable Nevertheless, there they are:

‘a1l hig businesses. We have _
‘ -(hqtmctmn betiveen: large and- qma]l contractnrs. You appe'u- to be

was not po&s:ble. S

-'.f:nlmut”ﬂmt In"fnv opmlon. : e
- They are essentially the safepuards which' are. provide
- _altormtlve approrch propmed by the Procurement Commission.

- ment does not have to pay twice. This bill. dooq preserve that right.

thiat this is giving axvay something which ought not tq be given away.

_ nlnn;: with the nthorq if yon don't mind, T know you and your (-01- ;
‘ loague-: mebn% Wo uppn‘c late very much your contnbutmn lme.

situation Ims not lmproved———lzf any- _‘

“0, therefore support - generally: the. !me*s of the: a]tornqtn'e'_"_-r.-

Senator Bayi. T apprecinte the positive statements about s

Ien'15~ o

hose who- hehéve the pohcv shonld cm'er.'t
already dealt with why we have made the-

‘Oné-eritieism comes from tl

comfortable ‘with that (ﬂipl:m" o
The othofr er 1tmmm comes f' m tImSe that feel that this blll 19 a
; eorporation to take ad\'ant'm‘e of
Gmemment re%earch do]hrq nnd thus. to. proﬁt at-the t:
'e\peme e thou, ght we had dmfted tlns bill in such_ ‘ j" Ayt

W ould o care to- coin nen :
' : c;'. is the ch qnoqtlon. T i
the bill does have adeqi

Sorin thef-

Tt preserves the idea, the concept, that the Govermnent ywonld retain® o

for its ewn pmcurement ‘its own need; & rolatively free license. Tt

prescrves the idea that the Government will still have the right to

come.in and require the exploitation of & patent. Tt cannot be just &fﬁf{#g%

locked up. It also preserves the idea, which the Commission endorsed,
thatif there are substantial profits involved, then.the Government
would share i in those profits. You might quarrel about the particular.
fignre which is used in your bill, but 1 would not. I think that a fair
3udﬂ*mvnt has been made with- reqpect to the cutoffs here,

I think that you have to look at this issue not in terms of giving
something away which is valuable property; it isa question of roallv
malking sure that. the Government’s investment has been transiated
into beneficial effeets for the economy as a wlmle. I tax is collected,
the Government benefits from the point of view of the xmp'lct on’ the
economy,

You have te look at it also 1 in terins of bomn' snre t!nt the (‘m’em-

So T am not mncomed about the concern:which might be e\proccod

T don’t lonh at it that way. I don t behcve timt it. would be a fair way

to look at it.
Senator Bayir, Tf you Imve any further Hmnrrhts on th":t pfutxcuiar—

auestion, T wonld like to have them, becaise. vou have a rood reptita-

tion for heing .able to ferret out Ionpholvq l' appreemte YOUur com-.

ments. If you have others as this bill moves thmuﬂ'h tho 3(‘"!‘%11(‘1\'@'

process, T would be vory glad to have them, :
- We have a few quhnnq here that T will qubmlt to vou in WI‘lhnf".




ke to ask vour opimon before you lea of the 0Verswht

at this bill would give to the GAO.: : S

. Sraars. We are: flexible on this. Our prob]om ahva}% is that we _

. .are overworked-——as a matter. of fact, we had a budget cut last year: and -

. the Houss markup this year gives us another reduétion. So we have

. toraliwaysibe conccmed abﬂut whether “e cnn cover, all the thmm, we o
hftve tacover. S

- Senator B, I undemtand “’hv (Ion’t we 1r>ok at wm,t mx.qht I)G"‘ :

Fole.and see whether some of ns who are-on the. Appropria-

"ftlons Committee might be able to. help on ‘the resource end if there . .. -M_?ah?éj
is a hiced: We need. it seems to me, some sort of a. nentral body that ean | :
niake sure. tlus blll is. nnpkmented 1n the qu the Conrrress mtends‘ L f?ﬁ,mf

. itto be. ‘
) | v STA.ATS. W'e will be Thappy fo wor]\ w:fh you on ﬂmt We are _
ible; but youcan understand what onr. problems are. . :
7 Senator Bavi. T certainly can. I -know.you may. eel comp _mented _
“hen peop]e,lnve trust_in you and ask you fo do hmg& but it canf |
“be disturbmg if you are not given the reseurces to. do :
. Srairs. It disturbs mesometlmes, too, . T R
' A]’ﬁ. Thank 3ou very. much. I apprec te your excell ng

'tec;timon N R
o ALRSTAATS, Th'mk von. Lot T e S '
- [The questions and angwers prov mnqh rofm*rnd tn _ '\Ir. St'mts pre-
pared statcment -and additional mftterml fo]low"]-‘

_ Rasm\szs 'ro uENA'I‘OR Burns “'RI'I"I‘F‘N’ Qunsrmss BY ELMFR B %TAMS-'“-

Oucsnnn No ‘7. AIF, Siaats. the ercuth e hmnch enndueted. i rulrmmstrﬂ*m:L
“review nnd concluded in ‘1968 that quahﬁed nniversities should ha allowed. to . .
Tetain title to inv entions they made under. foderal Tosearch antl derelopmenr .
‘This program, known as the Inititirtional Patent A;:mement or-FPA, s nhw
availuble for any agency. to adopt after the Federal I’rocurehient-Regilation
Amendment 187 went-into effect last year. I have a copy of a letfer that Mr,
Philip. G, Read, Director of Tederal Procurement Regulations wrote fo all of
"the agencie§’ aslnng if- théy had adopted an JPA pm"mm “The replies. to. Mr,
Read from: the ageéncies not now hpving an TPA progrant npapimonsly indieate
that these agenecies have no intention of adopting. this' type of appmaoh Did you
find any evidence that the agencies are capable or interested in forming a nni-
“form patent ‘policy -on their ‘own? If so. why havent they adopted the IPA
program? - )

Answer. Agenmes may haw mrﬂng reasony. for not imp]emenimg Inqt:tuhnnar'— .
Patent: Agreements, thus preventing g uniform appreach. For example, NASA
and DOR take the position that their use of TPAs is prohivifed by statute. Also,
frequently there is & relietance on the part of :lgencleq to adopt new. prneednreq
when they dre not required to, ¢specially when the procediires involve major
changes from the way the Agencles have-operated in fhe past. I helieve that the
experience «of the legislatively created Commission on Government Procnrement

~is Mnpstrative, We have Deen nmionitoring the agéncies’ implementation ‘of the
Commissionh's recommendations and. find that,. affer7. rears, Executive brauch
action has ret yet been completed on some of them. Fhis is why we helieve that
logi‘s!ntinn isnecessary if there'is to be nhiformity in patent: pollcv “The proposed .
Act wonld ¢all for contraeting procedures under which alt ageneies wold make

“maxhbnnm-ase of the Institutional Patent Agreément’ appmnvh to assign t:tle to
patents arising from Governinerit: ﬁummrted reseqrch By nniv ersitics, .

Quieation:Nn, 2, 1¢ appears. from -your festimohy thiat someé agencies i ke HFW’
ﬂnd nots which onee had lilieral patent pnlaﬂeq regarding universities ave now
Juoving in the opposite directinn of having lengthy: lmrmucratlc delars before
any detérmination ahont’ m\lquhlp of patént rights ean be made. Did you find
any ev id(-me w hy such agencies are. (hm:gm" :hmr pollciek? Could thtf-: dumce




g _‘be the result ot large staf!’q of patent attsrneys trying to justify thelr.e stenee by _

-_7' creatln miore work for themselyes? .

. olir ofiinion the delays were the résult of. changes initiated by agency oﬂici
] interpretlng Karnd implementing the Preqlﬁentinl I’olicy. As I noted in my &e-

. Qnest:on No. 8 In light ot the evidence th&t you roun‘
: inherent 111 o' case- by~case review of psttent petitions wou!d you concluae that
- i‘

‘ these long perfods of Teview -by the agencies?
Afiswer. Begapse. case-by-tage. review of patent petltions ar

pettitioniers: alike, it is.only natural that the ﬁnancial burdén would be mmst:'

- Telt by those in the Ieast favomble posxtjon

_'the tspes of 1
toward so"lvln ol

: b eniergy ‘ :
ment.mthout having 0 go through bureaucratic delayﬂ at . the ageneie'
Iq it pt‘)sqlhle t_hat thls type of patent poiicv forces small b

: 1deas. but’ are. un_ llmg to riqk Iccsinv resulting patent rlghts to the 'Govermnent.
to have- oo alterngtive-but to turn to the. largé ¢énergy cpmpany 48 sources of

funding, and thiereby create exactly the antieompetiti\.ene.,s that: Governmeut L

_retention of patent. rlghts ig’ quppoqed ‘todiseourage?
Answer. While we know.of no specific Instances of companies ‘;hying awny fmm'

DOE &) work, for the most part it ‘would be the smaler. compam' that conld

least afford an etpenswe._lengthv determination of right'; to itg. Gowmment~
supported: discovery. A small businessman in this eituntion elther cnuld seek finan-

cinl help whereter he coiild find it—possibly from iarge energy companms«-ﬂr-
f

elect not to-pursue the discovery. Neither course may be in the bhest interest o
the Government or the public. The proposed leglslation wolld eliminate this Li‘nd'
"of situation. -

Qucestisn No. & Becanse of the evidence thst you found that many figencies
hnve different ideas about what constitutes an efficlent. pntent ‘policy wouldn't

it he.desirable to have a meatral body like the GAO oversee the tmplementation
_of thig hill if it is enacted?

Could the GAQ assume this’ responsibility if the Cougreqs PrOY 'ided enough'

_ funding so that the necessary staft could.be hired?

‘Answer, As nofed In our prepareil statement, our preference is to not momtor-

patert: poﬁcy impiementation in this manner. We would ‘prefer to. connider thia

aspeet of in agenéy’s operation as part of our meralk reviews of. procuring and.

eontractifif functions and R&D prograis, If we twere to assume this respon:
sildlity, funding. for the staff required wounld necessarily be an important eon-
siderntion inview of our current budget constraints, .

Qitestion Xo. 6. When Government retains title to inventiom has: there been A
record of suecess in developing and marketing these inventmns" .

Answer. The feport on Govérnment Patént Polier Issued by the ¥ ederal (‘mmcii
for Science. anid Technology -n: Deceniber 1978 contained figures: on ‘agencles’
liconsmg of Governmont-owned mventiom for fiscal ¥onrs 19707 throuih 1978
it report showed thif, of the more than 98,000 pafenfs aviilable for licensin::
‘at Reptember 30,1076, oniy nbéut 4.5 percent were hcemed, This ‘experience wns

nbout thé same ag for fiscsl Fear. 1975, but was dowm from shout 7.8 percent
. "iu ﬁwnt :.enm 19‘.‘0 and 19?1 Some of tho agencies e‘{ceeded the (‘0\ ernmeat—n ide:

v z‘: f ctr 8

er; We found that thé. patent Btaﬂs at HEW d\DOD are not largg ‘ In]

:reted th pohey'q

e-8§.met.i‘ 'Fhﬂ?




e iicemﬁ:xg pragrams of the Government -
or_the 3 912 lnventlons :t owned or about S

' oping and mm;ketln""' its" in\ entiéns : Respnnseq ‘were receive,(l fiom 138 licenseesi. A
o (57 yercent).; Only 50, ‘or ‘about 20  percent’ of the 242 total lu_ensees, reported -
thev were pursuing development and marhetmg eﬂ:’orts,_ :

Rr:sm\sr:s TO Su\noa Tmm ‘ON':'B anm Q‘UEBTIQNS BY Emmn B STAus'

) Oueshon No 1. Can a l rge cmnpum' ‘not corered b:,' thi “bxll ever reteive'
i riahts to an.invéntion wh 1t hns created pursuant to federally unded research"

- Willthis billin any W ay € :
s Ancwﬂr. A[.';m-
wunder the Pres
-pmcedureq

‘ nn the governme
$240.000in tlxe
eievenrh _year,

k 4 rind prm’xded f0r Government recoupment in aection_'
"04('1) muld hml in some situnfions, amowits thot might he rocovered. Tn the
situation. set forth dn the gquiestion, The Government would nov be 9nt1ue(l o
share of the $230,000.. meever. if the patent holder were a nonprofit érganizas
tion,. it would be Fequiréd to use nll funds reummln;; After the payment of ad-
ministrative (ﬁ(penqeq for the support of selentifie” resmrch ot edieation, Thig =
reqmrmueut is not .suhject to any time limitation suck as the 10 year limitatien - -
contained in qoctmn 204..Seetion 204({b) provides on acditionnl menns’ ln which~ .*
the Govérnment ‘may reé¢oup its investmdnt. The Government may recoup from -
after tax profits exceeding '§ ..,0000{}0 réceived from £nles of pmducts embodymg-
or manufactured by 4 process employing the invention,

(mrsnrm N, 3. Undér section-208(7).the Department of Commerce i3 to re
ceive nny royalties due to the Unifed States under this Bill. Are the furds ear-
- marked for any pattienlar purpoese, or do they go into a general fund? )

‘Answer, Section. 210.(6}) would provide ‘that fundg rocpi\ ed by the Depnrtment :
of Connnherce he nsed only for the purpozes of this-legislation. This would estih-
lish a revolving fund. GAO believes that the puhl*o interest is best served when
congres:-mtml control over nctivities is exercised through ‘the appropriation .
process with annital reviews of programs and finaneing reguirementy. Thng, we
believe proposed legiqhtinn mlﬁmnnng program finaneing by means other than
through the regulir. mproprlqtion pro-coqs should Inclode prov ision for anmml
review hy the Congress.

Qiureation Xo. . Are there any indicntmm that e'nnll companies may qfnp =eoh-' '
fng work involving rovernment worh if the present patent policy is 1ot changed?

CAndwer.. -\qnortmnu that ecrtain mnmnnwk laree and small, refuse tow ork for |
- the Government because of its patent polleles surface from time to time; oy
ever, the basis in' fact of the claimg ig Qifficilt, if nog 1mpos~u!»le to sihafgntiste.
(‘nmmnieq ednld reitain from doing hll«mow with! tho (‘nvornment for a \nrrety
of reasong and putent pollcy as o eause may not be severab]e frnm other regn-
lakory-or economic Feasonm, .

"Quirstinn No, 5, Are the reeoupment proﬂs!ons of this bill- sufﬂcient fo prevont
exarhitant windfall’ proﬁtﬂ? :

Answer. The bill 'makes nn specifie reference to, Higr tries Rt doﬁne. mml!‘qll‘
pmﬁh It does prnvide that ‘the Gavernment will, after specified Timita ire
reached. sliare in nonprofit organizations’ and small hncinoqqes after tnx proﬁfs '
fmm hcvmes tmd snle‘; ot pmductq emhn(h'mg the inrentmn. .

BEsT _c'ion,AvA_rm;Lé




RFSPONEEB 'ro SEN.ATOE DoLa‘.s Warr-rsm QUEB'HONB BY. ELMER B. Smms

Qucstmn No. 1 IPA’ (Institutmnal Patenf Ap:reements) glve cc}ntractorw

onimércialized, IPA’s seem to’ ‘work for.a numher of agenciés
" who-eontifue to use.them, 1\&}:‘ is one of thigim: let HEW declded to: reevalua(e
}the vse of FPA'S, why?' 7 oo
Anemer. The Depariment ef -eal?h Fi
being done it the réquest of the Secretary. In November 1977 he eéxpredsed ‘con-’
eern about the Jegal implications of d polmv providing for- the.use of IPAs and |
directed the: Department’s General: Coun‘tel to conduet a review. Tn- Iulv 1978, -
the Office of -the General Coungel cireulated a patent pohcv draft _report for -
enmmént. The reporf. expressed the - opinion that the uge of II’M ‘elcournges
exclirsive Iicensing nnd. therehy Rscrihcoﬂ the agency’d broad olueohve of in-
ﬂuetleing the avaﬂnhilitv and - eost ot HEW qummrted in entionv. “The report
furflier stated: that the use of TPAs. is eonceptually inc iqtent with any oh-
Jective other. than- mpid cothmeretnlization.. As ) 1979 the General
.Coun'-;el Tiad not repirted:the resulis of higreview to. the. C:ecre-t" ry. -
Oumtffm No. 2. In youtv atatément You in; cated- that a hacklog 0 oﬂqes
exi":ted ‘lt HF“V requltlng frmn &3 more car?ful rpwew. _What Was the d: ﬁv"

frnm a

defo-rm nnﬂon dt’ the mtpnf hmneh hqd hef-n reverqed Wﬂtz the:-e any. qnhqtanﬂm

‘rexson why this ense was. roversed ¥ D:d the reversal Jeopardxze the invenhon :

‘ frnm ever reaching the market place?
“Ardwer. Tn thig case. the Paten thneh qadmmiqtnﬂve derf\rmmafmn rpqnlfed
ina 1'€v'nmménr1nhnn that na”norchm rights he awnarded fo the Tesen rehi instits
tinn-petitioner. The Assiztant General Counsel for Business and ‘Administrative
Law recommended that wniver of the Govérnment’s rights in fovor of ‘the peti-
tionmer he denied. The Axgistant Generil (‘mznqel fonnd no legﬂ justifieition for
the waiver, nntmp: that the resefrchr-inatitution had not hromofed the mvenﬂnn
and wonld not supply any of the risk eapitial needed to develop it. A progpedtive
jiri mwee had approached the resepreh institntion and assisted it with the patent
appli-arton and waiver petition. The Assistant Genéral €onnsel further foiind:
that ail of the development would he éone hy the licansee and that exclusive
Yicensing appearc 0 be neeestAry fo promote further develgpment. In these
- circumstances the Depu"’rmenf rlmided to retain. fitle Zor the Govemmpnf It
ia reasonable to assume thay the nrospoof'q -desira ‘c obfain license to the inven-
tiorm wounld continue and the chance., Af it ro",.ung the mari.etp]ace may not he

jopardized.

Ourstion Xo. 4. T tf;]-.e if. frnm vour t‘eqtimonv that from ]‘.)GR ur.m ’H‘m 2 year
“period fhat yYou spoke of, HEW wag e‘s:pedltiousl,v processing case by case
reviews, and that failure to do so In the last 2 yvears wns due. to a new laver

' of Teviewing, ahove the patént hraneh. on - basls of thiq. do yon helieve that -

any further recommeniations to the ercutlve, asking for exped;tmus rev:ew,
wonld be fraitful on.a continning hasis?

Answer. The Department Kas climinated the hacklog of older cases. Therefore,
Tequests for expeditious review might not be necessary. In our opinion, the pro-

nased legisintion supporting.a general policy of tltle-m-the-contmetor and aLthor-
- izing the YPA approach would offera bettersolution.

Question No. 5. If ndt, 'do.wou conqider eivil c:{*:‘?'mh admin rqterinsx thesa '
policies in jeopardy in ha.ving to adjust to ﬂle whim of pohcy malkers on short
notice? :

o Answer. Pﬁq«:ﬂge of }emslation °z11("h s that desonhed in-the previouq answer

would resmit -in patent poliey administration hy. statute. Temoving it from the -
prpro;'ative of agpeney admlnlqtrators and resultin" m uniform lmplementation ‘

throughout. the executive branch

gh' thefr use; Detween 1968 and 1977, at least 75 medleal,

.ation and: Welfﬂ!‘b £ reevalnation is

CobH
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GOVERNMENT PATE\!T POLICY BACKGBOU!\D

With the incre se-in the Federal -Government's research’ and development_ LA

quent to World War I indwidual Federal agencies: reacted

-, ¥ ' Iting inventions. This waga »

: matter “hich traditionaily had been left to admmistrnti e control, and the. patent:
policies ¢f the Feéderal agencies were generally fashlon d: h’mzt any. ceutral-

guidance or overall eoordination, - B e
Ag the Congress began ‘to take o greater inter "t in the allocatmn of rights m'

these inventmns, it engcted an number: of: Statites; e«;tabhslung ‘palicies for spe-

cificagencies or specific progmms wlthm agencies Fxamplés are conrmned in the

legxslation establishing tie Natlongl Science Foundation:and the National Aeros

nautics and. Space Administration.' As a Tesuit of this piecemes} appmach Jlegis-

lation in-this ared Iacks consisteney. The Congres-a has yét to establish a uniform

‘ patent poley for Federally: Supported (or fuuded) inventionq. o

- X0 1963; the ﬁrst attenipt was made ‘to éstabitish a uniffed (xovemment pa#ent \

policy,’ on’ October 10 of that Fear, President-

\Icmomndum and Statement of Government Patent Folicy" whieh apphed to the -

niedy: issued ‘the “Presidential - e

: R&D programs of all FederaI agencies excep!: thuse having spec‘j c statutary pnt~: o o

: 3 allocate patcnt rights (1) a*
: ment ta es-tltle to: the patent rights and 1l

_'where the ‘eontractor talkey: txtle to the rights, subject to a¢om itmen
vention: to commnercial-use nnd a royalty-frée Heense i the Goveérnm: S
The 1963 Presidential Statement embodied both "titlo"-and * Ircense" pohcueq '

‘rejecting: the concept of a single presumption of ownershi ’I‘he policv attempred; S

to fdentify thiose contracting situations svhere the. publi ‘ 1
served by chumtmn of patent rights By thie Government, &cqnis:tiun of rights by
sthe cuntm(_tnr, or: deferrihg tlie, dlspositmn of: ru;hts until ‘the inventign’ \w.s‘
identified rather than mal.mg the determination at'the time of contrucimp:

Seétion 3 of the 1963 Presidentinl Statement required the Federal Couneil for
Beience and Techriology fo establish a- mtent adriséry panel fo anilyze the ‘effec-
tiveness:of the policy, nnd ‘to make recomméndations Fof. fevision of moditiéation. -
“ag believed nepessary in light of the practices of the Federal agencies under the
. policy. In:Decembier 19&) the Federal Council established the Committee on Gov-
ernment Patent Policy to carry oiit these functions. The Committee, comprised .
.of policy level officinls from the R&D- sponsoring ‘ageéncies. represented on the
Federal Couneil and representatives of the Departments of: State and Justice,
identified three basic policy questions r 1ssues undellvmg fhe Presidential State-
ment. These fvsues were :

IWhat effect does patent pcllcy have on. industry partiupatlon in Gmern-
ment R&D programs? .
What effect does patent policy huve. on the commerciahzaum of Govem-

- ment sponsored inventjons?

And what elfect does patent policy have ot busm ’_,5 competltion in com-
mercial markets ?

To lhelp examine thege ssues, the Commxttee in Septemberlﬁ_ﬁﬁ commmsmned
Harhndge House, a resedrch and management consultant Av¥h, to collect and
analvze data and prepare. reports which would: (1) help test the effects.of alter-
native paient policles; (2) lead to affirmation or revision of the President’'s poliey
or assist in formulutmg useful legislation’ and (3} be usefnl to executive depart-
ments and agencéies. in admisistering Gov ernu:ent-wade policy. w bether estab- )
lished bx the (‘angress or the Executive Branch,

The Harhridge House report subinitted: in. May 1968 indicatcd thut o smgle
approdeh-to the allomtion ‘of patent rights was @ proper solutio "singe the dpgree :
of commercinl util:zation of Government- -spongored inventions; ¢ reigl com-
petition, and Idustry participation in Governmernt R&D was attr[ t
efal; 1mportant factors. Among these factors were ‘the mission of the cont'i‘actin.rz
agency, the purpoe,e aird uature of the contract the commercial appheab:lxty and




- ""v._ma_r ef . potential ot the invention and the extent to whieh the invention wos L

ped and/or; promoted by the’ cantracting agency.

,Baéed on the resplts.of the Harbrmge House Rtudy and the actual operating o

 Report on Gov ernment Patent Policy recommended certnin impravements to }

These would provide !, :
Ag. cy heads with additlonal autho_"i‘ty to permit contravtors to obtain

rincipal of axi y nsive: patent rights W T T
ypfineipal purpnse of he. centrac is to- deveiop proﬂu 8 for use by' L
eral.publie; .- i R S .

) ote T

tt)r might Jead: tc cnntractar dnminance of the ﬂe]d ors :

. {4Y "The contract Is for the operation of 4 (‘ovnrnment-owned facilitv. L

In ofhor Qitlxqtions—nhem tho pnrpoee nf the ef ,ntrmt is to- ‘hmld on- exi%ing '
f ) .".‘ ’

'W’nlch the rnntmctnr hﬂw an o':hh]ithd non. ,r:nvpmmonf'il cnmmeroml positinn—~

the contrictot norimally’ ann{req the prineipal .or éxeligive patent rights. How.

ever, whore the commerecial interests of the contractor are not sufficicntly estab-
- ¥iched to !m o.vered by the preceding eriteria: disposition of patent rights is ¢on-.

sidered on a -chse-hy-care basis, after the nwen*ions have been 1dentxﬁed and.:
reported to ihe Governmént. '

Regnlations implementing the rev:eod qt'll'ement Imve heen iqqm»d by the
General Servitces Administeation (GGSA) and are mnﬂ‘u‘ned nt qeci’mn 1~9 of the
I‘?(Ieml Procurement Regulations rFPR) #ird_section 1{}1—4 of the Fedprﬂl Prop-
ertv \hnn;:emont Repguistions (FPMR). ‘Bath. sets. of ro;znhtinm were chal-
}pnged in separate lawenits in which it was alleged respeefively that nidn-aequisi-.
tion of title by the: Governmeént, atd excliiaive lirensing 'of Federally-nwned
patents, constituted a disposal of propert}' in vlolutmn of Article IV qet:tion 3
clanse2 of the Constitiition,

In April 1973 FPMR T01-4 was ehallengéd in Pr.r?ahf' ‘Citizen. Tne, v, Rmnpsnn.

“The Distriet Court’ found for the plaintiffs in'n decision without an opinion, and

the Governiment appealed. The Conrt of Appeals reversed the lower conrt, finding
that the apiiellees lacked .standing to ‘sue. FPR 1.9 was alse challenged by
Puhlie (‘ltisrpn Tne, in Febrittrr. 1974 but the Distriet Conrt dismisseil” the coms

. plaint. on the grounds that the phintiﬂ’s did not ‘have suﬂ’iclent standing to se. -

’I‘he judzment was affirmed on appeal. . :
Artiele 1V, section 3..clatise 2 6f tho (‘nn*:timﬂnn "mntq tn the (‘-mrn-m:q =nla-
power to.dispese of and make roles respeeting. properts belonging to the Taited

-States. The noted conrt challenges, nithiough disinissed on procedura) grounds,

involy wl fhe substantive {sse of the GXA Admiinistrator's antherity fo- reomul-
gate regnlations disposing of .‘suoh property siice the asserted ‘wovernmental

" authority. denved niot from h conpréssional enfetinent, hit from.a "Preeldentini :

‘smtoment e £ [ impnrmnr to.note that snch an- SELHTE does not’ arise whéré the . -

[Congress Jegistates for thi-@sposition of Government prnperty and pmvides for

‘Fegulatory nutherity in such teglsiation,

The - f‘ommiﬂ:qinn on Goverhment Pmcurpms'nt was crpatod hv Pnhlic’ '{.aw,. T

012129 in ‘\’ovemher 19469 to study and recommend to-the Conirress methnds to.
promofe the eronomy. ofﬁvlenov and effectivenoss 6f preeurément by the Execit-

tlve anch The qtatute prov:ded for i bipartiqan 1°-member body. Two mem- :




"lmrs of ﬁlo Ilouse ot Represenmtl"oq anc} f pnhlic mefnher m‘-reﬁ- poo
L ‘:Spe‘mer of the Iioiige; two members «af the Sénate and a maililie’ memher
'-were appointe(i by the; Preqtdent ‘of the Senate, Two memhers of the Lxecutive_ .
Braucl and three publlc menibers wWere apnointed by Hm 'resident of the-¥inited
Smtes. The"( ommmller beneml ot the Unlted Sta*es Wwas designated i memher

o In Disceniber ]9(2 the. Comml'-mion ic;aued a repnrt tn the (‘onzrew th’tt recnm-' :
; _mended prompt And’ uilform Implemeu tation of the riswvised Presiden ,q‘l"state— .
ment, The Commlssiou felf that it was premature t4 (HstiEl the: Intést I'restden-
tial em:;rt and ‘that any migjor departures from that’ policy should

~until the revised policy could be evalunted:in the light of wetual’

lencm lltmmer, the Corhm sion also prmided for an alternate, npx:rmch in
¢ experieiice under ‘the Presidential’ pnlit'y wig ifnsntisfactory,: :

The Cominjssion's plternate approsheh. invoived tho: repénl af Al extstind
-lalmn ‘concerning the.dispesition of rights in inventions. made under Gov emment
contracig and its replacemelit by o statute.of Governnieat- wide- qpphcntion. The

- nitefnnte approaeh providéd, for allowing the contractor ty ehtaih principal fights
in Hu- tavention: with the Government oht,unm;: - royaltyfree. nnnewluiise_

"tn;:ctlwr mlh cort‘a' , ‘marf_lr«h! rif*htu ("\I -rch in s, which also.
“by the Gov-"

tor to license

: ernment by wiich it. \\illmnt cnmpeus.mun. cnn roc;uire the ccint
) others un(ler corlnm Lircumstame‘! ) .

n‘mler the re\'iqﬂl Preqidenﬂa! pohev 'fthe (’ommit' B rm ﬂov ¢
livy dccmed ln cw:x{uteznber Iﬂm 10 draf leﬂ'ieln tio

) _ | htive proposnls tlt i ‘-e-
adnp!eti tho pnlk} umcmlts of the Lmnnursio-a & alternate appronch ‘-‘-legi*x- .
) l.lti\e nropognl weuld: permit the. contract to olitain . mwntion Tiphits subject to
the nsunl Ticense to the:Government, with a ‘requirement ‘thta third parties he
Aeensed Tunder rt-qultm natenta in ‘-peuﬁed publie “interest - sitnations, Ti
_Ammar 1956 ‘the (nmlmttotf'-, ﬂruft tomigintion was forwarded to the: ()fﬁce of
Management and. Budget The Admluistmtum lmueu_r ne\ er acted to. support.
this fegislation.
0 En 397 Roprvcentnme Thomtun introdueed IIR 50075 that BilL tnoh nn.
"ﬂpprﬂ‘l('h q]miiqr 1o’ the ‘altornate rpproach. for -Feder.u matent poliev pro--
posed by the Commission, The Comntroller Genernl, 4o commenting on thig Bl
noted it‘; ‘similarity fo the Commission nlternate approach and: stated, “We
su-:]mrt('d thie. pitent pohtv recommendations of the Commission aml W enn-
tinne to belleve that éstablishing a uniform Government-wide patent policy conli
foster .n greatér depgree. nf commereial utilization of Fegleral mt'oum s,
{B~1 400{;0, heptemb@r 1‘3 19¢ 4) \o hearings \\me lwhl on IR, Q.;% : )

B. 414 BECTION-BY-RECTION CG\IBIF\T‘E

S(‘(‘!mn EOI—Drfnihrm? : :

Rubsection (A) defines Fndeml “"oncv as inctuding “mv pwcuflve qt:em'v as
detined in section: 103 of title 5, Unit~d States Code.” '“‘h[s definition would

inefude the General Acedunting Office,

SubrecHons (hy and ((*) roapwtivvly deflne fn'ulm" agreement ag “any con-
tract, grant, or conpemth & ngreement entered Into, bétween i ny Federal, ageney
and nhy persen” and contiactor as “any person that ix a oty to a funding
ﬁf!r@ﬂme at" (rmphasis added), There is. however. no definition of PEERON Pro-
vided: A definlfion of personwhich would inéiude’ partnerships, corporations,
In«umtinnw assneiations and other entitios fs necessary if stich organigations, ng
woll nx lm]it donls, are to be elearly covereid by quhuvctinm ThY and fe),

; Q)oclion 201 prmhh-s ne; dcﬁnmnn of invnntnr. ritthie form b used In sovtmnw'
“":'f:tc)dfl‘it}l mtl;l "()“ f:}) of 8,474, Such n doﬂnit!nn should he provided to clnr[h’
A atlnetion between c-ontruc:or and invm!or iq hte
‘ (Q”‘) snd "0’..((1) 1 n(!ml' iu gectiong 2

Reelion °ﬂ2—-nmpnmn‘m; of rfqh ts

Subsection  (a) sots. forth two instances whore a deera] :x;rencv mnv pro- '
. \'idu uminst relent!nn of title to a sui'ject inwmion by the contractor. 'l‘he ﬁrst

(Icf(‘rred.'. .




jectlvés' f'theAct. e | L
3 ; 414 cont n_ed a third categnrr for reqtr' tion or '_Hmi--_ ‘

o tractor
tirmal s
vim\' il_l

-~ hients-of’ the Act: One'sich provision wouId qtipulpte thac .’he Feder&l adoncv has
. the right to require perfodie: ‘reporting on’the utitization or efforts at obhmmg o
nnhmtinn that are belhe made, by the conteactor. Thig appears.- to he the’ On!v :
meany #n-agency. would have to. monitor the venfractor's ¢ ¥ S
'prmiqlnnq of the. legml tion rheret‘ore, it ‘would be’ prudent to add-another re-" -
Jguired provision to: & \ 02(c) to inmre that hoth:tlie agency and the (‘nmp- A
trotler. General !mve th rlght 1o exnmme ‘the perr!nent bool\q doenments; papets,
9n(l Te nrds o the c t tor, m- any ot h!s assfgnees or lacenseew in order to.' f :

' \ulrrm 21 mf'am dinuation of I-cderul lucnsmg p: acmea O
gﬂ:‘!hrms "03(;7) ﬂnd 410(6) pertam to fee% antl rny'sltuw recplvod by fhe -

o Im:dq forthe: pm']mv-e of .this !egmlmmn. thur; estahllshmg S
GAD biljeves That the public inferest-ig best ferved whién cong torial contrnl_'- '
over netivities is exercigsed through annunl reviews snd afirmative sction oh
ylanned progrims and: ﬂnnncing rer;uirt ments through the appropriations’ proes
vsses, GAO lias, therefore-advocated that a program be financed through direct
approprntmn or that Isgislation authnrmng financing throughy ‘Other meancs prn—__
vitde for: ﬂdeqtmte and- contiuumg congresgional dontrol: ‘GAQ beélieves thit, to
maintain: eongréssional control, proposed leglsmtmn to authon?e program financ.’
ing by means otherthan thrml"h the regular appropriation process should include
provisions fer annuil review by the Congress, coupled with such- I:mlrdtmns and.
allm\ ances for ﬂenblllty a8 doemed 'mprozinate

Coum‘nmlcn Gnm\r or e U \rrrn qn'rr S
. . Weashington, D. C. July i7 19”9
-T-133356G .
Hon, Bincn Bavn, |
.8, Senate. '

Dean “:r- NATOE DAvp: On September 15 1978, vou and qenator Dole wmte
that ¥ou had introduced & bill to éstablish a unifnrm Federal patént procediire
for small business and nonprofit organizations and intended to hold henrings in
the f6th - Congress. You nsked that we proviide testimony, including n discussion
«f the procedures of the Departments of ‘Energy and Health, Edueation, and
- Welfare for deterinhining the pnfert riglits for- inventions arising from Govera.
mednt. supported resenreh and: development, The . pmoomlres ‘of the-.e (lep'u'tmeurs i
were t6 be contrasted with those of other Federal agencles. .

AR g resiilt of dizcussiona with representatives of your nﬂ'ce and qenator
Disle’s, apd your-lotter: of January 8 1979, we aitso obtained information. on ‘the
patent palicles and procedores of the Depnrtment of I)efonse and the \’ationat
Aermiantice and Space Administration. - ‘

-Welgave testimony . before the ante .Indfc!m-v (‘ommittee on \Iw ’18 A
'h«if‘l\gl‘mmd lmper on (‘mernmpnr patent policv and dotalted comments on the



' included a8’ encicsn

" leén able to support. your efforts ioward & unifo

’ ﬂans mnﬂe-undvr cnntmcl-; ;:rnnt‘ _1
1151

Taviths DOES if he (h~t('rn|ine,

X g’k summnv of thé patent policies nnd practlceq of the four agenmm are.
to thl‘; letmr. “‘e obrained thh informatlon by working

for fornnl reuew or cmnment ’I’he matorin! i-a nl‘m hemg furniehed to Senator ; '
Dole;-Thig mmp!etea mn' work to satisfy. your rwpnmt W *u-(- p]Pu‘«vd m tave

Sincerely yours, _ _ _
oo Lr urn R AATS, .
Compfro!ler Gcncml of the Umted S!atcs. )

I‘ncloqure.
I)Irmm'\:s'\-r oF I‘\Fum' P.\-rr.w I'm qus .un Pnncr.m,nr:-. e

The Dt\p.!rtment of Lnergva (])OF} pntont pnhov i hased: on %ecuon 152 of
the Atomic, Energy. Act of- 18 Casonniended; Scction . of the Federal Non-
nnelenr Fuergy Research -and: I)otelnpnmnt Acr of 19747 and;, to the extent not
inmmmtont w £1i - thew_smtuteq the l’l‘e‘\idt'nti:‘li \Ipmnrandum smd ‘stﬂtemenr nf

Ieve!np- .
W!u-n

ment.

qnd denmn:tr.nion.
the (. -

i p‘ | 9, ¥
r';:ut‘; of the . Gnvemnmnt to any - mentmn tifde ot tn he made umkvr mntr-lct_
Sthay the mtorvst of the T'nited ’%tateq and - the
goner.\l priblic will hest be served h¥ such walvér. There are two fipes of

W auers—«-mhnuce and in(hvitltml CAn ndvande “nn ar-iy pequested-at the tiine of

If granted, tho whlver rp\mlts in a-pontract ‘provicion in avhich
DOE waives its patent rights to- all-inyentions wade or conceived under the
contract. An individunl waiver ié rm;nested when ¢ purt;cutar inv ention is made
or éoncelved mulor aeontraet:
© DOF's legisiation (ﬂ-tﬂh!hhm! four nlneetn'eq in m‘ll\.ing w a;v(‘r det?rmumtmnq I
Maline ithe henetits of the enerey resenreh. oy slopient, md demonsira-.
tmn programs v.ideiy a\mlahle fo the public m the shortest practicable
tlmv
Promoting the eommorrml tltihmhnn of t:tmh {nventmnq : )
Encou ragmg partimpatmn by private persons in DOL 3 enm‘"y programs.
and
I-‘n':tenng competition nnd preventing: undue marhet concentration or the
ereation or malstenange of other qitnati(_mq imeonsistent with an'iirnst laws,
DOL's regulations impleinenting it legislation also provide 12 specifie criteri
for the Secretary's consideration ln ‘granting advance waivers and 12 spemﬁc
criteria for 1ndl\idunl wnivers.

WAIVER OF RIGHTB TO U\I\FRSITXFS AND S\I‘AFL BUSINESSES

Speeifle criteria in DOF‘q ‘legisintion and . implementing. regutations (issued
Iuly 13, 1977) provide for prf'[’ertnlial treatment . for small businesses and non-
proﬂt eduecation institutions, Walveérs are generdlly gmmed to smal] busme%es
if the vontract im‘olves their privately developed technolagy,

For advance wuivers; DDF conehlors approved teahnolog‘v programs the equ{-
valent of menufacturing nnd marketing cambllltipq thus providing universities
an equal footing With industry 'in reqguesting advance “aivm-q Iowever, dn
approved program is not sufficient in_ itzelf to- jJustifv an advance waiyer. The
walver request must he m_nsldered in ltght of the four ob_jectives andg 13 eritena :
established by thé regulations.

DPOE does not usually geant individual waivers to contractors, Inel Jding‘ -»m&l[
businesses, for fdeutificd nventions it DOE continnes to fund developrient, The
only hasig fof, mnsiderlug AR exwpti:m is the exfent to which the contigetor will -
cost share dovelnpment I)OF‘ plaua"i great weight on eost bhnring in makmg 1ts

walver decisions.




C _or nonpmﬁt educational instltut 3 with tee nolngy transret progr_ ms and -
‘gapibilities that have been. approved by DOE,; thé Departmént also’ generally :
-grants individusl: v.aivers wheu it dues not continue fundmg d(_velupment a[ter

vetition §s Tdentifled..

LGS ddelsion on each waiver requeat Is’ supported by & -“Stntement of Con-' =

slderntiunb” which spells out the. reasond fop either granting .or dl-nying the " -

‘waiver. Each dtatement cites at leost ofie objettlve.and the spéecific criteria mgn-
- daréd by ihe legislation, and etp!mns the hasis fo
L tion, AlL wdTve 'determmutiuus ure courdinated
: _appropriate progmm diueion. : .

‘iith nnd concurred m by ‘the

IHBTIIUTIG'&'A.L PATE‘Q’T AGB’.EEMEVTE

DOE interprets lts iegiblatxon as prohibitmg ﬂze uae of inqtitntnoml pntent;
agrecments fur walvihg title to aniversities hatlnp; approved technologv transfer _
capalnlmes The rutionalé for the Dep.zrtmenf's interpretation is fcunded on s
Cwiiver. polfeles which are derived fropy the legisIntin usspd abgve. _
Hm\ ever, for universitics having DOE approved technol _gy tmnsrer programs, -

‘Department adepted nn - abbreviatéd waiver petition in

~petition’ was tlemloped to Hint the infort ation universities would l.x’] ve to'subimit .

: 1\\ Hen ‘petltioum" IJOL fur waiver o[ dumestlt. pntent ribhts to an xdentmed-.‘
: mentiuu. ; . . :

B I'ROCEBSI\'G AD\'A‘\CB “’QD I\DIV!DUAL WAI\EBS

-recehed, 422 petxtlons for wauvers trom :
. | ! i f The De-
i n_artment gr.mt d- :
] h.-u_li\ rthdr.m' \wre in

i . 'uS for in-~
) dn uhml wﬂnerq ‘
" Three hundred of thie: 4 pcmiom recelred by D{)h were for ndvance wairors_
. 31 1) W D fnr indn fdunl vnn Crs. I)OI‘ s.procesm ng pr:oritv to advanee waiver
et RER Bocause “the y ILI i .md, thergtore,
conld affect’ vontrict i 3 :
petitions were in procens onr Necembier 31, 1975, while 48 perceut ‘of the individual
petitions: were in pracess. With, o casclond: of 112 ‘wdiver petitions in process
it the end of 1978, DO was about one yéar hehind in’ processing.

We analvzed processing tinde on-30:dndividnal waivers whieh DOE Ident‘iﬁed
as mlemhr year 77 cases. The Depirtment’s processing time for ctrms!d chases
rnzed from three jo nwenty-tive months, averaging about 13 n10nfh- Poter-
minations on seven cnzes had not been rendered as of Det‘ember 31 1")"8 These
potitions had been onts mmlin" from- 14 to 20 montlis, av era"m" 1% nmnlhs irom

. the darethe petitionsy as roceived by DO

Anstysis of DOEs 1977 and 1958 determm‘!tmnq dlsc‘osed that 121 waivers
Cwere pranted and 49, or 40 perecut; were to small biasinesses and universities.
Durm-' this samme period DOE gented 17 remiests, of which 5, 0f 20 pereent,
were fietfitions of unjversities, Two university  potitions were denied sithout
IH"(JH{II((‘ beratse the Department was (ontmmn" to fund the imention \0
sl Imsitmba- petitions were denled.

CA‘%E_ su’mm

‘We re\iowod 13 cases w h(\ro (‘nnlr'u'tnrq or inwntnrs pc-tafirmed DOI‘ for
saiver of rights to identified inventions. Two enses were. re\‘ie“ ed at the refjuest
of the Senate Subcommittoe v the Constifution, The other 11 ensés were sélected
“hdennsze they were the aldest cases open when. oir. roview ('nmm(m(‘ed in Octo-
ber 1958, Dyirlng our review, 10 0f the 13 pet ition< were npprorod one was denied
withnut preiumm (the contrietor exn’petition again aftnr DOF‘ ceépses project
fusiding¥ and oheé wny elosed heense the fiiventor fiiled to subinit. the required
Information. The remidining cnze alen wng clised be cpuse the peti oner-did not

the Fecommeided determina-

Aprik 3079, Fhis

Cnifvance walvér

" auhmit required infnrnntinn hut vax .rmmnod upon réquest for reconstderatinn, -

Mhe tnie reipitred to ke (lvrnrnnmt,mw on Phe eases rapged frome 10 to 41
mornths, nw-r-agmg nhnut 22 monthq from the time: DOF re(‘eired a formal
'-p('tmnn
" We fonnd the rengons tor the- de!sys n: m&king determ!nntlons varled from
.case tocase. In three cases the delays were attributable to DOb Co :




ge In a vortex gas liquid hea exe [ o
plovee of Sahdla Laboratories. The inveéntor filegd & waiver petiticm i, Febriiary, _

. 1996 T June 1976 the Division of 2lilitary Applicntions informed the General

' .Cmmsel g office at headquarterss that the'invention Whs ot 4 suhject ‘invention.

. ned to further-develop or commercialize it. DOE; however, did not notify the in-

2 . ventor untll almgst: fwe years later, in Febriapy: 1978, that it would assert: 1o ’

L-rights [n 4he invention.’ IYOE personnel]. attributed‘the delay to nh fdministras
twe oversight cansed by the pro'-‘.q of: ather hucsme ] "They nlso pointed out’ that

) B muﬂn-r e, It t'n !n-—:rmm‘nh !m Irl\c'n“trl t I'D'!'r“n'tl fﬁr’ enhr 'I“‘ﬂTTF
: tion surface pane!s and petitloned for qQ wmver in Septemher 19m. In- \nvember
‘ -‘l'h : Niead ‘

's offie . C ‘ ;

C would mahe ﬂ:e inv ention av'uhb!e to thp puhhc in the qhnrteqt tlmo nnd wmtid
ol promote the cnmmercm] Autilization of the-invention, Ho“'evor. ‘the waiver
: wnq_not ;zmnted until Fehruary 19% 2 or 41 months aftvr it hnd-becn requesrod A

' -asseqqment of D()h [} plnnq for further Iunding and ‘concu_

TA JRa-thisd "o : ‘ ~¢anﬁm{ Sl
' ,qumted Y Wmver in ’\ovom‘her 1‘)"’8 tn a fn';t tra f\;lent dlmtizer devicg (!nrequ‘d o
' ' . Tnt frs pet

. -pllcation on the invontlcn unti qfrer the waitér: determlnﬂtion cou!d ha viewnd'

-as'a’lack of intent to commercialize. DOR suhsequently: denied the walver with-
out’ 'prejuﬂice ‘on Jonuary 3, 1979, on the basis that it wig sl funiding the in-
et iy Caes pecords Sivljento that eething ceeupped on thig (‘-\m for’s fon minth
nnrind rnm olieF 1977 thronoh’ Inly 1979 Japd the invention wis being dovelipead:
Ly FO&C Narenly dnp fo the invenfors offarts, Qver 2 5 months olqpaed hot“pon
Stanford's request for waiver and DOE's denial.

The seconid case identified by fhe Suby opimifte for nhr reciew -nvn‘rod :
Pardue Tniversity, Pardns requested n waiver on _-‘~(\]1fmn'l‘9r 20, 1077, ta an
invenition made under a DOE contract and a National Science Foundation {N8F)
grant, Tlhie invention cansisted of a xs-Ieotno solvent extraction’ prncnaq ptiliz-
ingz (‘t\lhﬂnkm mntorinis, .

In Octobor 1977, Now. Chemical expressed ('nmmormn! infnroﬂf n t'hp qnlvnnt
fnvolved "in the process. ITn a lefter tn the inventar in January 10737 -Dow
- reaflirmod ite Inferest in the =nlvent toe linalozy, bat staled that {t nnu]d prefer

to walt until it -had a clearer definition of the patent situation from DOF »nd
N&F hefare e 'mmn.: work, Purdue did ot inform nnP of ﬂm\ s interest in
the solvent, -

- In - Jannare 107 ‘Z DOFQ f‘hrmz:n patent nffice rommmpm‘lod to the ('onpml

Counsel's, office that the walver be granted, Ilowever, i Fnhrzmr\ 1078, the
Division of Solar Technalogy, objeeted heeatize the Dnhmn hnd a\\nrded Purdue
LA new EI0000: contraet to firthof develap the iy ontion.
“NSF released ‘its Interests in the invention to DOE in Aprzl ‘!')'.‘R (‘nn«recct-_ B
-man l"ithi.m #f Tudiana infnrnwd NOW In Aprit 195K Af thi State of Indiada’s
interest in the dinvention and ureed that ihe walver be grantéd. Alse, in Aprﬂ-
1978, an Indiana based-firm informed DOE that. it had indicated: to Purdue that
it wonld mmmlt.SRR millian th hnl!d a.-plant io prm-e the- cnmmt'rcinl Teasi- .
- hility “of. the invention, Arcordine o (‘nm:rem-t mp I‘nhmn, this firm had aho
.applied fora federnllr guaranteed loan for this Phrpose, - :
In June 1078, Congressmarn Fithian informed DOE that. the ‘-‘dnte of ]’ndiana-
would mahe $"00000 availahle to Purdue on Ju!y 1, 1078 fo purque scnled up

ST COPY AVAILABLE

“DOE funding and that neitheér the Department not Sandla plan- . -




_prnponnh to DOL for fundlng to turther develop t,he inveutions _
: ln 2 cnses the petitionerq miled to pronde the- requimd information s
' .the Department ot De{ense to I{ft-

plo; er ﬁle a complete petition aud g _otlt i DOFxof cbange ot addrebs. )

g ucwswo

) D(‘lF‘ dne‘; not act[vplv prnmnte !mensing of its 4.24-1 domestlc patents and'
patent. appl[czitlons As of March- 31,1079, 435-6r about: 11 pereent of its inven-
tions, had been’ licensed, The Domrtmmnt lmd fesned 1,211 nonexeclisive and 2 -
—9'\_,luuhe li(reusen Becutije DO i ‘... ' ' u‘p n!th lt‘i hcensw eDepnrh

] P" on lew thrm 20" percent of it%- _' i
'._npprox_!mnte!v "’000 fnre:gn pats .

Torelgn Iic-on«es on eight imentlons totuled abo 1t $17; oﬂﬁ Domestlc patents are-_-  1

' -] ll(ensed royalty-free

) HABCH-I'Q RIGH ¢

’I‘he \ounuelear Fnergv R&D Act” speciﬁes 'inimum r:ghh
: acquirp under énch ‘waiver. These inclade: the'follo“,mg mitreh-in ri;:.ts :
The rizht to require the. vontractor to license others at reasonable royalties .
it the ftivention is reqiiired- for- ke by Govérnment. reguhtmn or ig neceb-f_'
“sary to fuifill heglth, safely, or-energy nesds ‘ :
<" The right to termindite the walver in whole orIn’ p'u-t lf the contraotor 5
- not taking efféctive steps necessary. (o commerc:aliz.e the inventmn, or wlll :
not tnke such steps. within a reasonable thme; and : N
- The: rlght to require heensmz at renqonnhle rm'nlties nr- to torminate the ‘
aiiver in whele or in: part if it is sho“ nodt q publw heqrmg held: 4 years o
dftcr the grunt of a waiver that the waiver had tended to violite the antis:
“trust Taws, or the eotitractor has het taken, and is’ not etpected to take,
effective stens to eommere iatize theinv entmn
DOE’s nuiclear actlvities are also covered becanse shmilar pmvlsmnf; are a basic
© part of the Presidential Memorandum and Staremient of (.mnrnment Patent
© Policy and the Federal Procuremént Regulations. ‘
DOE'S regutations stipulite that the normal merc:cmz of ité mnrrh in rl;.hrf;
equireq the licensing of others. mther ‘thian terminating the wniver. Contractors
have maintsined that the pos<ibilits of DOE tormnmting the waiver gerves ns
deterrent for investing risk capital in commercialization. DOE believes hrow-
-ever, that if the coptractof is jhvesting money in the dcwlopment of the invén-
tion, it'should feel assured that the waiver eannot be terminated: urless tliere is
novind: Vi of e it rise Tows, BT o nid that. overnl, i eantriofore Do et
found march-in rights retained by the Govornment pﬁr*'culnrh' nbjectinmble and-
: chl.er(I that t])eue prov;smns are. not a senous xmpedimen!: to the Departmeut s .
. contraeting ‘function,
” DOY said that march-in ri"hts to protect the pubhc s interest w ere developed

to tike cire-of and mhlrosa the patent poliey issues of confractor windeall pmhh '!’ .
sunpression. from graiting eontractors fights fo, invontinng, 'I‘!w Prapartment =~

. believes that marchin rights, zlthough available to the “Govemiﬁe-nt for ‘more -
thnn 10 venrs, have not been utilizéd Lecause such problcms are mm:ionary and
not acbomil 1f HE wien negative: offects resulr frenn u‘lmwins.. U eontractor to
-retnif title to an ibvention of rnmnu»r('mi iniportanes, marchiin rlghts are there :
to nddrcss lhom. (}lhermbe I)Oh !-Lhetes thm \\ill never be used :

| BESTCOPYAVNLALE '




Dsmm:uzm er me:m, Ennca'rrow A-vn Wr—::rnnrs ATEN Poucms .nwn C
: Pnocwcnza QTR PR

‘On Aj pril ]1 19a3 the Federal Security Agencv and other related agenvlefsi .
'“ere_ mnt;oliduted into lhe Deimrtment of Henlth Educutmn mzd Welfnre

. i t.e Depﬂrtment g exrstlng rep:ulatmm ( 4 5-C. ‘.; )
:_.‘the Departments egulartions hme heen mviua_ to incorporate the ohjecthe‘s-

:Ier wo% “huh ;‘mern.\) dllmﬂttou of (a(ﬂ rnment e.nplmeo in-

: fon’ of sabstantially all JIIEW employee inventions resvlts-in

‘Government o r'-hip These inventions c*omprise a ma-_]or pertxon of the I}epurt-
meuta p.xtent portfuho nndmre &y mlahle for Zscensing, A

GAO REI’OR'E‘ 0\ HBW PA.TB‘?T PRACTICEB

A Iong period of T{F‘W nncerhinty gver the. dlscretiouary aIIoeation to fhe-
innovating irganization of ihyentiong resulting from ‘Departient funded grants .
and contraets-was brought to a close by GAO's report to the Congrees. “Prohlem

T Areas Affecting’ L‘aefulnebs of Requits of Gmernment &ponsored Resear(h m" -
Medicinn Chennslry ’, Angust 14, 1968,

GAO reported that IIEW's pmctite of retamlng title-in- the—Government for :
invehitions resolting from resenrch in medicinal chemistry was blocking develop-
ment of these inventions and cooperative efforts. between the. university and
commercial ‘sectors. GAQ found thit hundreds of new compounds develop&d at
lllll\(‘l'\']f\ Mboratories had not been tested .mll sereenéd by the plmrmm eitfical
1mlustrv because these manufacturers were unwilling to nndermhe the expensé

- without some |mc:<-ib:hr\' of ohmmin:: on a tinely basis etclnswe rights to further
development. GAO eriticized IIEW for its fallure to use the discrétion permitted
by its regnlations in either ehtering into II’As or making timely determmations
vt Fegnests for groater n"]ats after identification of inventjions.,

In response, the Domrtment reinstated its 104 Program, revising fmﬂ sfand-
ardizing ite ngreement to ensure uniform treatrient of institutions. In Septem-
her 1975 the Federnl Council for Science ang Techiology endorsed a ‘modified.
HEW IPA program for t"&'-retmn'lry nse by nll-Executive ‘Branch R&D acencios

Cand a July 1978 Federal Procurément ‘{ocnlution prm l(lod guidanée.on TPA use,
Axof ﬂommhvr IQxR thie Dopnrtmout had hnplemery P IPASwWith V5 ins 'tutinm I

In 1974 HEW surveyed. {udividual petitioning: institutions and institutions
with IPAs whleh had obtainedi greaker rights to inventions in the mrformnnr-e-_
_nf TIEW-tanded rmearcl. since the- GAO romrt Thv Tnstitutions rreportéd that
T4 exelusive nmdd 41 nonexclusive liconses Bad - heen m‘ﬁntiatod under ]ml"enh-
ﬂl‘ld anplications. filed . on’ 329 inventions. JIEW es-rim'ltod that the ‘Heen<epx

omm"!”tféﬁ ﬂ'pproximntely $Go mlllion of: pnvate nsk cnpital to dexelcp ‘he-se_' ‘




Vl‘tuuonq dlso- report d:. hn 'er that the righty to over 60 pereent'_"'

ned find nnt lmvn lwon‘-ed "md mav newr he lmenﬁed :

= g ‘
- ‘pm vide for etclushe Ixc*eming As of. I)ocembor 1‘);8’ 19 e :
Cexelukive hccns s had Dren granted, HEW's: I’atent qunch ‘wald that. allhough it
v doner s hest o hoenue the Dep&:’tmen ‘s prtent: pm'ffoho, it hag not heen_
mﬂo tn (]\t])h(“lf{‘ tho tc-r hnolngv transfer ar‘compﬁshed by the un!ver _ties Suc-‘
B"‘

tinn nt‘ th
- OF t_]:_s_- posy

C&BE STUDIES

“p rn' im\ M ﬁvo o:l‘m\ q.r_ the roqumt nf ihe qt nm‘e ‘-nhmmm:ttpa nn ﬂw (‘nn-' o

m-h. \CI. and -'\qu, o{f"c'
.mner mnld not ho

{ mnmmmtue I)nm’der‘: 'md %rmke fAnestionea the-prn{mqed'
‘w,n e of an mclm 1 ]wonﬂe to AREE beeause another cOmp'mv ‘had decloped -
“podlinilar syétoin The Offfce of the Assistant Secretary for: Hoalth,  howeved,
following the réconimendifion of the National Tnstitutes of IIrnlth Inventionsg
© and Datents erﬂ. advertised in the Federal Register on April 7, 1077, that it
Cintended to- grant AS&R. an- exclusive license unless, before. June 6 ]915, the
Department - rorc1vod either stiufements as to why the lidense would net be m
the best interests of the United States or upphcqtmns for nonexelusive. hcenceq

- Alrhongh shtempnh and/or Yicense apphmtions and. nnhceq of interest in
filliz sipplications were recéived from - Seven firms (none of which were. small
husinesaes), the National Institutes of Henlth Inventions. ang Patents Boawl |
reconimended at a meeting on Tune 10, 1977, that a-3:vear diniited exclusive
‘licensa be granted: to AS&E. After granting the licdémse on. Jnne 17 1977 the
Assistant Seeretary for Iealth (‘nncelled both the Heense. nnd A%&F"s foreign :
rightson July 21, 1977, . o _

Ilv-'1r:lmg eandellation of the license, the \smstant “-'»ecret'\ry wrnte-

I am- compelled to toke this action hecause the- limited exclusive liconse:
was granted !0 violation of ‘the appHeable policies smd’ regrdations, Under
the Presidential %tmement on. Gorernment Patent Poliey - (36 F.R. 168R7,

L Augist -5, 1i¥1) and.-the Federﬂl Procnrement Remldations (41 CFR 1~ =
0.107-3(2) Y which: implemeiit that Policy Statément. the Pepartment dil nnt
have authority to geant. AS&E a llmited exclusive Heensé to practice the in-
venttons developed under its contract with the ’\’atxonqi Eanicer Ingtituté

unlesa that jlcense was o' necossary 1nconhve to bring the inventions to the

point of practieal applieation or nnlmq the Governinent's contribution to the
friventions was. smail chimpared to that of ASKE The résponses to the hotice

© of intent to grant an exclisive Heense to AS&E, which appeared in the Fed- o

_:Pﬂﬂ Reglqtor (12 F.R. 18151, April 7.1077Y,. established that an exeluzive
‘Heense was not # necessary fncentive to bring the fnventiony to the ‘point of
practienl applieation. The contraet under which the' lnvenﬁons were made
was tul!r funded by the Yational Cnncer Instxtute and thus the Govemment’




- which *¢an make’ poople &
“These invetitions were ma

-ber 'I'hiq determm
'Asslstant Gpneral

'a mlution fm- treatment, of: porqnnq “it v

il \luhitioj of ‘1hi
. the Federal Pmcu

'I‘he Getteral oJs g :
agency operafing uinder fhe’ Presidential pohcy can move 13 almost any d;rection
wi.xen determinmg nghts to Snventions. . .

..WAIVER C.AS!-.S

One case inmlved two !nve‘ntions by University of Texns sclentwts relating to‘
the hornrone thymosm used “for treatment of ‘ma 1ctmning immune systems. :

‘im'entmn. :

i n showed !

. ‘Although the Uniyersity’
ﬁled ._n patenf npr!hcation m —Decembsr 19.4 uml rhe invent n wae pnbhshed in_‘

o -peﬂtmnéd III‘W for n"hts in Octobm 1918 Resenréh Corpomtmn e‘;tim&ted that:

it woild take from 5 to 8 yeaTs and an investment of about $850.000 to mirket’

the invention: Therefore, a'time limited exclusive license \vould have to be offered' o

before a commerdidl fi oy would make such gn investment. )
' ‘\IH informed HFW s Patent Brageh-in December 19;8 thqt it d;d not obJect

to Columbia and: Research ‘Corporation retammg title, but the Pitent- Br‘mch__ S

did not send such & defermination to fhe Assistant Generai Counnsel until October i
1977, Patent Branch officials conld nnt exphifi why this delay cceurred. -

The -Assistant General Counsel then deiayed. the determination another 11
months until September 1978 \"hen it “dS sent to and szgned hy the Asmstant'

- Beeretary for Health..

Al third-ciise involved: an inventmn ontitled "Undeoapeptxde and Tumor

. Asﬁnv v Thig invention; discovered by the Weizmanno. Institute of Science under ’

an NIH contract, rould be useful in a follow-up.for post-operative dingnosis and
proguosis o canver patients: The Institure first Teported the inverntion to HEW
in 1974, when the Departnsent-declded that patent protedtion was not warranted. -
‘Bulisequently, in’ June 197 (i the full’ results of the reséarch were published in
scientifle journals,

The following October a drug ﬂrm appronched the Welzmann Institute indi-
catina: it would be “illmg to. prepare, file, snd prosecute a U.S; pfttent ‘applica~

tion-ag mmtdemtion for an option to an exclusive license for some litiited period. -

The Institute requested HEW' S permicsmn to file a U.S. application in Novembegr
1976, The Department granted permls‘;mn on December 1, 1056,7and the applicas
‘tion was ﬁled Tater that month, Through Yeds Research and Development Com=
pany Ltd.. its patent agent, the Insfitute. petitioned TTEW for rights in Febhroary:
1077, Th the petition, Yeda stated-ifs’ !ntentiorl to grant the druf' ﬁrm exclusivity.

“agan Incentive to market the invention, : o
In response to-da HEW Patent Branch request tor ndd!tlonal mformntion Yeda'-“ K

iritormed the Department in Augnst 1977 that from two to three yearg and from -
one to fve million doliars would be required to develop the invention to the point

of submission té the Food and Drig Administraﬂon NIH, in itg- comments to

the Patent Branch In September 1977, stated that it was Firtually impossible’to
predlet the usetulness or the invention and its role in dlagnoqtlc testing. }\IH_'

47-—- 5——-—79———5

; Nation stitrites of Health (NIH). fundmg-
Aand reparted to HEW- in Septeiaber: 1077, when the lnivers’itj also petitioned for .
rights. This was ‘over four manths: after the! Un!vert;lty obtalned a patent an.ong
"inventien and over 10 months afrer xt ﬁled a patent applfcntlon on the second- :

II gr'mt {nvented:; =




s mtv

' that it hm—l no objection to;
' that the invention wmlld be develaped withm

natlon grrantjng rtghté to Yec!a 1o the Assistnnt Genernl Counse! for revlew ]
chever, on': Septem By 19?8, ‘the Asslatant ‘Genera} Coungel sent a’ deter-_
ig Government to the Assistant Secretary for Henith,

he fnvention and would nog supply any of
' ie-drug firm bad assisted Yeda with the pate y
) pllcatlon and waivcr petttion and would develop the ‘Invention, The: Assistant

G 1ge]l further found that execlusive llcens!ng appeared necessary and

. retrining title for the G0vemment. On January 24, 1979, the. As— o
) ‘_sistant=Secretary dented Yecit!

- COu mel found no: legal justiﬁcation for:the wilver, noting -
; th ::‘lsk‘ .

In the rémaining case tw U_niversity" ‘of Arizona scientlsts lnvented a poten- : s

tial method for testing the éffectiveness'of drugs in individual cancer cates with- .

~ont adm!nlsterlug the drugs to the patient. The Universit

{ - Branch and requested a walver in Ju}y 1977 The invention ’
s ; i . .

“Branch that it did Hot. olijset m:

11"1111(1 th.ftl: ('0111n§( rd:;l hltt{r‘_

" ment-of
i

--Br.umh ]
) QHP&SIUIH
ent B

prtemhe remrned thp determmn _mn to ‘the- Pﬁten -

evaluation. Meéanwhile. in Tuly 1978 the Patent Branch. had redof-a potentml -
licenses’s interest in funding development of the invention ift return for an éx-
clusive license,: The Patent Branch returned the determination to the Assistant
General. Counsel in November 1978 Thig determmnnon. granting title to ‘the
) Unlversxty, wagapproved by the Assmtant Seeretary for Health on \Iarch 23, 1919 .

DEPARTME‘JT oF DE‘.FENSE P.u*s:‘\z'r Pomr‘rzs A‘\D PROCEDUBES

The. pnhcmq anid re,mlnnom of the Dpp'lrtment of Dofenqe (DO are hased:
on the Presidential Memorandum fnd Ntatement of Government Patent Poliey.
Mast DO contracts allow eontrictors with an established eameyreial hosition
to retain title to their unenhonq in accordnn(e \uth ‘Section I(b) of the
Pregidential Policy,

Beecanse notiprotit m%hmtmn% In(‘!\ed an esiy lbllﬂllf‘d commercinl p(mtinn DOAD
interpreted the Presidentinl Poliey fs reqmring thé use of a deferred determina:
tien eliuse—w h{lro ru,htq ire defermined after an invention has beéen identified,
However, for mauy yeat®s the Department got nround thiz by using the “special
Eituations” prmmon of Séetion 1(e) of the Dolicy to put o t:tle-m the-contractor
twe of ‘clase {license. clause) in. contrnets with nmverqtt:es on g DOD list
of nonpmf‘t organizations with “npprm ed’ patent policies.

On August-20, 1975, DOD. with no advance notification, issued: ‘anﬁme Priv-
‘edrement Clreular {(DPC). 7543; revising its Armed: Services Procurement Regi-
Intion  CASER), This ('xrenhr terminated the Depnrrmem s uge of its Hat, and:

ity teported the invention -~

added that it bad eontracts with -
; '“uul(l he

. rhr-rehv did away with' rhc appeoved mtent pnl!cr enicent as.a; qnwhl «itmtinn =

under qe(‘linn 1feY. In len tl:ereof thie €ircitlir provided. tivat any prospective
contrictor having an effeetive program’ for the transfer of téchnology, as demon-
strated hy its llcensmg of inventto itld- beé entifled to a Il(‘enw clnuqe ina
énntract where s deferred patent tights eliuse w ould «otherwise be appropriante.

qucatmnal angd nonproﬂt institutions-were -reqairéd to demonsirably have. ~
such. progranis in order to he entitled to the licenqe dlanse, whetlier or not their =
patent policiés had previonsly becn’ npproved Addxtiom]lv. the revision reqnired-
that tbe “ork to’ be performed unﬂer the C(mtmct must be in a ﬂeld of tech-




nolngv ﬂ re;tlv re"_ i

“e fuumi that the DODFevislon way intended to fmplement the revised I'resk- .

. of umvers ies:with . appm\e{l patent poheles The letter: W ch was sﬁned bv .

- -Poliecy, :did’ ni
' publication. of DRC 75-3,

. recoxmuemhnnuq of ity Lnuer%ity I’ntent Polley A(I Hee - Subemmmtfee ’lhat

. universities’ nnd nonprofis organiz ations & frst option 03: title retennon to sub-.
 stantially all inventions generated by themi with Federal aupport 1f they are

0 nn nrm nr Iethnalogy in whieh tho univer«lty h‘ld nn

omimu- its qpedul sxtuntinn\; treut'ment ot e nproﬂt lm,tilm!r_n-e

dmi«ion to dise

randum mld '-st:nement ef (;mernment I’nlenr. Poln.y ;.nd “as rhe
\.

. the Patenh; 8 'bcommittee Clmir-'{
ivn; The case reeord

Bhu\w' -

Vi ke QASD (I&L) Staft Repreqentati
'ohje(ted to: the publlcatiou -of the T
*thigt the normal requiresilent’ for 1

committee Clmirman then brieﬂy‘ descr

' be prepared by the Subcommittee Ch&irmaﬁ to. th
-normally soliclted for eomment informing them tlmt their,comments nere e

the. Department ‘s representative serving on' the Committée on Government Tatent
explain DODS ratwnale for not obtalnmg comments pmor to

In. September 1975 the (‘nmmittee an Gevermnent Pntent Poliev adopted the Sl

report bns:callv recommetided that all agencies of the Executive Branch provide '

found to'linve an established technglogy transfer capability.
Cdn \member 1973 the (,ahforma Institute of ‘I‘echnology rephed to DODs
letter: :
* & % the Universify community is mnfn:ed and surpr:sed by the faet
the IYPC 75-3 appears-to move insubistantially the opposite direction to the
plu]oaoph:eﬁ of and prepesals made in’ the July 1973 report of the University
Patent Policy Ad IHoc Subeominiftee *°% * If {§ our understandmf* that
- "DOD hiag strong representition onsaid Ad- Hoc Conmittee, B
The Institute also comuiented on DU fnplemenration. of the rm:sé‘(l A\QI’I{
We have alrenily had several instances of attempting to qualify for a
"lzcenu.e" clalse in ennnection with indiwdtm! contracts and grants. Abart
from the fact that these procedures will materially Inerease the w ork inud
of confracting personnct on both sides, it would appear that the eriteria
heing wtilized in this area. s counterprodactive. Specifienlly, we are heing
required -to indicate suceessful past licensing in the specifie fleld of tech-
nology. of eiadch proposal, The net result; pil‘ti{ ul.u-l\ HH unner\mes enrnaed
in bawic résearch and eonnmmltv moving iito new fAelds, \uIl be to slowly
diminish the areas in which o - univerdity contractor might qualify for
atl\mue waiver. It should i recognized that a shceessful icensing getivity
at st-uiiiversity Provi idex A capahility fncadl felds add that indnstrial rep-
s resentatives seeking new teihiroltogy at ubiversities nre interested In all ficldx:
of technology in which the wversity; may De tnvolved. It is strongly nrged
s thut the- Depnrtment of Defense reeorwider thé nafrow inter;:rerat:on placed
©oupen the expression “directls. related totthe fiold nf technology™ as cars
_rently applied by Contracting Officers and DO P, atent Counsel, and aceept
the nrach . mors- practical. proposition that a- well: “organized and- proven
patent Heeustng program ot o unnerslt\ c.m be effeem-p in all ﬁema of
_tec!molog, y. .



by ﬂelwmg a‘ decmon that cg

- aulinit the Information !IOD required for the title

: _snhsmneutly elected not. & :
ol Sl“la qmthti'u puhli«hod i ' the P‘minml (mmc-il for

oiy (‘lmme .\q a T

v e use of dcferred dotermlnation clausefs by DOD
;[ew ct caSes proceased durlng thm: year sbowed

I’nt' Tt Pol{cv repprted that it appeured tlmt & d

Id have heen made at the time of t‘uﬁdintz. Admin~
istrnii\e -costa of bofh .the Gevernment and. universiiics dare pnnecessarily

.incrmsed by the need to prepare, review, and rerond to request_ for righ(:s on-.

® case-by-cage’ basis. :
. FEhe. Navy noted in February 19'(6 tbat not only ha
traﬂ\e burden ‘heen placec! o uniyersities, but that. the s

) tractin«' anid patent afficers to' make o determinati 1 on the

‘"p .
" -elinse had increpsed drastienlly. In 1077 the: Air Fores, -dfter (:onductmg 2

- thoroughi review of the revised pOIIcv. ‘detarmined that the practice of mmllfyin}; .
: produetive to" =

' '1_ixstitutifms for ench cnntmct WA mevim:: in & d:rectxon eount

NASA'batent z)oucies and practiceﬂ aré based on Section 305 of: the National._

‘Aeronattics and Space Act'of 1958, the 1971 Presidential Memorandom and State-

" ment of Government Patent Poucy, snd Execuiive Order 10096, Seetion 30§ pro-

Nhleg that guy invéution ‘eoneeived or first reduce nractlce in'the perf Finance

ot worl. nnder 2 'NASA contract becomes the excln ve. property of the. Govern-. . .
‘ment, unless the NASA Adininistrator determines that theinterests of the United -
States will be served by Waiﬁng all 'or.part of the Governiment’s rights.’ Rights to"
Linventions: made . ii-house by NASA employee\- are (lPtETHlLﬂE‘(l by the agency

pursu.mt to prox mons of h\ecutne Order, 10()‘.}6 dqfed Ianuary 23 19;0, .

BEPOR’ITNG AND E‘VAL‘UATING INVE'NTIONB

Section 305 of the Space Act provides that I\ASA cﬂntracts contam provxsions '

proveinents;. angd: inngvations.

requiring’ reporting of iuventlons. -discoveries,”
"NASA evaluates those for which it has or msy
patent. This evaluation is bammlly 8 two step process and apphes to both con-
fraector inventions and Inventions of its owh émiployees, . .

The first step, bns!ca}iy & technological evaluation, is to determine the technical

slmitiicance of the invention; its potential use by or for the Government, angd, ifa

commercial potential. If forther Interest is justified, -it ig then evaluated for

patentable novelty. Thig is basteally a legal evaluation to determine whether s

patent can be obtalned, and if so, its scope, The detérmination to-fi¥e for'a patent
~is baxeil ofy 8 eomposite of those two eviluatious and. {s: made by the NASBA
Patent Counsel. Dneé a domestie ‘patént application 13 fited ‘there is a revlew to

. deterinine whethers forcign patent protection should be sought, and if so, in what :

- countries.

. As’an incentive for the reportlng of lnventions, NASA makes a manetary award ,

for-each invention on which a. patent application ia filed. The amonnt of the award -

- '1s based on. conaideration of. such factors ag the: technological slgnifieance of the
{nvention, 1ts value to NASA in carl:Ying out lts programs and t.he com.merclal use'

o or potentinl.of the Invention,

S Rk enlelndiar vears FOR0 lhrm!.‘.‘.’h m;s 37 474 im‘entmn diqclnsures were re-
porfed to NASA and 3.302 patents were dasucd. Exeluding the. 1.043 Invention -

disclvsures stifl Iwinu: processed at Deceriber 31, 108, NASA had obtalned one

: patent for nhont each eléven inventions reported by its ‘employees and contractors. - .

:Hection 305 also establishes a procedure. for \Hﬁ% fo review all pitent applica-

tions pending in 1he U.8. Patent aml TrademarL Office on inventions whiclz ap-

" Beciuse of the nddltioaml ndministratlve bnrdon many- rewarch imt ntiona :

eraity. ‘Patent: Poliey Ac‘ Hoc Subcommittee ot the Cnmmittee on"

glguire the right to file-for a-




: Ztm' r'ot Pntents aml' tad | S
eronautieal and space gctlvities.” Ariditimmlly, ‘Beetion 505
for o Board of Patent Interférences hearing to establish title B
wheriever .hie. A Adminlstrntor ‘believes: that an. fovention. not” reported to
B _NA‘-!A \\as mmle nder{ NASA contraet, From' Finunry 1959 through July 1977, -

mw applimtinns mul ccntested 174 ct thcm \ASA succooded-.‘ .
e, ;

© o tion 30.) of the ._[ t, BT imp!emented hy the NASA I’atpn ,th o I{ £11,
© thong (14 CER.R 124 “T'hese reghkitions alse incorperate the' nhwr-tix g and
crftorin sat for h in the I’residcutml \[emorandum and btatomeut of Goy ermueut:_'
Patent Polley. -
Rights to inventionq made in-house by ngeney emp]oveeq are det(_rmmed by ;
' ‘I\ASA :

I\.\RA pmgrmn e
mendut“u_gu_s‘qu: wi

R :'wun eontr' --
-and Teper ted [
- grunt furel"n w an'ers
- AD\A\CL WAIVERS

N’AS‘\"; I(,B mll recommmend r'mm: ‘of :m ady ance Wﬂl or unl(‘s" .

A1)y A principal purpose. rof” th(, contraet is to creafe, deve’.n or unprov .
1:10{111cts..1)roee~~es or methods which are intended for f_",unnn‘e*uxl use -
by the geueml public &t honte or abroad, or which w 111 reqmrcd fm such
‘use hs gover nniental regulations; or

(2) A 1umelpn1 purpese of the eontrict is for e\plorahou inteor ﬁeld« W hu_h
directly concern the pnbhc heaith, pubhc gafety; on pubhe welfare: or °

33 the contraet is in & fleld of-sc¢iénce or teclinology in which thete has °
been little: s:gmﬂcmlt oxperience outside of work funded Uy the Govermment, .
or whete the Governinent has been the pridgéipal developer of the field and
the acquisition of exclusive rights ut the time of’ coutmctmc; might confer
ou the comtraetor  preferred or dominant position.; or

(4) the services of the contrnetor are for ihe operation of a (loxern-‘

“ment-owned research or produétion fauhty or. for (.uurdm.ltm" and unect-

ng the workwf cther:.

To recommeni an- advarce w fiv er,.the ICTE must alse find thatithe “ork (alled
for untler thie contract #8 to {: vild upon: existing know ledge or t;ec'lmolo,:\' to
develop mforn\ntt(m products, processes, or inethodds fof use by the Govern-

. ment; and is-in'a fleld of techuology in which the conirzctor has acquired tech-
nici! -competence” direetly relanted ‘to an area in which the ¢ontractor lias an
“established non.:overmuentnl commercial position, Tr.ese cnteria are. 1‘resvr1bed-

by the Prigidential Memormidnm and Statement.

cirtumstances” and Hepectal situatlous” prmismns ot the Presidentml ‘-Iemo-

. randum gnd Statement. .
Exa-ples of exceptional. circumstaneeq recognized by ’\ASA include ‘& con-
tract where participation of the. contractor may.only be secured through the
grunt of waiver s.ud the contracto: “Is deemed essential to a \ASA program a

- NASA's Patent Waiver Regulations also tehe into account the “exce;)tioual' o




- techtiology tir otlier llae-a.in aceordance with an est - )
. plimtinn progmm nnd w 'r_e,the grant of theé walver: wonld mnteriallv admnoe_
€: 0,

o Ahn. in thp cane of an-'i

" tien, exceptional clrew

‘ inoentlve to call forth
i B

. an establistied nengovernmental conymercial pof;itinn in-the feld of tlie contraot.
‘ora du‘ectly related field, but having egtablisheil plang and. programq for aehievs.”

. lished patent, po!ioy ‘and an effective- ‘PrOgra v -
_ anQ bringing the results ot such inventlons to commerclal npphcatmn hy :tself or L
thrnugh otherg; e . _ SR

: ,wnlvers. The Admimstmtor' gmnte ’

_ereating, developing, or improvmg products. procesv-es ’ or metbods fﬁr

onthe petitioner & preferred oF dominant ‘hosition.

“the leadership: of the T nited States in nermmutlml and space activities and

“utilization of aeronduficil and space technolozd NARA sald irs patent policisx

five endeavor whetc the contract calls for . ftigmﬂ- N
by the centractor to the work to ‘be pet
dividual inventlon Identified prior to cont exectn
n‘nres ay he found 3y where ‘waiver s g necesaary
k- cnpital ahd ex;wnditur@q ‘to' bring the inrent ts -
ctical nr commer(;inl npplieation @nd’ (2) where eithier. the éons
! “equities at hig own -expense’ in the develop-
ant ;.of an advance “aiver mlI signiﬂcantly )
haral _

Ftnmples nf spéc B a : R
ﬂeﬂnite program for establlsning a qongovernmental commer('ial po-a:tmn in the
field of the contract or adirectly reliited aren; an established company. lacking -

jng such a posl tion.; andan Pdueationai or nonproﬁt institufion: ‘having an: estabs .
i-for: ncqmring rights to. inventiens.

For caléndar years 10591

mg w here rhe erd maL. =
(1) “The izn'entmn 18 1

general: puhhc at, ho*ne or-abroad. . .
{2). The invention is not hkely:tn lm reqmred by gmerm
for u«e by the general: public af'liome ok abroad
(3) ’I‘he invention 10es not. c‘urertl;, coticern the, public welfare b
{4} The ivention. is not.Th & ficld of scienee or tochnnlogv in xvhich *here;
Bas been -Httle simmifieant- experience otitside of work funded hy the Govern-
ment. or. whefé the Government has been the prmcnpa! developer of. the field-
and the ncqmsmon of. eulush'e riglits if: the . mventmn “ould not hkely confer

The Board must also find that. in view of the petlt:onerq plans to brmg
the invention to- the point of practical application. the incentives provided by
waiver will increase. the hkehhood that.the beneﬁts of the inventzon wouid be
readlily availahle to the puhhc atan early. date,

If the Board is ‘wnable. to ‘malke one of’ fhe fonr findings to qummrt a1 wmver -
the Board may st rocommend that waiver of rlghtq be granted by the. Ad-
ministrator if it finds that such waiver is 8 necessary incentive to eall forth -
risk cap:tai and expenditures to bring the invention to the point ‘of prartical .
applieation, or that ‘the Government’s contribution to the mventlon is’ f-;mall'
compared to that of the'éontractor. | ‘
© -NASA contrretors reéported. 31,357 inventions to the agency for calendar’ years
1959 throngh 1078 They requested 1.366 waivers and the Adminlatrator gzmnted
1, 03.) \bout 3 percent of. the inventions reported v.ere waived

PATF\T I"rnmrrm\r ' o
\'.\SA hehmeq that nne of its olue('tn eq ‘uider the Space’ A(‘t iz to en! ynee

nmke’ the Fesults. of -these a(tu ities available ta ﬂle public. Thug, NASA La§
_inm]emonted Aarions pmgmms to promote the commercial development aud.

and procedures have heen adopted to angment thiese prograns and its decisiony
rezarding the nlloratmn and utxll"atmn oi’ mtent rights are made mrh t‘ -=' o
nh]ective in mind : . . . S




N liceuseu ur
[n m d.or

ble rnr limu-cin,z Ah
: utium .\ddlﬂmmlb. N -'F
Cthé F odt-r:li Reglster and the ()mei il
-~ Oilies, :
Thie" \'ﬂlmml Techul(-'xl lnfnrnmtlon ‘-!er\lre n!m mv’ aheq n m-cklv jm:rml
c‘nmlml "("uwrlmmnt lmominnq for Lf(’ensm"" “hi(ll .. lmlm \A‘a.\ nh‘itﬂ‘tl"i

sr

reinia nm' !h:(-n - lnqulrlvs fnr m,.vnu (mm-d inu-uthm- lu the- \'I‘IH jmmml ‘
NANN alvo <abid §t holds s partieipates o Il('ensing voirferences nnd workshaps

o it Industriai’ Appliculimas Centers diss ninite hotli astricEs ‘of Imeulmns
- mnil:hle for dieensing and: i furmmwn o howito nhmin Tiepse :

NAHA prmnn:w nopexclisive Heens lmt anay grant exelisive !Eu-l a3 lf it i
dotormim-q tiat the im(*nliml‘iq not- h}\oh 1o e i;rom.hr to (mmnvrch;limtmn'

: nmlvr a nonexchisive Jieerise or hy furitier (.mprnment rumiinz mul thzll the
exeluzive. Heenve will providi the necessiory risk-vipbiaf to achleve Coinmereinl:
use of the hivention. N \\il.\ noriially. diex net requh‘e rcnultieh for 3 l.dn-‘ .

: :o\dushe llunwe but umy fm un exciuai\e license : A

{ | appenrs: appropriate. the app!icat[on ig forwarded to the Invehtions nnd
(_nntrihutimw Boand, Fhe TCR: reconimends ty the Aenuinistmtn. ““h( her v
nenexclusive or exclusl\e license should be gmnted and auy terms snd con-‘
dmona of the iicense, " - ‘

ERS ¢ oF determination 18 made ta g’rant a nnnetclusive lieeme, the & ms and con-

dltions are- negotiated by tlig-Office-of General Couniisel I thig detormination is:
v i Lo s nt s eNcnsive license; natice of 1hily fatent, along w:th the idetitithian-
rian. af the inventlon, Heepse, mul special - tevins: and copditions, e pedishid in
the Wedéral Register. The excingive license will be gmnted unless, within 30 dars
of the notice, a- statement ig. received fiom- any person wett!ng forth reasons why
it wondi not he inthe interest of the United States to goant the prupmod lmonw
or an appHeation for & monexeluslive licenge ig réceived which states that the in-
veutiot is hkely 1o be robght to practiéal npplu.nwn within a redsonable period
of time.

As of December 3%, 1‘5“-‘- NASA had “"I lirenyes in forceon 1 =3 nl‘ fte 3512
domestic patents and applicatlons Nine of these licenses were e'ccluqzre and- 242
nonexclugive.

NASA negotiates a specifie date for commercmllzntlon wlth’ its llcenseeq and
requires tliat the invention be practiced for the term of the license, w hich usually
14 less tham the term of the patent. Licensees afé required to réport annnally on

-their progress in ¢ommercializing the inventions, NASA recently ingiiired about
commercialization efforts of ity 242 nonexclusive licensees; 138 or 57 percent
responded. Fifty, or about 20 pecent of the total lueensceq. reported ihev were
pursuing development and marketing efrorts. :

FOBEIG'W LIC’EVEI‘TG

Inventmnq on which NASA ohm!r‘bd mtents in ‘orelm couutries ﬂre svallable
for licensing in those cotintries, NASA's toreign licensing. objectlves areto further
the interests of U.8i induqtry. cnhance. [' 3. economic interests and advam-e 138 S
fnternational rolﬂtionthpg :

. - - Foreign Heenses ean be elther exclmive OF ncnerelu‘tlve In gmnting foro{m

) licenﬂoe. jireference is given to the applicant: whn has previeusly. heen gmnted

a llcenre forthe invention in'the Vnlted States. ,\*A%.\ reqnlreq roy't!ties or Fome
mher c«;mideraﬂnn umier nli forelgn Ih-enses. i . .




‘lhrough 19;7 \IA&A “a!ved r!ghts t 8. inventions. but. suhsequently::

'. \mi\od prinr‘m 1')7.’5 thm*ed £4. in nuse in-a-
__,‘r&'!ce . rully demlomd .

'enql' fseﬂ'orte A G- EER
Walrc‘-r reoiplents Yeported that the 1’1-‘fu!tv” eveloped Inventinns wore ready

K \ASA’s use, :
: }.-qs_t ‘af- the 91 inventmnq under develnpment wnre hein" ﬂe;‘e}opod by the

Ited primnrily from univemty and nonproﬁt researr.-h org'lnimtinns

ipre: tln er r(-(fiment‘
' .'-\outside ot its bnsiness

nmmn—n nmnrs
\‘AQ\ inchzdos m‘lr(‘h in yights. !n 148 Wlker irqtrumont ’I'he- .\nmin[ tmtnr

for the practite of {he ]nvontion
“{1) Unless, within 8 yenrs sfter the p'ltent m iz qued tho waiver reclp ;

applieation and: thereafier continnes to mahe its bonems reasonahiy acces-
.gible to the publie. or

terme that nre reasonable, or
' (3) Ag may Fe nppmprmté to sm‘ﬁfr govprnmenml rom:htmn fnr ‘pablie
nse or &3 may be necessary to fulﬂll health or safety 'ﬁ&‘\‘d‘ or nLher pul-he
purposes,
“Yuder the terms ot‘ the walver inqtmment the rc-eiplent ns:reeq ie réguested
by NASN, to provide u written feport to the ageney notmove often than nmm'tl!v

tatn complinnee with conditiong of tha wniver.

to lim'nue others inder the econditiots epecified fn the walver instrument. Ttather,
‘Htle to the invertion ig taken hack by NARA, The, iny ention thenis made availl-
- nhle foy I}r'pnq‘n" to third parties npder the Agency’s Heensing: ra:: nlntichs, M
_Dpc\pmhor 31,1977 N -\‘IA had woided 258 waivers, Al) of thess Werw voluntary
~on the part ol' the ‘waiver recipient. NASA sild that most of the wqivorq were

in* pmvmionq in the vvalver lnstmment.

DeLuca, and Dr. II Donaid Putney

l.i ¥ monimrs the \taf\ er red]r o

}ese \ASA sald: thnt 103 or n;bmxt 18u percent of. its waived . :

h:Government.-
f_2..8 “itnout active comi-:, -

for commercial ‘use, but théy had faund only Governmcnt use In additiou to

' _The onlv e!‘t‘m-t helng undermken tr_n' 68 inventionq was to finda li-consoe. !\'Ianv;' .

reserves the right to require the p:ranting or a nonetclmn‘e or erclu‘;ive lacéx €., )
has taken” e!’fective steps to bring thé: invention to the point of commercial -

7 (2) Unless. within 3 years after the mtenr Ts issued, the waiver reciplent
has taken effectlve steps to mnke such’ pntent arm!ab!e for lxcensmg on

on the commercial use of the invention. NASA ev alnatm tlu-e rvports to n*&cor— )
"NASA has net enforced its “mareh-In™. riqhtr;'b\ dirécting wuher ret'lpii-nu-

. swhoen ‘the teélpient dees not comply with requircmeuts the walveér.is voided and .

voided at the request of the récipient and not Ior tnllure to com'ply with “mareh-'_

. Bonator Bay. Om' next wztno%sm hre n n'me¥ nf v'lmecsoq in rho:
arei of health research: Di Teland C Chrk Jr., Dr. I{ector F.




...Jr‘, ived a Ph. Di from t MY
I d has’ publ;shed nc.u']v 200 sctentifi¢ pa
ho ofa.numbcr of patents. Heis currently pmf&ﬁor
tries at the Children’s Hasplt .
10 (,mcumah Cotlege of X edicine, (‘mcm
'l.l_-kno“n for 1!1‘3 mvention ihc- Clark i
Jused \\ lhlwule‘ for meastiring oxyvgen inhlood
' cts He n,iso lm Lntul tlm first. bubb

o 1<; pwcen Ty servi 1) "
_C neer Center in Phi dolphm P't \fr Pumo h‘_'. o

' néer research at the center and w% kaned enott
: I)r Bal uch S, Blumb('x uho was u

5 ator Bwrr \\e 'lpprecmte 1£ docfors, tha_- on’ ¢
av. I'have no preference as to who shall speak ﬁ:rst. L
a \fr Prrsey. T might sugeest, Mr. Chairmar
' DoLum hasa plfmo to mtr-h this afternoon, he he'f - Lo
Senator Dayir. That. is the most plactlcnl protoco I have hcard in

.. along time. [L‘x'lrrhter]

V’TESTIMORY OF I}R HEC’fOR F. DELYCA; CHAIREEAN BIO CHEMIS—_ -
TRY BEPAR"‘MENT UNIVERSITY OF WISCONSIN MMJIS{)H ‘DR.
) .LELAND C, CLARK, IR, PROFESSOR OF RESEARCH PEDIATRICS e
CHILDREHS HOQPITAL RESEARCH FOUNDATIDH CIHCINNATI
OHIO MR. H. DONALD PUTNEY, SENIOR VIGE PRESIDENT THE
- FOX CHASB CANCER CENTER PHIL&BELPHIA PA. '

M. DEL(T\ Thank vou very much. Mr. Chairman.
Tt is a_great pleasure to speak on behalf of Senate bill No. 414 ,
“dedicated to the maximum utilization of scientific informstion gen-
crated fromn f(‘dor'ﬂl\"quppm'tod mifts, gmnts, anicl contraets, :
T'am a recipient.of Governinent support in the health research area
'.and have, through my efforts and the efforts of my colleagies, been
able to genomte some 23 U.S. patents and 80 foreign patents, This
work was supported with i combination of funds from the Uhniversity
of Wisconsin and UL.S. Government srants, pnmar:ly from the De-
~ partment.»f Health, Education, and, Welfare. -
In addition. T liave had the experience of dealing. mth tho \anonal ,
- Inqtltutes of ITealth on. i case-by-case basis for permission to file and’
assign putcnts to. the nOnpmﬁt or, gam.catwn, Wi xsconsm \lumm Re-




;’l{l(i_(‘ml‘ill erable oxpor red with thi g
%] rerment. lwtwoen the University. of
Swith, \' A s the designee of the university under this'
Jand DILE W My o\pononco could: therefore be of henefit to o
o thnéoof 'on ('011‘-1(1(‘:‘ g bul \0 414 sinee it w:ll llluqtmto thc effee-

ch.nrm.m of.the ‘-Dep'n'tment :
i "I hnw !'of‘enﬂv lm‘n hnnorod hv Ix-mt* e!o

'bln(‘]l(‘l‘ﬂl; S
My dvor 1 hﬂ'n dovotod m undorqt'mdmﬂ' Imw v 1t'1mm T) worl'q--_-._'j“
:to promote e : _ he -
sonrse: of anr mu-qtan'a. on we Immod tlmt‘ vltmmn D h*xd to b
’f"rm'i in the body. to functional fornis before it could work: This -
' he,rco,qtmn ulentlﬁeutmn aml chonucal f-,vnthc.,‘s of the actn‘

' f;those pl‘m od to o o neww hormmw HeCessATY fnr hone a'mwfh e
e amd for: e«ruht ne tho I)lnnd lm(‘]%‘ of ralcn aml

’aml Aoy

-lmsx@ fm' Hm mtmn‘s rofnr 'nd tow m_y_
a_n*_v div cra'onf nses f for those aetive 1t_ ‘l.‘

: nnn we imvp cone
of: ntamm D bofh in

.‘-'h\'dm\ fn‘wmm DA .thm time 111 rmrontq wc;nltm;: from
ported work were the property of the Federal Governnient. .\pp fens
“tion for rights to the’ patent seemed diffienlt since previovs attempts ™
by W .\RF and’ the university with other inventions fxmn tho um-
‘ \orcutv wererejected, ‘

Tomeet deadline dates we nckod ﬁhnw thie: pqtonf qpp]mahnn nf our
own expense, We then applied on a smfrio eaze basis for pernision to
file a patent and assiom patent. tights'to WARF. a nnnpm‘if oraani-

atmn that-conty I!mtoq resenreh monm stoths University of Wisconsin.

Affera (‘mmehwr‘ihlo Teneth of time, anil mlnmml\' heeruse of ‘the:
fmo-wh\‘ of an’ NTIT Administrator. N, Tatker. permiszsion: was
granted; This nrnpmm.l has not vet mede its appearanee on the niarket
n the United Rfates lmt has finally !!ll)("l!f‘i] i France asa houmont
for hone discage,

The timespan is essentially. 10 yoars without a. prndnf‘t av uInMo to
the T .S public. Much of this delay is dae to the uneertainty by dring
companies regarding investment of capital to develop the (:nmpmmd‘ e
as a drg without adequate protection. -

In owwr.continning work we isolated and Idontlﬁod tho most active
form of vitamin D found in the bodv: namely, 1.25-dilivAraxyvitamin
D3 in 1971 By that time we enjoved an TPA with DHEW. WARF

was ableito mm‘l\lv nemotinte with Hoffmann-LaRoche. Nutlev. New

~JJersey. and sssign them a.nonexclusive license to develop this syb- "

~stanee for the treatment of discase. Roche was. therefore. n«;qured that .

their investment would be: protected and spent considerable sums.of
mone\ to d(\\‘*lnp the . pmduct by devising a commorcm]l} feuszble'




ment of debilitating and prevmuslv unman-

- aged bone disease eavsed by k:dn  failire. In laFge measire therefors =

Lt “TPA roiite resulted L important naw‘medical breakthrough

S ible to the Amerlcan;pubhc 1n 7 years, a:remarkably short tima
for the development of 4 drug mder the Amer FDA system,

. Most importan ustrial company’ was willing to invest its
-time and funds to'd »elop tlie compound. This com d:isnow being -
readied for wide use in the treatment o variety: of borig diseases with

- great.promise, Thus the American’ pﬂb ie, who'in sted their tax dol- < -

Iars to support our reseatch, will feceive in returii-the benefit of their -
“investnient qulcldy by usmg the 'tmerlc'm patent %) étem to. 1ts full”
'ad\ antage, .

T‘u:thermom. from the for ﬁhnrrs we antmzpat that the I,.S o
will réceive considerable mcome {rom royalties paid for use of Ameri- .~
~ecan-developed: technology. The TPA has worked ex 'y well be- .
tweon {he Um\'ers:tv of Wlscon in and NIH a d .here are seveml

\erican pubhc for s

as sm mdmement for that 13 ¢ -or to conc 1
-m\'enﬂonq. : . A . '

- Tnder- Gm'm'mnont ownersh w-:ofapqte' ~herc is. no feedback of
ftmdq ta the institution or to the inventor and thus'the inventor is de-
prived of an iportant indudement to éonceive and develop-inventions.

T believe that without the TPA T would not have been encouraged to.
file any of the' patent applications which are nosv resulting in clmr. :

: -bon}oﬁts to the . \mer:ean population and to the United Stfxte% in gen-
era

(2) Especially in the health science f'old mduqtrl‘ﬂ ‘companies are
reluctant to invest large sums of money required to carry out the tests
needed for approval bv the FDA fora new: theraponhc substance un- 1
less their jnvéstment is protected from.invasion by othier companies. :

“Tt is of considerable interest. to note “thit, very few (Government-
owned patents are picked up and developed by indhistry ais has heen
dmunnsh ated hy Senntors Bavh and Dole, T, hmww-r. patent protec-
tion is available, the companies-are willing to invest thetr funds to de-
v o]np 2 new substance for market and tro'mnont of disease. a noceq-nrv
step. for the public to benefit from N1 quppmtod research,

{3)-When an inventor files applications hotl in the {Tnited Siates
and foreim conntries. foreign indnstries utilizing Ameriean technology
are forced to pay royalties to. the United States, tlmq aiving an nnpor—' :

tart haoxt to thie balanéeof payments,
F urthermore. it pmvu}o-, an eqital opnnrtnmtv lf nnt an: ad\'qut.we,
~ far our conipanics to compete with forcien companies for the develop-
ment of American inventions, If p‘llont% ave not filed by an inventory
or are filed onlv in the I'nited States—as with mest Government-owned
rp.ltmis——fm‘mmt cmnpdmes can file nnml!arv p'\\‘ont% dovolop an in-




ystem f*"patenta le

L subxmt, the American. o
A final-point worth making is the questmn ef Whether the support‘

of a scientist by & Federal: grant meahns that the I‘eder_ai Government -

-owns the ideas zmd concepts originated by ientist, It seéins to me

jrl*svcll be an: nvasiol of 1 rights to litve an- -agency
: : ent tassu 10 dv«nerslup of the scx ntist’s -

1deas. L

'l _legxs}atlon wonld rigl ‘fully e-,bac -some of the owner'*hlp‘-_j
inventor and his heme ir utxon who ¢an retuin the products.
of hisinventiveness to support | inued work and the w orkof his =~ .
* colleagmes ‘in that institution, Tlis: Jlegislation is I behex,e extremely
1mpcntztm: to individuals such as nn solf. and I fecl itis, e\tlcmcI} m-
portant. to the taxpayers who'y pay the bills in the ﬁrst place. - o
¥ last comutiel f:.hould of eourse, : : '--II_’A oives the .
Government r ovqlq “free use of thie paients; und furthelmole, B
nrch-—:x' rlits, as have:been discussed: :
' il po ] mpsneeds]ugh hrrhtm

to lus 1nst1tut10n, ‘there is now ay ‘that hc will be rew ardcd Thcrefore, :
thére are a number of inventions that nev cr see tlm lwnt of da) Tm,y o
‘are never filed. They are never pursued,. E
‘This is soinething that.is very hard to meastire, but T am’ sure it is
very real. If there is an TPA agreement with institutions, inventors will -
want to pmcecd with their pa,tent, qpplmfttmnq. I thmk there is a de-
gree of inventiveness that. Leally will be tapped undcr tlus lerrlslatlon.
Thank you. ' .
“Senator Bayi 'Ih'mL 3011 very much Dr. Deluea. '
Either Dr. Clark or Dr. Putney? Do you have & p]ane to catch?'
Please go ahead,. .
Dr, Crark. Ifeelin thc mood to.goahead.
‘Senator Bayi. Move when the mood hits'you.
"D Coanrg, All vight, :
‘Thank you very. mugh.
I feel honoredand very pleased to be here. ' i
I ain here to give my response, to bill 414. T have studied t}us bﬂl .
and believe that it will further invention in this country and it will, -
~ also, fac1ht‘1te cooperation between the academic and industrial wor}d :
by removing mlnbltlonfs on free- and casy commuxucatmn of 1deas
and fmdm% ' -
 A‘note about where T am new. ' S
The primary purpese of our nonprofit’ research mstltuta is to do
rosemch and to help sick children, Incidental to doing this research,
- inventions sometimes arise;an 1nvcntton to help in the research or to
“direetly benefit the children, ,
I happen to be'at this particular mstltute heeause about 23 vears_'
ago. I bmu«vht my healt/lung machine thcu,, 2 vcry sunple Lmd of-




L 'a‘nd_t '_emventor.

- .a_scientist the many hours dissipated in. these

Tuhg machine, which is. stlll very ‘widely nsed. to sio iF we'
“develop-the Imowiedge and the team to use 1t fOr open hemt -
ey in children. - B
3 “the past 2 years in the eourse pursumg the mventlve process, i 3
"h'we interfaced- w1th uhiversities, nonprofit Institutions, patent. law-
- yers, sinall business, the T8, Air Force. the NIH, and private. fu -
- 'Ing agencies; T.can assure you that rules and: regulat s whic s
in conﬂlct with one anothier and which eanse doubt about the owner- .

| “ship and disposition of the fruits of thic brain, the mtel]cctual prop: |

. erty of creative peoje, such eqnflicting uIL_' haze.x.repressive and
B chiH_ ¢ effect on S uch chaots ‘
" stly to cleal.wlth inv ol\mg, as they often do Govemment and "

Pn at funding 3 'tgencm Sy p‘tbent attoi'ne_*y, umversxty admmlstmtors -

: : are m:in)
in ours-—whers the cost causad by the del ;
ship far exceeded the money or effort put into

- are distracting and: unprodiictive, They m off the ere
The natural ﬁow of ideas and scientific ‘experiment !
~ too.much time of ereative scientists is spe yreparving _a
tracts and/or applications, quarterly, semiannual, annual,
_ hensive, and final reports and nonproductive paperwork
ereativity . and innovation gre fo-be increased the: scxentxst/mven _
- must-have more freedom from distraction and more tlme in tha hbrary‘ :
and ]abomtory concentrating on science. :

By clearly establishing ownership rights in advance. bill 414 would
it this. burden of snarled redtape resultmfr from the comphcated
'hbvrmth of reguilations now in‘effect,

“Remember the matter: of ownership of an Tnventmn is ubu'zH) the

~first gentence in any mventor business sgreement. -
~ If I may say so,1t is personally as fmstratmw toa scmntist /mventor
to see his inv ention set aside for prelonged consideration or treated
clumsily as it is for a writer to have his wm-lts ignored or banned or an
artist to have his paintings stored in the atiic,

Bill 414 clears the way from the beginning of the idea to the i mven--_,
tion and to the innovation process reqmred ‘to boneﬁt society. -

There is a song now which I tlunk Stevie W omler sings, which say st
“T can seo. clear}y now.” y

‘Bill 414 is an invigorating bleath of fre-sh air. T’ thmk xt doe% clear

“the air: And. spenking as one. inventor, it will be a very hqppy dayy
indeed, when:it becomes the law of the lmd - :

Asme from science benefiting mankind throuﬂh mvenhom in terms
of instruments and devices which Lelp the '-nch, as Philip I['mdler,

. president of the National Aeademy of Sciences, said only a couple of
" weeks ago in testlmonv before tlie TTouse of Popmsenhtn'm. Miich 6,
1979, “Science itself is paced: by ideas and instrumentation.” So, the

- encouragement; of instiumentation hasa way of leading the teehnology.

- Lwant to say there have been some positive effects of t s bill qlm‘td}
Tt has increased thie attention being paid to the intellectual property
of nonproﬁt research’ mstltutes und the w a}s m “Iuch worh between




_au%e:]ust. g moment to lllustrute a pomt wi
entxon ‘the oxygen electrode, w hich Tinvented some ¥ _
erfect iHustration of how an invention : erided to ﬁrst solve -
' '-tproblem that. ‘Of measuring oxygen inthe .
- had just beei: invented and shich most

ough was o prettv erazy idea; anyway, spread, This inven-.
' urmg‘ xygon; spread to. n_‘ other uses and,;&gn} ﬂther

: st T cent art icla: about thls, wluch I read wlule on the plane .

“coming here, deals with the prevention of blindness and respiratory « -

_and brain deathor< a“mage.}rn'the-new ornwith an-on-the-skin,warmed -

‘ _ciock -type: mvo'cn eleetrode. This electrode: reftdc; the amount of ox
: irectly:in ‘the arterial blood: with a device which is sxmpl'

1 skm, miich in the same way as o stcthoscope S e

Oxygen el_ectrodes are being used. riglit this very minute:to. mdn’e‘ "

o arte al oxygen | blood’ Ieve}s and pulmonary function in.older. luno‘-

" diseas aneer and burn patients, and many thet Thc elec- '

1 space and 1§ presentl_w, ﬁndmg widen

eams of .water .supplies to assess pollut

T crs 'md QE‘\‘(‘IAI bOOL‘; Im

this smlpk' deﬂee. m‘ldo 'lt ﬁrqt from a blt of ;1] ple(‘e
nd'l ‘ AW rlach Wh;ch T
Thiss one T made ]mt bcfone I eame. Tt is'a smiall piece.
of tvhss tnbm;:. with n platinum’ wire in it. One also- rcqunes a s;h er.
wireand a pieceof collophme. e
© Dy putting this together in-a certmn ey and \mnrr a Imttm ¥ wn‘h-
ﬂnq instrument it is.po: ible to measure the oxyoen in blood in the air
in this room. or in this pitcher of water in front of me. ' :
The use of this electrode bas prevented much mental ret’trdatlon-‘
and much death and agony in the workd.
AWhat T show you here costs Jess than a dollar, probfii)h' Tess th‘m
10 cents. actually. By the time it gets to commercial production. it
takes a form more like this and it is cofinected to a modern electronic
instrument. But by thc time it is mass-produced and made av ‘ulnble
- to the publie, it may cost more like QIOO. And for nood reason, as we
shallsee. ,
' I would now hl\o to show how this electrode is an evunplo of the
- ways i which an inventor plays a key role, often a \1t-11 mle. n the ‘
_dm o}npmont of an invention. '
“When this clectrode was first: doqonhod at a meotmw of tho no-vlv
. formed Soeciety for Artificial Internal Organs‘in 19 16. the few other
“investigators preseiit’ whe were exponmentmrr with other types of
* heart/lung machines wete very anxious to have a sengor eléctrode. to. " {
monitor-the adoqnavv of oxygenation of blood by their machines. T
made o fow oxyeen electr odes—cach. one was somnewhat different—and .
“sent ‘therh out. Thoco were technical: pcoplo who were casily able to
connect h'ltterxe% nnd met"rs 0 8s to use the e]octmde to ineasure




. meni work; they changed the design in'sueli'a wa;y

ked cleg tly for e, was not ‘e!ega,n “simp
' clée flnd that; in. any ecase, I-did not careto get into tho, m ] Ot
'_‘%mnil lots of elect odes. with hand-tai ored advice. This showed there
g, standardized mmmercmlly av'uhb!e electmde
: 't but the mirket appeared very limited. LI
lector of ‘the vesearch institute did. nof. thmk the eleactrode‘_
patenting, but had'no’ objection_ to my doihg so. I, how- -
d, fr om thc dfw 1 had t,he dea, made the first elcctrode, S

} r, that it had enormous
mtenhal .ul should be [)'lt(.‘l’lbed T ol nn ny fantasms that day- abont,:_
its po&mbie uses: Warning devices in mines, altitude hypoxia warn-~
ing, momtormg surgical pa cntq_bofm-e (qunﬁ‘, and nfter anesthesin,
easuring the metabolisin of cells-and txssues pxevent,mg spoilage of© - .
food, controllmd stream: pollution, - . Most: of these dreams «
- of mine eame’ tue and many more besides. T ‘e po' t is, as part of- theﬂ N
meéntal’ process swhich leads to: anin : : "'entorr .fton e
“vigions possibilities for Ql)plxcdtton whieh are not/immie
to otherc;. I’he1 tors personal persistanci
s the i lea

’l' - .

. early .of the: ox:ygen electrode; a all- mmp‘m
collége town in Olijo agreed to put this strument into sm -
jpmductxon. T.ater, a Iarn‘e company began: demlopm t of the elm K
‘trode for po'%sﬂ,le largre- scale: produot:on. During the lat _er s dwdop-

“serious problems. Sa seriows; in fact, that this large comp'uw wos on
the verge of dropping tlie entire pt‘mect A fow of the scientists who
“had used the first homemade electrodes had obtainéd erratic results
and had announced that the Clark clectrode didn’t-work, If this had
“been a Government-owned patent and someone: there with nofirsthaned
experience was handling this license, T quspect the-whole invention
might have ended there. Such dark days for an inventorare common.
As an inventor in this case, T was able to stand my ground and point
~out that it was the large company that was at f‘mlt The small com-
‘pany, staying closer to ) the original model, was having no particular
problems. The invention got going again and surviv ed i oood health
“to this-day. With Lill 414, the ] mventors institution would_be résponsl-
ble for licensing, and the inventor would be motivated dimd would also
h]q]w the authority to see that the mvenhon qucceedcd for the ﬂ'ood of
4 ,

Now, though, let’s look at what T '-:'nd a moment mro gbout the com-
parative price of my homemade electrode and the. nommox‘cmlh avail-
able clectrode. There is a leng road:-between the.invention working in
the inventor’s laboratory and. the product available to.all. An: ln«'tru-

“ment, & medical senisor, to be nseful to society, imist often big, for ex-
amplé, mass producible, reproducible: mtor(‘hqn«onhlo, rugeed. fool--
proof, esthétically acceptable, seevicenble, replaceable. precalibrated or -
‘pretested.and coordinated swith electronic systems and micr oprocessor
readouts. In ad(htmn mshumcntq w hmh are to be u':od in dmwnmxs or




] ‘ nuals patts stip-
s , and even considerable teaching. The cost of.
At of 8 smg_ : new'sensor concept in medicine may runinto.
oﬂars, and of course this cost must be. recouped | beforea
N ompanies will not begin such'a project with-
' ‘of patents and some sense of conﬁdence.ﬁ .
- : quate demand tooffset thésecosts, ~ © - .
nee;. the: direct nvo]-vement-of;the inventor often lends not onlv- L
e J ' tothcexpensive devélopment process. F: T
ma potentml and-offen invisible market may be the ¢ritical facto S
“This type of electrode—or “sensof’-=<can also be used to i -ustrate .
how Iniventions follow. one anoth'r' By meré ¥, changmrr the way in
T connect this platinum to the battery-—that is. I connect now
inum wire tothe po‘utwe pe]e—I still use a.bit of membrane
nEyme. The en:z-} me is found in: gmen mold on bxen,d or pemcﬂ- R
mducts. ‘ S :

'electrode Now. IS in commm c:al productmn_ It can mea‘;u
nth'of a drop-of blood. It gives less: tlin
it can be used by rehtwe} ¥t

~and s so simple to use,f
‘ -cal personnel. '

' premat,u’re mffmts' udden hr"e drops m'b]ood o-lucoce‘ con('entmhons e
oceur and if not eorrected promptly may-eanse irreversible brain dam-
. age. Frequent qamphnfr requiring less than a drop of hlood fr om.p
© .simiple heel puncture, gu'es the necessar} mformatmn, at thetime it
needed Co
_ Jt is berrmmng to be used in agr1c1ﬂture to. 3udn~e t‘he ma,tumty of
: _crops. ; i
© Asimple o]octmde like. Hm can. alsy be mnd:ﬁed s0-4s to measnre: -
ofher things. For instance, it will soon be possible to measure nrie acid,
amino acids, cholesterol, and a number of other substances of medical
interest. Tt 1s presently bomo- used to measure glucose and sucrose in
_pImats. which are the'main sugars all plants make from sunhﬂ'ht. And
“this has played an important part.in our technology.:

‘The manufacture, salés, and tse of g1l such devices now must run
into millions of dolars each vear. And, of course. it brings abient the
employment, also, of many people who teach the tige of such devices.

-No modorn hospital is withont blood. gas, and P technicians, So,
the economic benefit purel) on that bams is farge from this rolatn ely

“minorinvention.

T want to take one cecond to tell you 1‘:)011!: an mventmn tl
just now being born,

Tt is pn'\m!ﬂo to mike a sensor fmm very’ snmpf(' mnterml‘;. c:nc-h as
these, and measure malactose, which is a very rare sngar. It nsed to; be

“ealled'brain sugar, We all have f-‘.mall amotints of it in .6ut brain. Some-
times the metabolism of this sugar foes, Tinvwire. When t}ns Tmppenq
we encaunter a_rare metabalic: disease in children, which is too rare
to interest any larse manufacturer in making a-galactose clectrode— -

~perhaps even far too amall o mte ost a Qm'\ll manufaeturcr without
some help to onter such a f'eld :
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11y

: it may exist because of the }mpe or will Qf s
pmsbns \\ ho.are mtlmately connectcd withisuch problems.’ '

ings. nstrn rent Co. whlch m'lﬁe fhe"‘

o ] 1 developmg galactose ox1ds .
- branes for electrode_s : bo used ‘in the measurement of fx-ctnse in the
- food processing field, and this. same membmne i o tested in oeur

m des bmg this here is: to say. here g an Fle Ct’rode" L

- laberatory for- nicasurement of palactose in blood. We Hope that this - |

cooperative effort will- eventually Iead to the nececsary testmw for

L .FDAappm\ al for medical use. : o
A svmbmtlc relationship between small busmms and*’ uuwemtv :

ers ‘often makes. possnble, dew e]opmems ‘whxch, would othera'

- wiseTiever have even begun. el
I, further, have’ fartll that. tlus galactose electmde w111 be found

-'useful for the:measu ement of stmnrrely enoun'h, glycerm id, ] hence

trwiyccmdesm'bl i T
- We: alse have: a devxce for' mex mg r'holes‘eml whlch is -:rreSently e

- Iwanttosayon m ject
~ ing on, because it also ﬂlustrabes another way 1n wh "!;-_;nventmns can
be_facilitated by a cooperatlve wenturrs between a 'umverqlty and-

' industry.

Several yearsago T found that mice and other ammals eould snrvwe
in certain kinds of organicliquids: They could be totally immersed in -
_.such' hqmds for houzs and survive. The outcome of thzs was that.
research started on using such liquids for artificial blood.

Tn 1968 when I joined the staff of the Children’s Hospxtal Receflrch
Foundstion, they had 1o patent policy. Since the work on the develop-
ment of ‘artificial blood was partially supported by an NIH grant, I
felt that we would b2 in a better position to act promptly, if we.had
& patent policy approved by the \IH i the event that a patentable
- blood substitute was found. '
 After considerable thought ‘md dlseusqmn. a pf:tent pohcv' was
drawn up and spproved b_} the Board of Trmtees and subsequently
approved by the NTH.

" We later applied for a fan]v broad pﬂtent on the nse of a certain -
class of contpounds for use in.artificial blood propflratlons .

_Sinée then, several other inventions Have resultedin p'ttent apphca-
tions by other members of the staff, our cholesterol patent is assigned
© to the institution and a Jicensiig agreement is‘being negotiated. .

To. get back to artificial. blood——«here is some hqmd—-—'trtlﬁcml
blood—en emulsion that was made day befors yesterday from-a new
compoiund: This pmrl v.white: hqmd earties as much oxvgen ag himan
~blood. Tt has been given to primates with no il effects and appears to'

be 1 possible emer rr(-nc_', substitute forw hole blood.
In orderto get whore we are, we have liad to worL with %mTech
whicliis a dn'xsion of the Sun 011 Co Iocated in T’enns;h ania, who

47—525-—-—70——-—-8




i | he
made with t‘:e mopcmhon of suc! large mmp'my R
h ‘applml for and received acontract from the NI to nnLe
1p0und¢s which were considered 1o be important for this -
nt was reached between SunTech and the Gov-
i n'mfr Qun'.loch thv rwht to patent compmmdm usefid a5
: seover od And tlu% Was. fn]lm\ t'd ln -

Cajointoag eomcn
' g in-this.ares - :
:hén made poc;sﬂ e not only § s515:0f | 'hf“?(‘ (‘01“1’0“71(1“~ 1’“‘3
' ree’ pen (hqcuaqion betwee o tochnieal people
Es up-at-the (‘Inidrmn IIO‘-plt‘lI.
We discussed ldms and thoorlos based on the: results of ouriexperi- -
vith the compoinds, And-two patents were issued: _]Olnﬂj as & .

f this work. Anotlicr one has been ﬂp[)h(‘d for..
' och h'\s cnntl lbutod ftmds to tho rese'lr ;; 'm(l to.our mctitutn,'

T Gres t'prnm'oqq has bve xmdo on’ thl% pro;oc el
. no Imsc:]c over” the ownemlnp _of thie- rmhts tO:thlS t\ pe of p _'
eat : 1ﬁcml blood R O

e }n\e bcen spendm«’* ni :
“ment ‘of artifieial blood by someshat similar applmchos. vheit
“Uniited States has been onlv ‘speniling thousands.” They ]rn_- jue

t e'contract w 1th‘_.* L

. nouneed stccessful tests on 12 Tuman vohinteeis | in Japan usmg cnm" R

ﬁpmm«l that e do not consider to bie the best.- : '
: In fact, we ‘have just found'a new and very goo:l eompound winoh
is thie ong in‘this vnl, and hope that the. Jqpane% do ot obfmn snl)-
stantial amounts of it to test before we can even finish onr tests.
. There is a real probiem here, T Hnnk1 which has to'be faced some-
,tlme. And that is. we are required to give reports and publish freely,
as university professors, our results as we go along. And, yetiwe do: not
want such pubhmtlon of reports to mopardlze the patent picture and,
- hence, the ‘ability to transfer this Lmd of pron'ress to the publie.
‘One last thing: -
My recent clectrode and enzyme e]ectrode device:
Serator Bavsr. Dr. DeLuca T know you must leme to cateh your
- pl'me. I would like to send you some questmns in writing to complete
your testimony. '
Di. DeLvea, That would be fine. T would be ghd to do that.
If there is one you would like to have on the record at the moment,
1 could take a few Mol i uies,
"~ Scnator Bayir. Thank you, but’ became Dr. Clark 15 stﬂl uwolvcd
- in‘histestimony I don't want to interrupt him.
- I willask the reporter to place yonr rcsponses to my wrltten qnestlons' '
. hero in the record when I receivethem. = - . & - 0 077 :
T am sorry the unavmdablo delay in bwmmntr todm S he‘trmn‘s
‘had put us inthis kind of 2 bind. We didn’ 't know e were going to
- havea hoarmg held pr evxonsl} to tlns one. thls morning, which regaired-
L us to st'nt 50 late. 2 S




. We appr :"cntc the éontribution you have mad n
' our statement tmlgn has boen yery helpful m_k‘:.;
for this type of Ic-whl.ltlon. o e

o6 nhc-rul r

o bring out oiic point, it uun——-tlmt wlu!e inv rnthns th:itl L
: en ta‘Ti{ g about, fm the ‘most - part, this: mo"mn«fha\e:- :
cmne from TS :cn m'tlm modl( hchl iand sotne obvionsly | doin ofve
“or another, the invention-f have been Giscussing
n part;cuh m\olv; ¢s thetransferof electrons andd pmtcmc; and enetgy
from one syst o another. Tt is not inconceivable to me that by stimu:s ™
hysical and el ctrocheuucql studies in medicine, -
-and h) Ioo ity qt plant and animal life in terms of cliemistry and
physics 'md '1t the wa;s in whislr Tiviug cell% collect and disperse en--
—th Ius pwc‘sc; of basw r~c1c~n<:o. ue‘l ay find creative
unand from'new \

c‘mnot be rea]lv rep

“forth of thefrui sof the : 11‘
definiti

warming, Tt
Governmen
 the IPPA
.. ognition b\"thz. pssay ) S
“Lhis testiniony. would not bL complete W 1t]10ut saying th.lt ‘\!r;_ ‘
Norman Latker is hekl in high regard by scientists, patent attorneys.
and university staff, Tlis oﬂ'ozts to gét inventions’ fzom the laboratory
to the elinié"and to soclety ‘over th(, nmny voars is-well known and- S
highly valued. His championing of the inventive process for the pub-' Ll
.]1c wood has gained him the vespect of many. E
Senator Ba AYH. Thank)ou Dr. (,lall;.
Mr. Putney? : o
My, Porsey. Mr. Ch'mmfm itis indeed a pleastire to have tho np-' -
portunity to appear-before this comnuﬂt*e and spml\ on behalf nf E
Senate il 8. 414, -
I am here to. spe‘lk in behalf of Dr. Blumborg who,’ unfoxtundtel\,_
had a previous prior engagement and is unable to be here,
- Hisstatement has bcen pr e od. And I request that it be <:ubxmttod
as amaticrof record, .
T <hall not attemipt to ro.td hh statemont but only to’ sunnnalm
certain pomt« contained in his statement,

Dr. Blhimberg’s statemont hias to do with two patents; .
The first patcnt is: entltled “Tlie Vaceine Aﬂalnqt Vlmi Hcpatltxs
and Process.”" . - . g

“The second patent s ﬂnntled "1‘10(‘055 of Vn al I)x'mnnms 'md TRe- -

. ?"E‘nt b 'Ilus 15 ".no mfer cd to as a mchmmmunoaqsx or a teat for'
: mpatlth. ' S




"CHE D .
5 "ued ot Janua,ry 18, 1972: ' . o
a8 - ed in the U S, Patent Oﬁice on Aprﬂ ‘50 1910 and' 1t‘ :

of fitle determmqhon. S :
AL the time of ﬁhng, the Inst:tutc fnr Cnncer Re'search
. an institutional ‘Patent agreement (IP: A).We were: reqmred to file an.
. “invention repm"t and @ pefition for a determination of title, Thig A
- did for the mdxmmmunanssny on January 1 19.(0——and for he vaceme S
“on Februavy 17,1971, . :
- Teowever, it was not untﬂ ‘Lurruqt 16 1‘“4 th‘xt tl ' e%tem of dctor-
“mination or patent 1ights | for both inventions was szfrnec: by the Assmt- -
ant, Secret'u'y of Jealth. .~ e :
That: document provided that the E o) ,TV dtd not soe ﬁt ":o g'*-mt_

- domestic license Tights to the. Institute but did grant foreign riglits,

. creating an extremely weak posttion, if not. qtlrmmte role, for nego-
._'tmtmrr a Jicense agreement with the manufacturer. . - i
" The result is the situation there one company is
:hepatltxs test-kit-controls in an: estlmabed 94
. .market, reaps } ,q;n'p' fits; and PAYS NO remunerat,xon tothe G
CMGHEE—Save’ for 1ccn€ v foes to the invent ' 'the Inqtltute.
: nder the vaccine: ‘patent, dcvelopment WGI‘k ‘
~a1apid pace under the foreign license agreements, Clinical :
- underway.’ ‘And the-company has made a qubstant:al capltn, mvest-'
- ment in ordes to produce the product abroad. S .
- "However;tlic 1mportant pomt in thiscon Fext § 15 that-—

¢ the objective of the mtent srsfem iq to faciht&te tHe tmnqi’er of th? beneﬁtc
of a discovers to the public as quickly as pogsible, such f delay ag wé encountored
 should not he permltted and should be avoided at all'cosis. Delarsin dpterminin"

the dispomtion of rights to an invention can canse delnys in pubhshing resulty

and risk exceeding time Iimits for filing patent applications;:

In our ease, this ¢anger was somewhat lesSened by the fact that the Inst:tute

- for Cander Research requested and received permission from the DHFW patent
officer, Mr. Norman Latker 1o file for patents at an. early Stage. A serious problem

- did lie, howerver, il the fact that thie Tnstitute could not enterinto licensing agree-
ments with qualified manifacturers for the development of the inwentiens during
t_:he long wait for the tifle to be defermined.

1 do not Tielieve that thisg is the apprnprlate place or time to dtsruss the Gov:
ernment’s. df*ci“-ion not tn grant domestic title to the invention to the Institute for
Cancer Resenrch, But T do.wish to report that the Institute entered into foreign

" licensing arrangements with Merck and Companv for the development of 3 vae-
cine for hepatitia B,

Abbc}tt Laboratorles is currently prodicing a producl: ueing tachniniies: outlined
fn.our patent. for the “Proeess of Viral Diagnosis and Reswent.” The test kit they .
market hng heen dpolared by the FDA to be Lhe most effective test for hep&titis
now available. .
S Inridenmllv. Ahhott mntrrﬂq an estimatod ¥ percent of the world market and

' hns ‘earned tens of millions. of dollars from . this product, . :

¥ undorﬁtnnd that 4n tinth Instances, leensing aercements have hoen !qqued to 3
the: nnnuhomrerq by the Federal Government; "The effect.of this is that little =~

ot no. rov':ltteq are pqid and no suppcrt ls provided from tbls source for support ’
. of hn':i(‘ resvarch,. -
At this moment we are also In the pmcess of- ﬁlinv f report nf invention wlth :
the DIIEW concerning our' discovery of a mew process for detecting hepatifis.
Wwa beiieve this process hag marhed advantages over the present pmcess. _ .




entd ¥ 2 ufue
ng olil vacciue for hepatills vur li(.mwi-_ A
ticn, s lmited io forelgusales, - 7
rer.u o from these iiccnse fErisinen ¥

mtent, uxe ngreement cu:ls _or a 3 pemem. roynlt:, with-_.r

6. genera‘ted by, ‘tnly apreement; ‘will Be hired by thie
ngemenw prm Jded in tho I)Ilbw institut} il putent
i e ed by the ¥ e {0
i tu b“[‘[lﬂ 3 i
.'msay 'mtcnt. the Insm 1o

r-produ ; .
: 3is therenl boner'mtor of these produ h” o . R
it cuunot Tie drgt..?d t ut m auard k't!e ri"bts ta a non ptoﬂt ln~ o

S the pubh‘ \siu bufie

gard, ‘
. edr_n the de\elupmcnt pwductwn,
lucts as \.lccmos and: dm-r 03 tlc tests 1s hmlted to - e y'

i'lic reagon for its hlgh (lcwlopment costs were str 1ct gotein RE
administeced by the U.S. Bureau of Lm!mrsch, F ood undr -
Dntg Administ rition, and se forth, ‘ .
‘Those. who do remain do o because of cither thc:r total cnpnb:ht}
in terms of resources or the uniqueness of their procduct, - '
CLhis uniqueness ean best be preserved by an exclusive license agroe- .
ment hetween the prodm-er and the holder of the patent. This is espe-
cially impor t.mt it small businesses are to be encouraged to er.h,r the
field of vaceine production and diagnofic testing, '
‘Under séetion 204, Dr, Biumbmg notes that the peint is-w o]i tmun
that thie Government should. recetve some.rcturn on its investient,
However, his concern stems from the mechanism proposed in the'bill
for deternmiining the extent and what appears to be' a cumbersomo.
pnwedure for the remuncration of the Government's investinent, _
- Consider for a moment. thint nonprufit research institite, such ag
the Institute for Carncer Rescaveh, is vastly different from'a stiall busi=
ness which i is greared tothe pmfﬂnmkmg concept. Itexists for the put-
pose of acquu g and disseminating knowledge, :
- To survive, jt. depcnds on the mllltvp]l(.‘lt) of fl-!ldlﬂ“’ =oarces, nll-’--
awards bcmtr based o1 a not-for-profit prefise. - -
s it fmr, then, to conclude that under such c1rc’nm~tm1coq the
}'m}cral Government’s shave may. in many instances be the lesser of
'othor forms of support? Is Pper; then, to return the Gov ornmont s
o 3 -
..

he othe" ftmdmg sources? . 5
por, Blumbeig raises the concern: th'tt_
S'to bo ene demgncd to dlﬂ'ube the mtent :




. preeede the ¢ £
. the neg (m ‘ens_for 1mmb1 rsement io}lew the comuw to iorms wi ...

- a license agree

license agteemient

_nstruments,
large compwhemn e nnt sn\nulod to an investigator. Sometinies {o
~ment inamedieal sehool.

- .'_"]d r"tl fl""iln" ln‘at! l“l“,’“'b u“(’(l to I)i 0\ I{ll" "\dl.ll \‘ ;[nd r(.“'()'lul[‘ 4-,.“1,[)0! t .
of’ nmltldm |

nvent mn.

: “]mh 1 lm\e ﬂha.td\ ul!nded to.

ierit to tie conwpt that rovalty income; i ey
g Tescarch,” as is now. j po:;cd ander thie” b;ll, R
for the continying suppest of the mwarch._

y aniplify some. of Dr. Blumberg's i
it thieni-as: ions for cunsidera

sth _negotmt_mn tak 'p :
vai 'mnufacturer? o _
Tcaii visualize quite a difficult chain of cvents; in. ncmtmtmg a
li & manufacturer. My concern s at Wwhat tine
n _mth thp (_XO\Clﬂﬂ]l_‘“t tuh(, place? Should it~

3 ufadétiicer? bhoul Lo

shoitld the n gotiat
wing

iny stm_ent, wonild’ lest cntxrci} ¥
1f.tctumr.

to b “un; mmlg au,munte( ord
ot states tlmt thie Unied States be entitled to an’ amount
h ie portion of Federal fundmrr” _ S
]im\ js the poxhon': Federal fundingto Lig deterniiiied with m;for- .
ence to the period or timing of ths £ uleml fuml».. ‘Tliat is'to-say, 1s
that portion te bie apphen 1blL ouly to the yeur m whiely the invention is
conceived ! Or doe: one ‘cl.l\(} mto c.on:xdemtmn tlu, total pcuod of the
grany sipport? ‘
© Iam reminded-of: the fut tlmt somie grants. Lxst 16, 15, or even 2
vears. Is only the year in which the invention was conécived to be
considered. Or ‘-lmuld thie full term or funding support be used 2 '
The fourth point is with respedt to the purpose of the ‘grant. _
Should all of the dollur support provided by the Uldnt contract be
considered inthe formula? :
For those of us who are involved in'the Tunding of vexcarch activities
in the United btntcs KIOW. tlmt we lave various types of fundm'r

One of them js o } mumm /project grant, whie hi 15 tmmlh A very:
such an extent that it witl suppmt Lu ge segments of an vmm, dop.ut-

“We alio have what ive n‘fvr io as a “cme m.mt 'lho:ae 'm‘ very

rplan.uv programs. 1t would he extremely diflicult to de-=
terming, ]u:l: \\hut portion of alu.h g.,w.mh are Applu hle to tho-

Fifthisthe qnoetmn of tho ro!ahon:lnp to the otlw- "umhnrr sourwa, o




: ..\Ifram tlxc quobtions tlmt I huve jil‘-:t r('forrc(l to would Im\c tn ho
e 'cd : :

'nh-s apph hlo:
,(‘::lelmf-.tc Asforex mplpthpb.nsc 3%
i the proposed qet etnmen .mon to tho

o o -1.1t'b': <
nlhtm i nc 5:.1!05 he\'oml‘i .

“af & rafe of say 1 percent:
mediate hreaks in percentaw
\\hmh the IO\\ cst mto \\ou}

- ! ,ments “ltll =il prmpc
' _‘eqmtub]o bas _.fm'thv remi
prefation by ‘the varions g
,\fr.nn. \Ir (‘hfurm.m m

N i"agonczes _ o
Te to have thc oppnr .

ito B I, Ihnnl{"- on, FUEE TEDRER e - :
Ts there anvthing we can do almut th» prel)lem fh“tt was montmrwd
- of ideéag arising from American réseareh and developnient programs
heing t.lkon aln o.lcl m'umfactuwd and then (‘\pr}rted to the U nited
Stiites?
Do T gonse that to ho a xoul problem hore Dr. (’Lirk and \{r. Putnm
Dr. Crark, To mel it is aveal problem. It is a complieation,
And T think that it has a tendency to inhibit the free exchange of
i fnnn.atlon even bctv.om an. 1me-tor and the (Jovomnunxt say, the
NIH, -
~ Of course, 1 yearafter pubhvaixon inthe U nited States, vou cat still
file. for a p.ltonl That is @ nice prevision. Once the publie statement
lias heen madein a foreian (Oulld}, hu“e\er, the pdtent rights, 'rml-_
erally speaking, are ‘-aorih(.(‘d
So. the natural impulse, T think, is thﬂ{‘wﬂm nniversity person is ta
give away information as vapidly as pessible, After all, that is why he
iz in the imiversity, Anl that is really what he'is rewarded for,
But it docs carry the danger that it can jeopardize the whale system,
Senator Bavin Do vou have ahiy ohservation. Mr. Putpey
Mr. PerNey. 1 (C‘Itdlll]) gerec with what my ec ﬂlm'ruo here is re-
~ferring to.
lho only w ay to help 'm".ont ”lt‘ pl]fmmo' of mf(mn.umn as yvou
say is if there is It'nunn ‘to. fielieve that an iivwvention is going to he
 enerated out of the work, then there has to be establislied at the insti-
“tution some rieans to cantrol the release of: pnhhmtmn-\ priot to filing
~for a patents Tliis is conty 1'\ ter ‘uclhl()ln.tl\ proc edure in \\lmt we

e ._.m‘ now doing.’

ST don't. knrn-: any. nthm' wav out of th'lt dllommn Ir is'a tonfrh :
: pruhlvm - : :




R ‘_.tn cloy: ﬂnp@

: NEY: You nre 'fefmlnn- to our snfrfrestlons re;ra
oolmm%m af remuneration of the Governme: :invostmont ER -
v Bavre: Yes; Torefer to. it bécause weé need to fi; gure aut ex--_’
u?d ho naost, oﬂ'oohvoiv rlonc. T '
‘ N ‘to try to ﬁnd a.-ww we muld .
have dealt, thh thl‘i problem R

‘to datermine at w]mt pomt ina. 10 mnr grant

h.lf is pos ible to dd“tof}
s when th idf"i W ;

4.(1mfr(-d 101\ s tho m':ttor npon to intor pmtfxtlon
eus.governmental ‘t"(’n(_'i(‘*-. And thete 1s the houb!e
. nmrumtmn. ' :
C T woenld beovery c-rmfucm" o he norrotmtmrr a license arrxoement' :
'wnh A manufactiuring concern and, also, had to ne«otnfe an agree-
ment withthe I‘odom] (GGevernment. :
Our stigroestion is to have a set or proscubod formnh nrr’mﬂ’ement ‘
wha !"h\' the (Joverntaént would be remum‘mtod for its expﬂnﬁe on a
given pereentazebasis. -
This could be included as a “b-mlcrphto requirement to be incor- -
porated into every contractual arrangement for a license agreement.
T would be delirhted to work: with von in a study ah’mfT thIS lme
leadting ton propocod amendment to the'bill..
Senmator Bavir Thank you.. S
Twould appreciate it if you would.-
We have a few other questions There. Buf T think. lwc‘mw the hotir
iz Iate and we liavé imposed on both .of you gentlemen for a long
period of time that T will submxt the resf nf my questlons to you In
writing
[The qumt ions and answors prm'mu':h' reff-rred to and the prop‘lred
statement of Mr. Blumberg %ubmltted by ‘\{r Putnc\' fol]oxh ]

chmx E5S 'ro QL\ATGR Bmm 8 wnmsv Qt,::snox's BY Dn. IIzcrmz F Dsr.t‘m

Ou('x‘mr Xo.. ! Doofnr. vmx have Imcn !nvo‘lrod in ﬂm crmtion of a numher
of ;mtﬁnmhlp in¥entiong nrinmg ot ot federalls-supported resenrch and develow o
it programs, Wou!d Fousnvthat the ex 'mpk-« £ hureaneritic delass on deter-

U ritning. awhershtp.of patent r!nbta thint wWere prespnfed at the hmrim: o, S, 411
_are vaiml of the Lkinds of prohlemsa. that universitiea and nonprofit orgnmzntions

. wha do not have ugrec-meuts with tumllng ngoncles on the ownershlp of pateuts_
can laave" . : ‘ ‘ ‘ o




me'whnt portlmi of an inveutmn
: : cnmplple thiq wante the

aln ; ) | n I07F we IIIHOQ\'P!'{'('I n nvw hormnnn“‘fm'm
e 1072 \\e complotod .homl('nl |y nlhosiq ot th.lt snh&r.t o nad 1

‘through a hc

By tho end of

time fnr any. cnmpmmd but oepeé anr a¢
T the- nthvr h’md - :

or n' ‘they do it tnkes mnnv. many years. The m'njm' prnlbl(‘m i r‘a"r lrn" Con-
) pames will not invest thelr fiinds to develon a new drog unless it ‘has assuraned
. that s_imeetmvnt will be proteet(-d The only assurance that: tnn—ho provided
s pﬂtent‘protoction. T am sure tie record Wil show fhat prteits ref.nnml by

“or ponprofit erganizations ore mireh ninTe. oﬁivlent ¥ de}ivorod tothe

‘nmrkot than patenits Tetained by a funding ageney.

; Question Na, 3: How Would passige of the ‘University and qmall Buqlnna‘-cw
’ I’ment Procedures Act affect the ability of inv entor‘s ke Fourself.to see their
hmmrrant ‘medical diqcorenes dehvered to the Mnor:cnn ponple g1 qnw}xlv asg’

- pozsible?

Answer: ‘:incp we h*\ve mqt ex‘perience mth an inctxtutinnnl p‘ltent quu e e
hetween HEW and the University of Wicconsin, we knnw that this procedare
mpidlv delivers medical discoveries to the Amecrican peaple, Ir, sddition it en-
courages inventors stieh as myself to coneeive of and diccloge iny entigns o= rap<
- {y ns possitile becniisa there is a feed- bm:L to the in\ntutfon nnd u‘-uallv to-the
inwntor him'-:elf/hersolf

Guicstion: Na. 4>Tn your experience does there sedmh to he anv hmﬂfit‘atinn for
- an ageney to take over & year, ns sothetimes h*mpens betore am de*erminnnr\n—
can be mnd(- on: dlﬂ:pmntinn of patént rights?

LAnswer: There-1s no justification whatseever for an ageney tn tnke a vear ot

Innger to determine digposition of patent tights, It is inconcely nhle té.me why this
sort of tlme- is reguired to make sich a determination, .espec dally &lnce. ZOvern-

nient. agencies retnin march-in, rights and rurtlmrmore :emin H¢ense- free nie of -
all iny enfions genetated under tlmir support. Cl :

Rr.smvass TO Ssv.uoa Dou: '8, Wnrn*m QL rsnoxs Y Da. HEC’I‘OR F DELLCA o

Oucahon Nn I 1 understnnd that fnventinnq e'mh‘lnﬂ' fmm zmnts 'm univerql-
ey require a grest-deal of flevelopment at private expense, Do you then believe
- that a. di-xtinctlnn ﬂhmﬂd be’ made’ between rights to Invent!ons arlninr.: from -

_ grants, ‘and riglts arming from contracts “ith um\'emitle‘s or nouproﬂt

- Zorgnnhaﬂom"

“Answer: 3 do not believe that a distiniction shotld 1 mnde hetween righits to -
inventlmrs nrialng from grants as oppor:ed to those’ arislng from contracts with




H contracts sthit tend'm'he whoily mcxdelz_‘ '
nnd nre nnt the uh_;ect ot the cont }

. Heensing'e
) tl:rouf.h tlw

v ontoi‘ SUCH
jnvention’ wh
An'-.“ er 1

Ii¥ ul héver ncmrred 1n the ﬁr~.t plﬂce lt onn actu'tlly he :Im u«t.mng Betgt l“\(‘ At
may pliee the fuv omknn ot of Feaeh of everyote who conld henefit and-of course.
no dne elke can ever-invent it ag ain; TE-tio one i “l[llIl,L! to be Ihc‘n‘:ed by the -
govenmient to make it, or if the government ol iims title to it and (Iozw nnthmg.
the, ilea nnd thein\ on!:nn fiTe demme-d to'stay i purgatery. 7

Noone wanfs to invexst: lnrge s of money to develop and nerfocf dniny nntmn
if they think there’is s chance’ that the gov ernment wil license a (mnpetzmr HE
so0n 18 they have it perfecred. ‘There are twe questions posed 1o an inventor:
Tlave yoii dmal:od for s patent ﬂnd who owns it 2 Y the answer 15 Yes, to the first .
question bt o grant or controct (say from the NI1FP) is !ueutioned in ‘ms\\erm"
the sedongd question, interest offen fades ryther r.midlv :

CIhe renson for nlb-this is wot that the imventor-or the cnmmnv does nnt “'mt

the government avd sod dety to have their just dao, Tt is tlie opposite : The vensdn a

is the- imcmor and the cumpmu do m:mt soviety uud gmomment to hmo ifs Jne:t
share; - . .
Guestion 2 lu gonem! nmlld you sax. that it is usually vorv d(n-lrnhle to the.

homm-t- nf i pntent to have (he inventor invilved in the develepment process in
ik there fire niy HIIPYIK‘I ted. problems (Imt mu..ht arise tlmt cmtld cail for o

adantion or ¢changein the invention?
. Answer 2 Without douht, it is.very. dosimhte tn hm‘o tlw nn'entnr nt‘ a mtent

Invidved in.the dm’plupuwnt Process.
Fione of -niv best inventions—ike miery bleod’ ::lu(-me olocirmlp-—-—nmv t\ldeh’
uced——prnhlenm were enconntered in-the ¢n rly stages of” thp development w hiel .
cqused one ‘company. (the maii one w orking on it) ‘to comé very close to ahian.:

doning the wheje fden, It was only becanse T personally inforvened on behplf of

tlie correctn r_nf 0 nr:"inﬂl idea amd imn!wliately coped - with ‘the. qmmhtluzj
Llieks thm" wlieved. they hind-encountered that the developnrent: )
Tlere are minhy examples af, this in my-own involvement with dovelnmnem and
ﬂmre 'nmt Iu- thoussmd-x of. e‘tlllll)r]i“- in tlm livee of. olher iuventorq. kY ery nftcn




¥a . S
ated and frnnsmitted to: the ‘dev Ploment -
me the Hmsm‘: porqnn hem.een the c*luuc_,

eavening prnceﬂ-q pmceem. best. lf ihe ov on is Lppti.\
i 'ﬂll thme :mhvidzmls Llear admnce under-__‘ .

“have eontinyons
blood, Avould tlus he
in nm ket o

-

prondly done in fhe 1050 and (yO\ lmt ihe great 11(‘?“1\ of tlm future in thc ﬁ('lda

of energy and eivironment. :
}url]wr. 1y 1he iyventor h‘l\'mﬂ' 'i‘ froo hand to talk to 11(;tentml m.mufqr'-

turers, convineing them of the importance and pnfpmml market for the insfru-

ment, delays in getting lhe inv eutmn to. the puhhc can l)e prm emed

Ry BFIXSES TO RE \ATOR Dnu s “'m'rn- Q\ n'rm\:s BY TELAND (. CLarK, JR.
Questinn I: o o ‘mlrovo ﬂmt nm\ mvd wnl !N‘hnnln;:v inr‘rf‘nte: hm!th cosfa?
Answer 1: Tthink that new medlcnl teéchnolory paya for itself many times over

its dollar coxt. New melical digeoverios ahd their devilapment constitute one of
tlie biggest, if not thie ondy, dollar barg insavailable today.- )
Ay oxygen electrade for example, eosts only o few dollars tn nake 'md !oss '

_th.m a thousnnd tofars 10 puiteiit and lfineh comanereinlly, In the past twenty -

vears, it would be edsy to show that thix OX¥Rén venkor has ‘:ﬂ\’?d millions of

-dellars——probably Mlimm of dollars<-in preventing ditease, hilndness. mental

rétardation, loss of  wildlife, aird damage from petntiom 1t Hag decreased the

cost of regonreh by mtwnm!iu" a Hln‘l]lh’ direet reading iy strument which rapidly
and continnously meng 1 L place of more ¢os cand Inbor-demsanding,

“eumbersome eqiipient.: It h:m therefnro heip(‘d de(-ro_ qe the mst of dumg hoth

Dasie and elinfenlresearet, : ‘
I haw hplppd make’ ;mczs.lhlo '-mfn snd rah.lhlp open he‘n’t mul utrnko “'llrf'(-rv,- :

n Ihf‘: sense; by f.le'ihtating spme nf thp greatmt qreps for\\ar(l in medlml care




2 ; - run ! -
. femely 'nphc te(l medieal ihventions hatve Leen accmed_.- :
of’ incre lsing medmal costs; nigst new’ medxcal dev:ceq -OF mventmns by speeding
) diagnos:s “OF 1IBProY ing treatinent and speedmg recovery w;ll actual]y save maney _
by shortening the hospitalstay, .° . - _ :
stion 2: Do 5011 think that cost-contm ment strategies have nny relatlon- :
is trying to accompllsh? ' : .

-entio by its very natnre ] : 1 .

T '_l'utting 4 wheelg ona plntform mqkes ite ‘;ier to tr:msport 051 -

efore you h Ve ‘sucki ey it, ‘doey’ notcast. 1 you( 10t like the cost, you

B ITSE OF Wi ] iy in gucme are here to stay But -
L mnny cm: b sxmphhed m:d I beiieve, are gemng Blr_. phﬂed : } e

Co A i & the cos;ts mll b de-_.- C

1 or e;en perhaps another patent O & beEter one. were spent cm these,-;
o for)hsh and e.\.nensi\e title searches over g heriod of mz‘my, many monlhs I o
- gure yohcould get indely te‘;umony on'this subgec L. 8o SERI
the loss-of the invention itgelf; becaise everyone gnes up and beg1_ 5 a1 new
search to solve the- orwuml teahnicul problem. R .

RESPO\‘EES TQ- S::n.ncn THU‘RMO\D B8 W nrr'rs.wz QUES'rrms mr LEI_nn C Cumx J B,

Question 1: Can n large {:Ompanv, not eovered by this mn ever receive ri«vhtq
to in invention which it has ereated pursuant to fuIeraIIy-funded rue.xrch" Wil
this LIl inany way change this% '

“Answer 14 As I read this biil it would nnt chan«e the pntent sxtuatvon with
reapect to Inrge compnmes, _etcept thatit would elarify the situntion with rec.peet -
to universities. It seems to me large coinpanies would Le more willing, at legst
than they are at this moment, to sign patent. agreement mth the development ot‘
medicnt discoveries made in universities: | :

Yue stion'2: Under seetion 204, what oﬁ'('cts does the 10-vear Ilmlmaon have ou -
the governmeit's recoupment righti? if thie owner of the patent received 249,000
-in the ten-year period, and then received an. additional $2536,000 in the eleventh
)enr would the, gov ernment be able to rec.mer any money" :

Angwer 2:1 don't'know. . '

Qiestion 37 Lm]er section: "0‘3( 7) the. Department of Commerce is to receiv@
any royalne? due to the. Tiited Statés under this Hill. -Afe the- funds earmurkﬁd ]

‘ -for any pirticular purpose, or do they g0 info a general fund® - :
’ Amm er 33 1 think it would be a: Food idea if the funds: colie-cted by the Depart-
ment of Commeru: wvent back iito. roseardr This “oul, Welp make the reseégrelr

- selt- buppnrllng and- Congress - would have aecess to this hiformation edch vear

~when fustding is being: considered. 'The National Science Foundation lias a broad

- ¥lew, tends: to support basi¢ rezearch “hlch is aJ“ays badly mmded eqpemally

'”‘nu\\— und is A Ey mbos of Lungress Iuterest m smen(.e mroughout the norld




iy stnp Reeking_‘- .

not ('}mnged"

Queafmn \'o. 1 “’hb i'hnrr'mt modlml dxkc, vo are mnde um]o Gm'r’rn- :
" ment. gesearel and developed like Ire Blumborg 4. what’ eﬂ‘(‘ct does tha Irm{:'.
“perind of delay and underiainty Liefore nuy determin o is D f i nebstiip
“of the patent ‘rights have on-the speed with \\!uch tixe drm,s caE he made
avirikable to.the Anerican publie?: . :

Answer: As stated in our. prmentatmn biefore the Re:mfe Tmhr-nrv (‘nmnnttoe ’
Hearing 'on 8. 414 if there is'a concern to doev or\'thmg possible o shorten the

© . time heruevn the jssuance of o patent and it ﬂnplua-mn for the, lmneﬂt of-tlie

pubhc thew such delnys s we encatintered in rcmoh ing the 1 1tfer of’ determm.t*
tion of title shonld béavoided as faras possible, |
From the véry outset, the magnitude of our mrentmnq was clearly eudonf to -
all an.\leelfre lhle penple av orking in thé arens of detection nml vaceines, Huge
’ prnf'rams for develoning tests for hmmtm jorto find i vneetie for homtmc were
being desiirned and/or dev elopod it the \.monnl Tustitutes of Ifeaith. In nishy
popuhtiom sgeh s returaing Vietnam \etnmns. Hepgitirisawas 1e(uh1ng epidemic,
proportions. ‘A safe, cﬂideut,“md quich test for hepltlih wis ot‘ jraramount
] lmportance ’
Every effort should have heen e\ertml to rosolw the miestion of title awnership
-~ to the lnwntions as r;uic]\h as possible, Jnstead, the profedure for regolution was
. te. refer the qu( <fion to review Ny all of the wepiirate instifutes ‘of the NiH,
ineluding the Suren of Bmlup:m l‘rolm:"e(l meptings were hrelil with representa-
tives of these Instirtes and bareaus, ine Imlmw represeitatives nE the Offfee of
the: Assistant Seerétary of Ileakth. To rcqpond G‘fff‘l"tl\'(‘]\' the  Tnstitute hagd to.
employ thé fervices of Ie;:nl eounsel-and diverf the eillergies of te: inventors and
sstaff-from thieir l.1lmrq in tive laboratory. T at b cifself was a ('nktlv facmr h
In.order to et the fest requirm in the petilmn for determmnt

rights, wherehy the Institute-could, demonstrate:that it conld neg fe-
Cfugreenivent \\ith f qnnli ed- manufdeturer, ir was found’ necossnry o emer inm
~invention diselosute agreements—=a highly ‘giiestfonahle’ I:rmodurf‘ nnleas orre .

has Hie l‘ull protection of ‘an issued patent and figl rights to thint invention, -

\Vlm can sa¥ what this detayédst in terms of dollatsto'the produeti\ e eppiicity

ot penple in- Amerien" (‘ertnlnlv anyans who hns stifferéd ar witnessed fhe
CrgvrEges - of he;mtitiq Knows fnlt well the dohihrmmg effect ‘of the d | seasd,
'.:thmpolute the time mbt Irom pmductlve enter;:rise plus thie. ‘eost for mmlical




lit\ of de\elnp«'
efo bepunt;s_.""

.h(lmf o1 1)rem " th e A8 f | Co1ngn R 5"‘"é’q i
Ctuligisg urithe Areli i1 AnIGRica Rv\ enue dcrned 110m in rentions: (.ould
o nou}n ofit ihgtitutiolismeet that necd. . ; Lo

CoIndear ﬂpinwn- it wete to become well puhhmzv(! th,lt a.l! re\ cnue -gener 1ted§'\? i

. ventions, whither alloeated fo-tlie Unifed Stutes of retdined by it

" inpstitntion, would e splowed Igrek™ 100 researcll, more elIurt vmuld v duet.ted"' .
“tovwards the tiltng and proseciition of inventions. ok . SR

()ucstwn NooJd:r Could you e\plmn 1008 how i lnr"e cmnpmx il

. Tatitis test kit largely patternd ‘o Dr. )Iumberg 3 \\urh, .md \\ !l.u_ mmuu.n re-

- Aurn your Center received for thisy :

U Abswert At thé timé our dnvention “.15 comelred aml reported to DIIL\\‘V
‘researchers at’ o hll‘i-’:e plmrmm. cutical munufactiuring company alse congceived J-:

similar pitent; The {wo patints isdued ar relutively the sime tiine, The Lol-

paty proteeded to miarket the produet on the basis of their patent, whileat the o

CELGe fime ubmmed w permit from the l—‘lJA .md later @ uouudusne hcenbe fmm
: 1)1113\ topractice utider the 10k putent, v
“Bince ICIE did not Jinve dUm{’bIIL rights terits inventioh, it “.15 po“erle--s to m-
sliite mn' ciain ag,.nust the (.umpa.m s inveiition, -
The DHEW Jid grant toreign Figuts fo e Institute for Citheer Rmedr(_h for

tlie radwm1munoa~-a3 patent, Lno\\mg thut tlie only foreign tling ICH possessed

wag il Cannda und Ijtl"mm Luter, the compuny snd JCR entered jieo an ins
-;timnum‘ aguingt suit arr gument fur those Canedian uud furcu,n nghts for a
Yamp s am rvulement of \

“found ;iu the present (JU\ ernment pay- i;‘ul\ prmmon wntumed m becuuu 204 of )
the Lill. Do you agree that sonle formuia should be Included to'return mopey tw’
e Gev erninent when an invention drxamb out’nf. l'uleruli) bupported re:,eurch'
" mehleves sucesst in the marketplace? : SO
T AmSwer P D Blunery wrd 1 aave gone on recn-( in suppnrt or lhe conccpt ﬂldt"
-t he Enited States ::.Lnouid L reimhurm «f Ty the fetirn of somié of its investent, .

- We huve eoncetis.as-to the mbthodb of deiermnun;, lhe umouut ot the remunera~“

,'u{ the goverTument. .
separite letter we haise. nmdo a Mlg;,vmlon fnr umendm it to §. -11-! W hi{-h

Cowehelieve will proviGe a-ing e equita e and stiidardized procediive; Aside from.”
-mlq the . Bovernmient s share mpst alwais b cotsidergd. in rul.mnn to. '“uppm'r,,'
E pru\ldml b\ ol her thzm fce!\ Tul bpnubor:ug .u,eucws. There .arv mstancc - ¥Hire




5 Ouesum- f\.o I
-Inven*un dand T

L 1y o
.har. Jau.; niga B and 'l‘obdgo (,nnadﬂ, lcrﬂm.e, Belg_um ‘Sneden and_ A

" Japan., :
CHow d:d the lieemmg arrangpmen 8 affoct future lfcon';mg Gn the domomo
..seene‘ - : . o
Siuce the federa[ 20 rnment tln‘mwh the Demrtment nf ¢ ommeree. I'E'T‘lln('-(l'
“title for the domestic rights, Mefck, aecording to our hest information, has .
- ertered. into. a Ilce: g6 agreement mth the fcdeml gmernmeut for the \ucc
- patent. ! e
However, we believe that the impetus for the dev elopment of the" p‘ltent “:H
primarily’ attrilnitable to our efforts In negotiating for foreizn license agreement .
with Merck. A stated;, agvdinced clinioal frifds ure “being conducted, and foreim
production of the produet is being plangied Tor Iy the company; We. do nint kno:
“how these actnines apply o the: de\ elnpment of the prndlrct for-the demestic

market, sinee the ndnuuntmtmn of the dﬂtilf‘stl(’ pateut. isg not lmder {21] S

('0"!’1175!!1('8

()wehrm \'o ?' Reruru of gm ernmont inv ('qtmenr Would the prmerlure &ng- )
;:mtod of o repayment hased on net siles hivite errory oit' 4 1esSer sm]e tham.

the payhirck provision af ‘the:Bill? Are there other alternatives?

- Answer: It is our understimading thiat the linsie intent of the ;‘srupﬂ‘-ed Jeurizs
Iation fs for theé purpose of r.u-il:tqtin the transfer-of the benefits of a dis-
cnvery to thé public ax quickly ds possille and not prinvirtlss for the pllrpn'-.r’ of
. penerating funds for reimbiursement to the federal” gnvernnioint, We conenr with

Cthe concept that the Fovernment: ‘~hnuhl rpﬂ-im SO toturn on ite fnvestn pnr

Our convern in tisregared lins o/ 4wt the procedire prsposed in 8
-reimhur%mem to th? f:nmrl.nu-nt fnr itq iny 0-hlw t. It Seeins In Lt t

;vdoml 1 umhn" .

aummrt And with tlw ]»mef‘dure W, hbroln “ethe U mtod ‘-«tnten shall e e mﬂe(l tn
nt(‘d nf up ta n() per mntmn nf ‘lil net lmmm- “ e e

,instirunun) The Mll dru“; tmt «.mté \\heﬂler ‘th(- no«nn,m«m with Hie - cowrn—_,
uwnt be a('i.omp.ished ]rrio. tu or foilm\ mt: the (‘uunumma!ion of the llceme agr(‘e'-__ -




ed in: the legislatxon

eel_nent hetweea ‘the " i

of the mhﬁlmstiator of the. "m‘.‘tll bu%mesé adf st 'ttmn. To our l\'n W™ ed;:e
-8. 414 Will not change the present procedurefora larze company to receive vights =

fo aii im ention genpr-xtwl under federally funded’ research awurded to that par-
nouhr com;mm Again. it is our under‘;tnndmg 1hat. genefally: the fedenl gov-.
ernment swill rerain title in patontq ge:xerated tmder federal support at. large
manufacknring companies and Wil nward-a license to develop, manufacture, and
gell the product only on-a- one\'clushe hasia. Whether  that prnc(‘dure “111-.
acenmplish the same results are envisioned in 8. 414 ix-doubtfnl in our opinion.
‘Question Noy 2 Under-seéction 204, what effect dnes the 10:year Lmitation
hme on the gnvornment R coupment ricrhts" if the owner of the paient received

£240.000 in the. ten-¥ear period. and. theu réceived an additienal $250,000 in the :

: elm mth vmr, nould the govﬁrnment be-able td recover any money?

i ot botween A, quitkitied mqtitutinn and a2 manu-

“methéd ov, procedure for payments by the marnn:

fnctnror lr “nuld «;vom th.\t if a nnrtleu‘ar schedule of payments is designed
S0 as to circumwnt the ten year limitation, by a prooedure of “deferred” puy-
meits, then giite: righ -.the governiment should be. entitled-to na sharé . of ‘the,
income earned after the ten svear Hmitation. period. IIOWE“E:’, 1 the revenue were
enrucd. after the ten year period, Bny A8 a result of new marker (iovelnpment or
new use of the. nrnduot ther the povernment sho id not he ‘entitled to any share-
of such révene, by virtue of hming receivad ifw share ﬂurinfz the ten xear petiod:
Agaln, this raises ‘the’ question of intent, \What happens if 1t is found that
some new markét developrient wag delaved beyond fhe tenyear porind‘? Or hew -
use of preduct held pending the fermmafion of the year period? For -these

reasonis, and others, we helleve that this section of §. 41113 weak and could lead -

Cto reTio qr-qdminlqtmtive diﬂionlﬁen’qnﬂ poﬂ:lhlv to legal prohlems: B
~Queition No. 8: Tnder gection 208(7) the Depirtment o Cotimerce. !-z to e
‘ d Mieto the. United States under this bl Are 1hé funds enr- i

maned T r'anv, articiilar pnrpme. or. do ‘they go. into 8 general fond? -
o Anewer: We believe that there should’ tie an eariarking of funds recefved by -
- the United Stntes from- ro\-nlnes earned By the contractors. nnder thig HLill; and
-muchearmafliing shonld. be for research. Thls oonoept qhould be equally ‘ad-
hered to by the cfmtmctor ag’ well as.the govemment.




’Pnsmmsn Sm’rmm'w os‘ Bmvcn S Bwsmrnc Sumnﬂm BY Do u.n H I’trrm:."

- Mr, Chnirmnn membiers of the C’ommittoe on the T:urlxoinfy. it iq A 'privﬂop;e‘:’ B

to have the opportunity. to. express my yiews: on:: _Senate B1ll 414, “Univeraity

. anil, Small Business Patent Procediires Ack.” .

I¢ i my um'lorstnmhng that the purpase of the propnw] :u-t ia fo mwml
title 35 of the United States Code In order to.establish & uniform l'o(‘eml patent
progedure. for smail businesses anid nonprofit- otganizitions; to cresté o con-.
sistent policy and proéédure concermng pﬂtentabhﬁy of- mvennons made with
‘Federal assistance; and for other related nurpoeses.

I would like to stnte at the outset that ¥ support that ohjecrive. Becanee I do
feel this wav ghont the proposed legisiation, I secefited the fnvitation ‘fo par-
ticipnte in.this hearing. I would like to ‘first fell you why T bemme Interested
in patents. In-comfmon with moest academié sefentises, T had not. in the pait,
been chneerned with npphr-atiom of resesreh. At the end of the Johnson admin-
istration there was a stifement from the Federal Government, “hich had gen-
eronsiy supported our research for mriny vears, thal it was How intere':tod in.
~ meeing the. npplicntionq of ‘this hﬂ‘!ic work. “There wna alo an indication that
fundhm wonld he restricted and that scientists should ldek to ‘sources other
than the ‘Government for the continutition: of thejir 'suppert. At this time, Dr.
Millman and I decided to apply for patents, ¥ also betiameé aware that the con-
. ditions under which-the NTH granm were Tzsued requ!red that any. patenmble_
_ diseevery should be'patented ; and. 85 & consequetnce; re-submitted the patenta
- which we will diseiiss Tnter. My qppenmnce here todny is in pursu&nce of- thia
-_same objective, T should like to address two areas of ¢oncerni. .- -

“The procediires or methods u-aed;'and the end result of ‘title determination o
hy DIlLW to rntents that arOSe-: romx [mention.s eonceived at my laboratoty,. )

(‘nmmﬂnts pPrtnin!ng to Sennte Bill "%. 414 ltsel S ' ‘ S
. Driaring the-caurse of our investigations doring the 1%03 two inventlom were ‘
. .concelved at ny liboratory at.the titute for Canéer Reséarch: As a result'of
- prompt: disclosnfe. and peoper fillhig eﬂers patenit were issued as follov.q- ;
Viaceine against viral hepatitis. and’ process. B. S Blumberg nnd I \Iiuman.

led October 8 1969 issued Jalm&ry 18 19._ :

4?-—52..-———70——-7




: g .
iceived, necessitating

nforined that the‘sponsor- e
TIRER tich

c_-Disenf-'es. the_ :
g;cnl .‘_Spa_nd;ar.d,s‘ ‘

{ at& sponcoring ngemy, . But bv t‘m 0 her N
reqmrch int req_t‘; were: “ithm the aren of scwnce cn

: slmuld nt I;e permxtred A 'y
“ingithe’ dlqpomtiou of rights to-an inverntion 64
angd rink exooeding time Hrmts for ﬁiing patent apphea’. _.‘ms. In our ¢ase, thh
' danger was somewbat lessened by the fact that the Tnos inte for Cancor Re-.
. search requested and recéivad permission from the DIEIW. [ itent of.cor to file
) 'for patents at an early stage: A serieus problem- did tie,. hnwever in the fact
‘that'the Insfitute cotid not enter-into leensing agreements with qualiﬁed manu-
“factorers for the development of tha inventions dunng the 1ong wait for the
titlteto be determined.
I. do not beliere that this is the apprnpriate place or “time’ to diseuss the Gov:.

: ernmenf s Aeeision not to grant domestic title to the-inventinn to the Instituie for
Cuneer Research, bit 1 @n wish to veport that the. Institute entered jrito- foreiga
licensing arrangements with Merck and. Co for the {]rﬂrt‘lnp'npm of a waecinn

" for hepatitis B. Advaneced clinical trials are \mder Way to determine the eficicy

_of the vaceine in humans.
Abhott Laberatories 1% currently produclng & *}roduet umng tecnnlquer-‘ ont-

Hnéd In our patent far the “Process of Viral Diﬂgnnqiq and Rempent.” The'test =

kit they. mnrket has been declared bv the PDA tobe the most effertive-test for
hepatitiq now svailable. Incidentally, Abbott controls an-estimated 90 percent ot
- the world puirket and has: eatned tons of milliony 0% dellars from this sroduct.
"X understand. that in both instances licensing. ag‘reemonis have heen - issued
‘to the mantfgcturers by the Federal Government. The effect of this &t ttat
little or to, rayalties are’ pmd aud no support p‘ovided frum thls sou. s for.
. (‘-)nfinnin"hnsm research. =
- At this moment weé are nlcn in the procus of: ﬁling 0. ropnrt; n: iny entio.r .vith

. the DHEW, concerning ont’ ‘discovery:of 'a new procexs forp uetectlm: hepatms.

" We believe this proeess hag marked advantages over the- present process;
In spite of the diff culties encountered la..the patent Tights detprmfnntinn '

' < cages referred to earlior, the Institute for Cancer Hesearvh igorously pursned

, foreign Meonsing arrangements ‘with an éminently Nualified .manufacturer for
" thé production - and marketing. of a vaccine for heputitis. Ouar’ licensiug agree-
X ml nt, bes cause. ot the DHEW re:,tric_tion is umnm m mroign sales. i




it patent agreemem The }nrgest pnrtmn of’ the ruyﬂlti(‘w wlIl be used
'mlte for

P anay practme and mat thc puhhc w:il suffer

' "I‘ é-. innther-of fi¥ ns-f}ifc'-rbs't?éd. infh -
such :)m(im t‘s : (
ki

s featnre enah!e% a quﬂhhed mnm:l’m’turor (‘0 make an in\'osrment of capitql

mntermls

I‘\’rlu‘-iﬂtv s an lmport‘mt f'wtnr in thiq prem-w 1’ no! wi
pmwsmn for this has been ma(le under section. (4} (b) by the s;tlpulatmn of a a-
to R-yveardimiting clause (see pagés S and 9y,

o the Gavernment. [secnon 204).

investment: My concern in this regard stems from the mechinism pruposed inthe
hin far do!ormmmg the éxtent of the Government's investment. Let me point ont
. that & conprofit veseareh institntion such as the Instituie for Cancer Research
©is vastly different from. a small business srhich is geéared to prnﬁt making, It
exists for the solé purpose of acquiring and disseminating knm\!odge 'Fo survire,

- on-A fiot-for-profit ‘premise..
Conseanently, the Tnstitute's research program, lnr-lumng mv own Inbnmtnrv
s rupported- hy. Tuids from many soitrces other than the fedoral governmont,
among them the Amoerlean ('nnror Society, the Comnjonwealth of Penms Tvania,
_privatefoundations, and endowment fends of the Institate.

share may fn many iistances be the lesser of other forms of suppert. Ts it then
U proper to return the Government’s Imostment mtlmut referenua to the otiier
Cfanding sources?. ..

In nddutinn. the lon;:th nf flmding "\hmﬂd nixn he (‘l’)ll‘xld(‘!‘(‘d Tn nrrit‘mg at
remmmrnriun fnrmuh i« the Government support tobie dotorminod on the basis.

ﬂleir 20th yeuar: Resalntion 6f. th-i\s qnostinn conuld bﬂ'nme an m“‘nlm.t!!lr.-: night~
mare. Frarthermore, mpst ﬁmd?mx ngmwncuh are not for the purp
an fnvemtien, Thv thvention frenerally ix n by product’ of the resenreh profran.

p«wpd légi:

CONCEPE ilint royalty 1nr‘0mp~. i restricted to Ruppedting researeh:
the pmper mmi\ ﬂtinn for an- inst!tutlmx to vlgomuqu prot;ecufe patent applic&-

Lancer Rex,earch to bupport lts lms:c &ud (,Iinicnl cans.er

nrguer.l that o 4w 'ml htte r:ghfq to @ nonpmht instxtutmu amounts to a‘ “[,1'.0

angd re-nunes surhcient to produce suc.h pmducts as vaccmes or othe hioluglcal_ o

Thcce concepts appear to me to he well mmrpnrated m fhe Imgﬂnge nf hill'
. 414, hut 'L ani concerned ahout the guzdehneq for returmng investment i ‘nds'_

Tho pointis well taken’ thut thc- (‘m‘ernm(‘nt =honld receive qome return nn Tts-

it depem]q upoen. nomnltiplicity of fundmg sourees, all nwards nemg continﬂent'

Hiw fﬂ(r to ennclude uivler such circumstances that the Federal Gnvornment 8

T 3 ymrJ 2 w-lrs:' 10: yeiars 7 Lol ine romlnd you th.lt sOTIe grunt-r. are now In
e ofimaking.
“This ¢hritse appeﬂrq m mo LR TLE nne whk-h W m d[f\'me the imont nf t-hc- pro-

it ;!
L appilied rm»mr( e efforis in Ammm Tit: m\ npinm'w tlmre iq ;.‘.'r('m mom to the’
il provide




ould aldo. m-' N

support nnd tlms be: )
obr ng;iopgl_ o

ility'ot independence, Wmch i very valu‘ i

'I’e‘- onidered o “mtk!‘ﬂv‘lymﬂnt to the mvernment is bwed ‘nn a per-"‘_ .
net sule‘s, n[mhcahle at a gu en’ rate aml promted on B Slldlng‘scme;_

'nd p'me! of wi -nosses axe pxeﬂdcnts of small b
types-of companies nosw. réceiv
"]‘mxct‘nt [4) the Feds heand - development - S
all comp_*tmeq h'ue bevn t e mmt'mnovitne ﬁecto' of the economv, .

0‘

" and rlm‘plopmont _ .
\Ir. ’P’l’rrwl\ o I.tnnott* thc preﬁadont of Pc 1 1’r.ro] In in’) S
page. N.Y. Mr. Tannotta was an economics major it Queens College and"ﬂ ¥
founded- Ecolotrol, Ine.. in 1969 to work on dovoiopmﬂ innovative ©
water pallation coritrol deviees, Mr. Tannotta is also tha vice president:
- for small business of the Long Tsland As<ocintion of Commeree & In--
dustrd, a meinber of fhie executive comniittes of the 1.8, Chamiber of.
Cmmnercc Small Business Couneil and a imember of the! Small Bnel-_'
ness Admmhtmhon s high teclinology ftdv:qorv committee; and is
also involved with the Lono Island ¥ orum for Tecnnolnrry :md ﬂlb
National Stiall Business .\s.f-oc-mhon '
i, .\vﬂmr ], Oberhayer is president and fmmdm' of \folecn}on Re-
search Corp. in Cambiridge, Mass., a company specializingin the chem-
leals and plastics: field. Dr. Obermayer reecived a B.AL degree w1t11
* high honors frem Swarthmore College and was awarded a Ph. D.in
cho:matrv from MIT. Tle is currvnﬂv vice president of the Amoumn
~Ascoeiation of Small Research Compnmos has served astreasurer of
the Federation of American Seientists. and as a dircetor of the Smiller
Business Associgtion of Now England. Inaddition. Dr. Obermaver was

. foinder and first chairman of the Research Management Assoe tion,
president of the Association of Technical Profussmnals, and a dlrector' '
‘of the Boston Industrinl ’\Ir‘ﬁmn.

, Dr; Walter D. Syniuta is the president of Advnnced ’\fechamc‘aL.
S 'I‘N'hnolo es, Ine. Tir. _qvmuta received a doctor of science degree from. -
.\H'I‘ in mechanical engineering and was a Ford poqtdoctora.} engineer- -
ing fellow, He fmmdod 'mnt}ﬁc Energv Systems, Corp in-1968 befora

establishing his present’ company. Dr. Syniuta’s company has devel:
_oped what. appears fo be 2 b very ef‘ﬁcxent housa space heater and water




nosti _(lewce now bemg usea txt \Iassachmotts

; mw" haﬂ some exper.nnce with' Gm ernment res

' ymient contracting through their companies, T think-
that their expericnces will be represent iLtiVB of what:many small busi- -

ncbsmen ln,ve anountcr;d when they (,nter the- “orld of Co‘. el nmont S

7. BGOLOTROL,
PRESIDENT, .

‘ rrnrdmg the . c!crtrode m conner.u '_':"' e
v discussed, otir fit ‘

mw iom. u<~mn' pi_le elv ﬂl'}.f t}pe\of‘ p'm e :_, o
o the hmlth ﬁeld will now be usod_ BT

"“ h’lt was mlh 1] _
~ to help solve otir en §
The problem T will

_ ¢ ‘he..pmlﬂ(‘m of @m‘iH':@Ql
particulirly my (ompan‘r dealing withi the ageneies of the _
-Governnient in obtaining R, & D; ﬂ't*mtu—cmd moro C[)CCIﬁC'!]]\ not U
the foreground ‘patents: sehrscussod mzher but the background patents; -
“that is, patnnts that have nl‘eadg. been 1~f=ued p*ud for, and dev eloped- Dol
by the company. ‘
Wo started our cﬂmpqm in- ]‘)(“) 10 years aﬂ'o to develop a procoss
for the treatment of sewage and industrial w qsto water, We felt this
was a good opportunity: for us, beciuse the Government was about to
undertake o very large eapital program in this arca, which is now
estimated to cost somcthmw oti the order of §1 plus- some ~odd billion.
Qur system was one llmt Basically used the same-infero- -organisms
as n{hm systems. But, b\ utilizing specific techniques, we were able -
to inerease the productn lt\ 80 ns to cut down treatment time from an
average of 6 hoursto. qpprounmtoly 15 minutes. L
Tt was very diffienlt for us to interest the Government at all inthe .
eoncept: for appr oximately 5 vears: By the time we did have some in-
terest” on the part of the 1.8 (m_p_rnment we had 'tpproxnufitolv
- 20 Japanese firms who visited ws. We liad visttors from the city of”
Tokyo. We had.visitors from Germany, England, South Afrua. Is-
A(I, and many of the K uropean cmmtrwq By the time we were able -
to interest the (7.8, Governmont, we had pubh-chcd three papers.a ad -
 had received an nwmd}'for one zmd lad had o u"u-s of operatingdata.
By the time we'swere able to interest the 1.8, Government, they ads .
" vised us thiat we had-a system that ivas so f'll‘ along in: dove}opment RO
" that we svould not be able to quahf\ for mscmeh funds but rather-
only a. de\ elopmcnt gmnt . : o




- for-q grant to & rhummp‘ﬂltv.
onr b‘lr'l\f*round patents. The p’rohTom
v h'}d given up such riglts, parti

“wasaf oa prcmmm, we feTL we “ould net be m the poqltmn to i'nqe'
capital, : e : '

' Onyr gross pmf‘t w‘lf:.-fn he*

o -thrm 0.5 pm-cc-nf of ﬂw rri 058 ¢ost of 'tho Cnnh"t(‘t

"We wore Mmtod

e ‘mon‘f flul astudy that mdtcared fhere “ould ’ne qpprmlmqtolv a 15-

 cost d]iformtml bet“ een our techno]ovy and thr}qe cunently

: nndor p-

' ._tho pafcnt% “hm] we | fvlt wm e of. &nl_ﬁ'cnﬁt Vahm

As webegant act whlc 1was rmﬂv a subcontractj

econamic environment we. fieed-in ﬂm- o'n-lv‘c 'vnnho%.,“hon mp 1711

“The total obnfmrt tn nswasin the ame u'nlL nf qppmn"

The end result of this wasn series of: norroh"shona Tmtm]lv e were .
iHing to trnc:f the Gm‘ornmont to grant cortain i ﬂ'htq-——and that was

really naive. We wrre'aleo naive whien o started the’ company: think-

. 1110' we conld scll tnie technology hased on cost oﬂ'ectwonncq W wele
“ naive in dealing with the Gov cmment—bqsed on.a very ambiguous,

confusing set;of reemlations.
T would conchule mth a vorv brwf htﬁtorv Whtch I m}l subrmt for
the record, -

_What happened. was that we roron‘ed otir firsf roapomo of our re-

' qnect for waiver under the p’lfont rerrulatlons '1bout a week ‘lftor the

grant. wassigned.
We prepaved all of the 1 necessary dnoumonhhnn 'We suhmm“od it to

. the agency’s patent counsel. Tflew déwn 'md ‘:pent the day with them

in ovder to reach an agreement. -
At this point. the agenev was nearly ‘lf ﬂw end of its ﬁﬁml vear. We

were ascured that we had an agreement and asked to start the work.
We began working with our cnsfnmer. Approximately 4 months into

the study. after we had Mrmnder] apprommqtelv $30.000 of ont funds,

- we wrmved a lettor saving that the deal was not rea]lv an “‘1 O'reement”

and the asenev had tmﬂs\temﬂv changed it.-

YWhat that did was topat us in the situation wherom our bnck«round

' ‘rlrrhtq were now in jeopardy. We had two options: to discontinue the

work and sue the Governnient or to have :m mltml contmct mth the
.mnmom'ﬂlh' honared by enstomer.. - _
The: mnmmpﬂhiv decidcd to hrmm' our contract, and we contlnued- _

“on that hasia,

Wa did turn dmﬁl fhnt ,f:mnt Tt took us 7% vmrs to mterent- the

Government. enongh to negotiate the grant. And after we consrde-red o

it to be !ack of gc»orl f.ut‘h _nn the part of the Government we. tumed




v dmv _.'But We contmued to negotlate to _,tect'_ our customer. o
L mistake, because subseqiient fo that; in thenext 7 months, -
: Sftlvage something for tlie county, which is now on.

the lme for‘l 100,000, wé were asked_tp sign patent clauses to contra.cts _ '

= even f wew renot to participate. o : L :
o vere billied and threatened. Tt was just a very d]ﬂicult satuatmn‘
R for us* not-being a very hr;ze company, to cope _Wlth this.
~ And the only .écourse we had wasnottowork with the Govornment
C - Emnst say-1 am now in a new produiet Tine, e are still
- virénmental business. Our new product has nbth to do With the

Governmmf

- haye been. emancxpﬁted : S FRR _.
eal problem, from what I hfwe cven, n'-s the f':ct thqt most of '
1lations ave nmhmnnm ' : :
o T belie 11t snmewho e T once “ond thoro wore 2‘3 sop‘lmte Gov-, '
_ernmo it; policies: T wounld: sHeest there is no: Governnie: potent.
e nee fhe ones T have rea ad are so ‘Lmb:guous nnd open to brosid
rane nging interpretations, - G ' 5
U We: Felt it was. extremels 24 _Jth the Gnvornmont
~Particularly since in the' onmmercnh? tion- of-thls chnolog
: nn]v proiedmn we h'irl on a mtr ]

Ln & hqt rocnr-f to trv to pmtect otir- mv«tnmerv. ocntmn W nmurnd
.whethor we wonld be able to retain the same patént- vights th'lt the'
- (”m'ornment ageney gave to a multihy dollar mmnr"f— )

“field. We wete ady ised that that would: not be povsﬂ:ﬂe. We‘ Wwere

really bewildered. ' '

" The Government arened thnf wo wnuld havo a mononnh:tlc pnqt-
tmn, which was dxﬂ”vult to understand, lmsmuch as at that pomt'
- our siles were something less than 81 million, -

Frankly, it was a very frustrating: experience fnmrr to deal with
" the Government. After 211, all we wore tr}mﬂ to do was to profect

W}mt we already owned.

T 'do have some of the conéerns outhned in tcrms of %he payback
schedule.

In ferma of the question of formn'n tmdo raised onrher, T would
like to add that one of the frustrations we' have. had is. our firm in
“the last vear has spont nequv $50,000 or ‘260 ;000 in trying to obtain
: qunnt rights with Japan,

- The reason for that is that our sy fsfom qpemﬁcnﬂv s 'tpphc'tble to
- the needs of that market, They are spending billions of doIlars each
‘year—and we wonld Tike a chance to compete,

Our- fru«;'rr'utmn was that much of the mformf\tmn we ﬂ'a»re to fhe

Government in trvmﬂ' to_got them interested” in onur: qutom——sub- '

- sequently tuined up in Japan. And now they are m the World market }
__:eompotmrr against us. '

Qur technology has suce ec dvd We are 3115t begl mno to commercml-:; |

- ‘_170 it in the Tast vear,

We hive o 98- m:]hrm‘rrﬂllon -a- dav plant in the city of Pensncrﬂa,

I‘h. We havie hoen nccepted as an mnovntwe technologv by the EPA' |
.ln has‘;au Cmmtv =




: dustry
b

L X =hmothmg on. the order of $3 té $o bllhon a. ymr with: v:rt ally no

o .ﬂﬁt t}rl yare amblglmuq ‘The background paténts y

o :'them.i ’

T .mlght:add th"lt the frustratmn of gettmg tech_ ology
S becnusercf the Government’s regulations-—: _he,redtnpe—-mucst

ave & technology that sliows a
s; not _only will_ the Federal Gt
nt Federal participation’ on
ot l__-of 85-percent and wi 1 g o
~or modifyit if the system doesnft work L
' bettersthe._ S LT ;
1at the patent cl‘m ;an a 8100 000

g toma
ecluded ns from participating. FTore the Govcrnment_‘ enid--

percent dlf- x

h _rlcal options.. .
15 €CenaTiOy I thmk 15 documentod aq well bv

ajor prﬂlﬁem I Ime WIth Govcrnment p'}t ;

it pmtant!y' they ch*mge 'mt
ng bfquq g

~and fh“ risk Of the'blil‘eauvr'lcv of the nrrencv was that it thev dldn"f':' e
"grfmt the waijvers; they: wouldn't ‘participate .in the program. =

To the small company: which tend to have one produet line; the risk -
s that the company, either gives up its p'ltont mghts or hc docﬂn t

- participate, Tt’s %vqtcmatma‘l]v excluded.

-Fortunately; we were strong enough and- }nd enmmh f'uth m our.
1m entionthat we were able to talce hack and not partxclpqte. '

T haveone other comment with réference to the bill.. , .

With reference to the bill, there is no specific elause in terms covering

" backeround patents. Much of the argument, I have secn—and T have
- read some of the téstimony given Yast year before the Small Business

Commitfee—deals to a gzreat extent with. inventions thqt h'ne bcon
dovo?opod unider Fedural grants.
There is a very interesting clause in the reonlitiond w]nc’h is knn\\ n

~ as the clause on the specified work object. What that term means is:

_anvthing vou do under a grant ora commct w hether patentod or
' not patontod
8o, if a firm has 1 pmduct that 1s ’Datonfed and p'lrhmp'ttee. at the

- Government’s request. in obtaining the information that the Govern-
ment wants, there are rlghts t}nt 1mmodmtely accrue to the. b'wL- T

‘ ground patents..
Senator Bayrr. You méan, the Governnient: ]nq fhe p'xtent rmhtq to
'am invention that yen mieht make along with rights to the- technol-

. ogvthat you already had befme you partlcxpated n’ thef Govemment o
. contract?

ANN o'rm. Precxseiy They have a rxght to forcc you .to lx,cenc:e 7

Sefuatar BAYIT ]“wuse me; they force vou tc hcense th em9 But you -

- _.would stlll oW them ?

s, I think: In the last 2 years—under Public ~ |




.SO’ﬂ'lb o fee coming

("l‘:PVlt'})‘l." ;

- aited are iny :zh(htod in'the a po'ﬂs process. So, Wh’lt that essentmlly'

haveto work torrethor T have. to monitor it..

E )eopie-
ll‘> a ‘5h

: .mnrlxet is eetahhshed

Assig &mnrr 1 1s--they sald they never used 11: .
d t}nt lf thcv never nsed 1t ﬂmv qhouldn’t h'n'o ‘m( 1!',

con 'pames. By c}mnco, c,omennc docldcd 1f A qm'ﬂl com-:_:= R
renetrate tho market fast ononrrh—-—or fc;r Wlnbcver other S
re-forced to give then cense. o
til. 1969 vou could have a Heen "’-‘grcemont and hm'e a roa-;: -
' back: There wasg no difficulty wi _ _
- The fact of the mattcr is, that this is not the case. . ™ R
- Tn 1969, the: Supreme Conirt had o case in. wlnch théy s:ud thqt 11-: .
ehse ue licensor'to invalidate its patents. . -
ssentially, schat: ]mppom———qnd I have seen thl<;---n0t th01 Govem-; S
‘ - small-firms—tho licensee just stops. paying.-And .~
, iteuts: ni'r' xour nlnhtv tn fi"ht b‘i(‘]\ bec‘ 156

hig ) X

“To protect a patent, it usna Vi oqt nI_
dollars. Our frin sirely ST '
~ On top of ithat, qppromm‘tt"

F 60 to '(-Opercent of ali I;Qtentﬂ; prme— o

doeg s, if puts ugina very. x.1ﬁ.iullt p031txon

The Tast point’ L

We would be marricd to someone we didn’t I\now. , ‘ »

Perhaps they “had & reputation that was not neeessarily- one of
ethical conduct, And if wo have a license an‘reement-———vou have to .-
share the technoloxy., You have to share each othel 5 Xnow- -how. You o

There. is no way that our company was in the position to. take on .
the appointment—we wanted a licensee we would be comfortable-with.

In fact, when we did take on a license agreement, otir eritical cons-
culc=1atmr1 was the { 1ct of trust in people, We need to marry people you
trust. .

The fact-that the Gm ernment: had that right on a cnntmrrency 'bfms :
also preclnded us from obtaining - mpltal from outside sources. Not -
from the public biit. I think, the institutions. The reason being: If
you were suecéssful in the marketplace—vou-did penetrate it and you
were. commercially successful—any number of people could come
through-and request. - lcense. Thercfore, Wlm,tever competltlve ad-
vantago you had could dzs&,xp'xte quickly:

You don't. really make money. on licensing. You mqke money by

'qelhnrr pmdnctc;. The bag oest - nsk in mnovntlon 1s'not in the invén- = =

tion: it is the innovative process of the cnmmelcmhzatmn, in getting

f e 1111:5 tlm products—that 1t WOII;S and it is reasonable. T ha,t &

TY. easy. fo. reap: the b{meﬁta of prm on technolo" v

onée’ the o
l. And big companies are’ ver} apt to do that
. So.Ithink thisisa'veryneeded bill. e
The only ather ¢ coneern. I have on the bill, Senator, 1s t‘u& L




seen ,the l'argp compam‘ § got wery favorable treat- £
Gover ment in-terms of paten acquxsltmns whereas'_-.

yi d. . .
ay find ‘ourselves in the posmon of‘havmg to_ S

whiercas the large companiés may, inder’

ot pat ;back nnythmrr and obtam equa] i oatment L

it

“wil] o hve mth the eontracts glven to the
>, OFy evenj Yhion Carblde—wzth or W1thout a payback. _'

some q‘ T 3’ W'e-“’ﬂi 'tsk you to prm"lde thef}_-ﬁ' '
a“‘““e"? or t}“" record you Would in ert]nﬁ‘ T B

an\'“ avi - o
I seant, i/tﬁI\e ﬂns nppm-tumt\' to f}nnh you fm fm-mnr ‘me ﬂ:e :

oﬂnortn tospealeon hehalf of thishitl, — © :
Tam goingto start. on page 2. And Twill make some evtm oommonf':

I thmh innovation is. accomphqhed by individuals, not by govern- -

_mentsiand industries.. However, thess individuals must be practmallv :
motivated: And this reqmres adequate support. from government
and/or Industry. - .

&  Most often; the mecnhw for hoth lndIV'idﬂ"l]b as WeH as businesses
! boils down. to financial reward: And when thls is removed their intio-

i vative productivil v.dechnes

Tt would: appear that most novemment nfﬁcmh do not apprecnte
the importance of the profit motwe in the technology-innovation
process. There is a‘general belief on the part of government officinls
that where a Fodorﬂ dallar is spent, there must be Federal ownershlp' '
of the resulting product. '

There oun'ht to be a.much br mdor view, i which 'F‘r-dom] fundscan
he used to stimulate inmovation and in which ovwnership of the result--
ing output wonld remain with-the innovative condern, who would ba.
_free to_exploit the decelopment. to the fullest. In thls way, the u‘;qllc 3
- wonld benefit from jobs. taxes, ot cotern.

No one beriefits from the 28.000 add “th‘h'ed govonlmont patentcs .

which: are: presently. fodomllv ow ned as a result of federally funded

; o':onrf'h and development. s
" Prohlems of small innovative buqmoqqoq in doahnfr wﬂ*h Govom- )

‘ment policx in patent rights, backgreund patenis; and rights in data:
'I‘ho dev clnpmont of new pmdu( ts or prone&ws b3 «m-ﬂl buc:mccsos o




tly and rlq}r A successful product mtmduct}on mvo]ves BN
pment ‘ai... market-entry’ coats, wlnch in most cases fnr'_
initial concept{dwdu‘nmnfc costs. - U
‘ the. basic patent protection nsually emqmtes from t;he 1mt1al s
R & D,.' phases——those 1n wh ,I‘ cdera] R & Dy funds arc mos_ L

.k’el;sr |
ovemment p‘xtmt pol I(" :Wlth r‘.--"._pcet to Fedoral R &D. f
esultmg develnpment by qmallﬂ', S

: ._funds‘ ‘
mmovative firin b
7 The followmg is an e‘{corpt taken from: the patent rwhts seotmn ofj
a, Clll rent Go»emment cnntr'wt ( reforonce 8) PR '

8 of ﬂ:m clfmt;e.

Section (r)--SelIer Licensp

. " The Beller ‘

‘ ﬂp])ll(‘ﬂhml #
‘ he

. .ro nquvﬂmq ..iﬂe to anv éuhcseq :
~contract and. in f‘lct muqt erant the Gommment any rl,fzht%'to inve :
- tions made’ prior to: chQI\'ln" Govomment Suppoz‘t—that 18, back-“:
- .ground rights. - :
Tkl triie that.in dmlmﬂ' with, rofttun Gm'm nmonf ageneing, g w aiver -
of Gov ernment patent vights mav be. nowofmted—-ﬂmt is: 1f the hisi- -
ness ¢oneern is aware of ‘and tnderstands the procediire. The siiceoss
~or failure of this action depends on the: dl"pocltmn of the pam« ular
} buu-'mr‘rﬂt who is in charge of the proecedings. :
‘ arge’bisinesses are w eH eqmppcd to ﬁrrht this bqtt]e. “het cas c-ma.Il '
IHOSE6S fe not.
As a result, there is a ro]nr-f'mce on fhe p‘l]"t of smﬂl innovative.
husinesses to seek Federal funding for innovative concepts for feap
- of losine their patent, rights, Instead. they mav channal their fed-
erally snupported offarts to snch.areas a3 technology assessments or
other “paper studies.)” heping that the inventive: product-develop-
ment work will comie from internal resources. Orv they may seck
Government. support only in those ateas that thev have no intentions
~to commereialize. And they may attempt infe