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"l'cd li " p r0r r: lI ,t :\('('clcrllll"ll:l \\'hk i. r :lll e r .
I t ' ctl v (''l y h I..' "U 11 ~l tl \ ' I ' " I n !\) : llh· . I ;\U t l :1 : l \ · c1\' .
c.·(·fl'I' :\t 1111 ~ lJt\ ~' H .\" I) p n ' ::r:lIH . J) I · p ~I H h' It CC'

O il l·:n 1).\ ' :1 Ju ell: m r-n tn" thl' nC',,'('It' I'ltt 1" 1\

cv o tv c-, t o p n " ' tT d III :\ U'c.lliv 1'l· ·'l hul ~-l lJ: c

m .uu u -r III "bli ::l\. llll :: lh t' ; ·,' nurIl\l(·t: ·.I:d ( ;uaJ
nppnllH ialcd) fU l\d :;. t l rc i cto rc , i :. the o u l v

~n· .\Itahll., I HC c h a l1l.:·an {Ill' tL \ I :\ 1\c l : lJ: n ::,';11 r c­
~P01"1 1)lI lly \\'11 11 lhls ! (.\:ll a ,'c l'1.. r.u Io n . T he
t;'llh,"''l llnll,l l'e r,pC" ' il ica ll y Ch" rb"d E \10O\
v. lth t h.r t r '· "1' '' 1I ~ , b I1l 1, y .

T il£' Co nuu n rcc v le w In t: l e r el' ,Jr t r crtccts
lIli\t Ch :l r !:l' (If r e ';l'o n ,;lb ll lt y " : ll l , r u r u rcr.
d t rccr s 1-:1·:1> ;\ t o u u t u .c ;l\· :\ tL.'.1Jle l"" j ' r o::r;'\ lu ·
m ln .; :\n(( rc t e n t to n procc.ru rc s In c xc rc r.si nr;
lj ~l',i l rcs t r a t u t, wucre ncn' :"r:l tetl n.' ,',· ,\rcii
c an no Io n i.c r be J ll ~t jn (' d . T !10 C o m m u t cc,
h owev cr . (It)':~ Hu t r u t c u d ( h .l t. l h l :; r~\1 1d ;llh'e

b~ \1s('d t o Jh ..·.: ;\l C the c lc:"\r :'\ll d ob \'i o \~ ~ n 1:\: 1­
(b t e t h ;t t 1-:1,D ,\ ncccle rnt c l 's p:'O:"':llll i n
CG.t·h ('I e t h ~ ~p C c i l J l' d prc ~:ra tn nrt.";\ s . I rs sin ..
l~:C n :l d o Dl" !nt e lltl cll I" the "i c\'! i.'; tl ::lt
t lle n('c-:lcr~\ t.jon in each nfl'a. lJc n l:ect('u ill
n : l ~c :\l1 y r ('s p ons iblc way.

'I'he sp <' c l1ic l~n~tln~c In tJ1C v iew r c!"rs
ol,ly to " ,' I;:;nlJi c:\ntly Incre :\s cd pro:'!r:tJ1l
:ll·C'~5 .H which Is defi n e d f")f pu r J.' 0 ~~ c 5 0 1 the
d i::c\1 $.5 io n :\..5 so l ,1r o ~cothc r n~ ,",.l. ru :d c C!ts C' r ­
\'a: ion :t rc~\s . I nn1 · a d ..' lsc,j t h :\ t ! h!s 1:111 ­
g u:ft."': C' and n.-,rc rcnce nrc i 1'l. : c l1ci-: d t o lln~ i t.

· thc CO !~l : ":'1 1t :(' C'S \· 1o.:,w to t h e !l on-!o s sl l pro-
b rn. n~ 5 \1t ~ cJ. ("r t h e Co: nn1 it : ccs 1~C! 1 ! 1l1 C~ ~~1r :\u­
t ~1orizJ t !o n Ju r l$ci ic t1o n . t h c::-eb y C xc ~''" ~<t ~ n~

t h e :o .::- ~ ll c[ ~ (' rg) r~&D P:-O~;"~ !'"n3 1r o :11 H3 ~ p ­

p li c :.ttlon . I u n t: :::- :-st:dld t i1:\t 0 P PO::C:1 ':s o f
t l ~ e \' ~ e ..'..·s ~ p p l l (' :t tt O ll t o !c ~- s i1 r (....$ c :-l r C ~) :'1':' C

c o n ccr:;ed ti) a t t ~ o " Ic ·.\' co u !d b~ u s ed bY"
E~~D .\ or t ~c OC~co oe :-'::-In:1!":C :1H''u t Rnd
L t: d r ct ~ o j l: St. !~y nr b i:.r :1. : 1:Y r cd t: c i ;\ ~ c :, p c :\­
d :: u r cs !n io~ sll n: ~ 0 ~ :ch . .s uch .c l : ~:U ~ O o! t !l C
COnl ~Y)! t tc c 's c I·: .l r d1r ('c tion 13 n o t t !:~ (' :~ C' :: ~

of t he V ; C \ ,/ :".:...d \\'o t:~d ! ~ o t 0 0- l r; ~ c r a t C:c1 by
t he C 0: n m itt e c In l~s o ':~r,,:g ilt ot E:':D A .

I nl !::o \J: ~ c1 (':- s ~ ~;:d t l1 ~t 0 Pi )or:e ::t s c cHc \ e
t1~:lt t l :~ t c·::- :.il p rc :::t ~l':-; d o n o:. ~=-jl: l \: C. 0 t he
uc c~:cr:t.t i on. \ \'hlC il ~hc C0 :H !n i t~ c c ! ~ :1 S f'.u ­
tho r i 7 c d 1:1 t ) ~ c n O!1!os s il p:· c r:~:- :lT n3. A ! c h O\'i :; ~1

t h e C c n: !n i t tcc c :d no t su~ :: ~ ::n t l :'l. : ~y l:H: :rc:-..::e
tlle- EI~DA !c ~.s il r ,~ (n l c..; t . t i: c fc. ~ ~tl r c: cJrc h
}Jro~ r~1:·-i..s <~o . 1n .f.1Cf•• C(l1.:3.1.C t o S i ': ~1 ii.:. c :\ nt ~ y
r...ccc ic: ;-.t c d ni....;D pr or;r~r:;..:;o Fo .:.: ~:.l p;·0~ :!. n~ s

h3.v C l~:crC' ~ $c<1 f r o rn ;\ D n rox i !1) :~ t e l ·,· ~, , 3 mn -­
lIon ill FY 7 ·1 to S l ~ ') u1inlon i n 1-"1.:" ";5 t o t~1C
S·i:35 nl~l1~ o:) 1n 1:'1" 7 D wh:ch t~ ..ls CO ~)~;1)i~tcc

autbor1 :;.~ cd . nnd "';';11 Ic l1 tile SCll:l. t C w i!I pro'r:! ­
abl y 'I n c r (' ::t ~ c nnothcr S7:i r.:I~l ~on n:Ol'e .
O p p OI: Cll:S r c :.p c ntl to tl:c.:..c !~c ts bj' :1:-61.~ ~nb

tl:a~ t il e f O~ " ,i p rc ,~rams r,:'c f r.r b e t:e r c e­
fin e d fo~ n (} til CfC'!ore n o t su!)JC-Ct t o c on ~~i (!~:-J..­

ti o n s o ! fi ~C :d rcs trn.i n t (J1::;c u ::s c d ab c ·;c . I :\111
tl ll a b lo t o r.:;rec, T he fO'~ci l pro :-',ra r;: ~ il ;:"e
clc3.rl y li e-en :; j ~; n i l i c a n tl y :1ccc l c :':'l : c c1 In ~1; c

past 1 2 mO:H l l ~, un d J \I ~ t n ,~ c l<':,r l y. EP.O ,\
~h () n l d be (il r e t;l c tl t o l ll c c.r p o r a t c t Le e l h ic
o ! L oca l T\' ,;poll sibllily ' l!1d , w l:ere :,pp ro ­
j)1'I:ltl', li sen l l e ~ t ra l n t In lts imptementatlon
o ! t h e fo:.::Jl pro ::ra JJl!;.

I u r ;;t: m y c01l(':'<;; l1e;; I n the lI., n ' .e to Sll P ­
por ~ t lJ ~ ,, :e w t h a !, fi"ca l rt' ," p oll :-.i lJll lt :l :l11<1
th o r,u l d~ ll e c Jil c lu d ed In U, c Co m,"i tl c c
" ie w h!t o ult l :lpp ly Cljually t o :l ll 1l0 1l1111Cl c:lr
p ro~',r :l lll :; , I II lll ',ht ve tl l C currc r:t e': <; :10 111: C
COJHi lll l" l ~ I II th e ) l.... 1I<l1l n il e! l h ~ ::<; \'('1'ely
llllli lul 1"l'c1 el '" l hll(I ;',et . til e COll ,',r cc, ll l\IC.t
i u ~, t l ro t1J :lt t h o ::'') [ u ll cl!] v:lIkh ~ t r c :\\l t h o r ...
J~'.(' c1 " :-C \l ' :<.:U (I rc e- li vel y . J\ !r.11o u ::h I !-. I n ) I) ·') y
c' ldo :-:-.h th e He..... d fo r ;'l IJ Ilc('c lcr:tt ' d rt·:.e ;\fL i l

cllo rt tf) :l : ~ .. ~r(' .: .I \-l.' ly }J \l r"'I~ tt' c l l ll k ;ll a l : (T'"
n a ll·, ( · . ~ t o (; () u l i ll l l( ' U t! CjJ': l lt li' n r c ()ll f c r ,"· "
(} I I , 1 (';Jl lll "t. J \I:.l lf y :l ily :l ll l' lll pl to i.:lll .re
U lt' " ' ) (' ~lC~ n :J n~ f f:'qt ll rt '1n'; n L (fI r Ii : / ' : ' 1 f l' "

~ r. t )j I·:J h l lj :y I n ;tl i o f ( Jltl' b 1ld ; ·.c..' I. ; ~' ; tlt dl · ~ . T ; ~c

lJ :l! a li r .. J IH 1·.t lJl ' .· . 1 1 \ H' 1 ~ O il a l' tllll IJll 1 int~ 11: l.· j ...

I II ) -:J ~i)A ' : ; ( · JH' !'; '.Y }( .·~·1) )lrL ;·.r :ull. 1 f tl l( 'l ld I t )

( ';11 ;d .di · .h ti d :; \ · I t.' ,' / 11\ l' ~/: 1-'l cI I )I ' (klJ. \ t l' ( I)t

H ,lI, :\ 171 ,,," I I ' '' I',r y'"'r :,\l l' l' "rt, I " ".Il,!'
:11' .4) 111'1 '\ ,· ) '1(1) ..\ tlJ fully ('flll : H it ·,. l i · .".d I'f '~

f Ilflll ' ,) IJ~ 11:V J11 :1:1 fl( j f:: '1Illlllll. ' )f ': tr 1 (' .t::ll I ; 1

1,re ;ttl' ,1' , 11:1\("111) dtj\lhl f}j(~ 1I1"JI)111\' or t l1p
C'lI11I1111IC(, I , l ' l' l' t , rt ~ llil:l vlcw. 1I" ) 'I ', tll il ',1

nCr::< ~":C th e Fo ~si1 Fue l S u b co:n m ilt c e
Yn it-c d c o n c e r n o ':e r (11C [ j\ c :\ I 'r " ' :p o l1:; I­
b Ulty COIn::1C llls a s ;1 p])l i ~d t o EP.DJ\ 's
f c ,'"il ftld }' e,~, c ;H l.'ll nro r~r :1 l11, t il e con l'mit ­
tee Yic \\' \,;:1 ,'; l im i t ed to l ~ Oll[O: : :; il p r o­
(: r :llll s, I adclr('."'scd t !l e i r cOl.1ce }' n~ i n nn
a d d i titlll al \' Je t\',

I 'J ~ ; ('A r . HI ::;I'()N ~t (lll.JT\·

°r h c CUI11Jllit tt·(' ..t·por l (' (}nf a!n~:; 1\ C ;': P l' t' !) ~

' ie ..... {' Il lill' l llT<l \ 0 b . ~ I ;" lf ·e the a c\: c; )(·r:, l(' c.[
(, l1"r l' y H." 1) p r t' ;:r ;lJll with r l · .( ' :11 )'t' : . pO )l ..

: oIh U J I Y. 'J"; I C" v i , ' \,: \\ : ~ : ; ad t ) p l ' ~ tl III tlH~ J<JH:r::y
H '· : :I · ~I I , ·h-. ])(· ·... · h ' I' II W ll l . ; U lr( J ) f' lI l t" I : .l .. ~\.tl " l a

:-:·~ I IH ·t")111111 1 1 t(' I ' III r c " p "t t::" ttl t n l :\I 11l" n '; \ ' -,' :;
(I f t\\I) :~ Ild ll.llt ·c 1I 111t' ;1 t1 \l ~ J-:I:D .'\. t\'quc ;... L
\\ 1.11'1\ \\ '4.:11' IJIl :d l y , \\l t t: ll f: : 'I 'd 14,) ' I ,JI .lr, 1:('0'"

ll,, '\ q ~ ; 1 t :111<1 t'llll ' 'C 1 \;l t ' 11. t . '1 he : ~ :"IH 1IIl1111l t ..
tn ' .Iei .clll \ \ ; 1; : l\ 14· t ·l .; '.I I· II ,, 11\ tll ;t\" 1Ill'1'<: Li

' 11 11 1"~H·rl·,1t alld \l1L \\\lld .d lll · c!" ; '.Il '" tlf! P('I:lI'"

1."'COIl Iq::tl'dlIlC tl, l' " .\lId l"l"l~ Illal the

n('~.!t',1 III rnrry Ollt t hI' l'u'll',' (~ "I 1111 ': Art,
' t ( \ Il \·.• ~: :,, · t ; l l l r l ~ pr,,!, : ,," ;"" :IJIt I tlt tH '" ln rol"­
'H."l f lt\ ( :\ ) hy I'\ll ("h a ' ;'~ IhnJur.'l llf' : 'q t f;dlt'1\

nr hv d01L l , tOI\ troru a n y p "n:o l1, o r ( h) r ,.OU\

f ..I J(J ~ ) "'r J " ", : \: r .d ;l,:C:ll'y. ll·1l11J!l a .... rs :Hhl(·t{ ) .

.t h a n II":C\" ('U ('ul : .1" '1 In th r. C't',H' ;') ''''· over n il
: II ·~. - . l r lwr lpt l. TI ll :; ~:t.t1I..t"; I ', h;l ~:l"d { l it t n o
f UIt OI1 \' ( ' li n ' \. o f . ~ cro: .p :' ( ~ ", tl·t · h l1 u ! tl ~ : r . •...Ih..
tUI HJl1 t <,·lI t· ~t or cll " q :y 1\.-\:)) ~ho\1hl Ill' ('\ ..' 1\

I ,,,, ~ e (11'1I11 al l<: , ' 1 1111::, t h e 11""C)' l ll"t I l' :l\' ( '~

II , e T tt' :l' . lIry 111 l ll i..· (' U l)t l l l; : f e w Y ,~; \1 ·.::J !' lr
'fhe l' 1l1p h:l :::zl:d 1:111;:1131:C l ~ lnt c n rk d IlI e : ' ~ prll l ;r,lIlI ~ ~It (' IlI<\ " tlllllll.;l<) cou t ru ucu

to l lll1i~ Il l(: :\dll l ll1J:,l ratlJr 10 1l(\ 1 ' (~lIpli- p ro:;jl l· ... t :;;< lid <,<' IJ::trw:l lve [:rl1\\"l h, I\ II((
(' "livc <: I\C:';:Y iJl forJ ll , l li otl c olle c t.ion and cv cn t u .u ty t he 1111 U"r eu:;t w ill h" reco u ped
11ll :ll y si :;. T fumly IJc l iC\ 'C t h .i t lllJll dl, !, !i- t1 ':OI1 ;;h t l rc l a w ;; on tile l lln,' :h ('<\ prc uu c-
c a t ion is 1!1I: jl\I<.I1~ cI th c Com m it u-c 0 11 t lvi t y wl .: c it It [;<'I1('r:\tc" ,
S ::lc ll ce and Tccllll Oll1::Y, b :1:,ed Oil t he T Ite C d" ' 1I1Ill l'l' , nov.eve r. h aw a re o r t lie

)1CITlllli :\! prClI)I (,,~ 1\ ."i face d ' 111 UU:: :u '(' C"h'nH t'( l
(li S(:\I ~~ i:>lh i n t h e ':() ; ll ~ll : L Le c Oi l Ap r'll ::3 , lIo', lJ j-. ",,,;r:lI11: e ,I: ., :lddlll ulI:\ ' ruo nuy n to uc
19 '1 5. O n t ll :1t (b tr.. a s t h e t.ra J: ' ;c ' j ilL d l ,, -; II<H :; \1 :1L1 n tc c ~ t\(: ('(: :, -; . \\'1Ii rc IIlOI"'y C Ut
clearly 1'110 1

,': ;; . t hc con .nuucc with out co- ' pu r 1'''':; ;1''''';. there h :t l\ m l l lll : ; p o l lll lJe yo ll ' t
j cclion :l c c r.: ) l ed n u n a ni mou s consen t rc - \': Il k :, u,\Jil lOl' :',1 f Ull(:: ; C::l lllOt uc SPl'I\ t e.rcc­
qu cz t, b y !>.1l". E~,U I 10 t he l'l fect t h n t " i t r ivc.v. .\I tn tIt:\ t ltllllll l1l: l' <lil\t . rn o n vy Is
ww: th c ill l <:lJlioll o i the cO:llmi l!. ':C th ~,t , .\\' ''...:lt d ra t ll e r tll:u l IIl H 'sI C; l. O"Cl'fU I l<il l~~,

to t h e Il l: \ :\ i :n u :n C~:; Cllt f (::'l ~ i ;) l c ti lt'i'C 00 i ll f,. c l , e \!l I,e cUI:llt " rp n 1dl: C!i\'e t o e, e cx­
u c o o r d ill :1Uo :l o f l h c d ar:1 b:', !l:,-:1111011 ~ l c " t t! lat l\ fill i t e H,':O ll l:l ll:l ~: cme!lt p oul In

l:l~D:\ H L1:-:cd to 1l 1 a n :\ ~ l' n l .u·l~ln;,.n,: "... !(C'c·
thc \'ario ~l s :1t:clJcic,s - s o there \r o\i1 d n ot tll e 0" pOlellt l:llly ll o ll- i ; r o cl u ~t ;';c H,;; D :lml
be C\:p:iC;lt :Ci1 Wi t! l ~ho:,c of Illt e ;'j o r n:'.tl H'mor mana-:cn:en t at tcllllen alld fOC1:S on
others." truly l"'Omjsln~ pro;; r :l m ~ l-; r ec!ucNl. Tho

1 nl,o be l ie r c th:1t it was thc sell SC of C()lllmitt~l'. of c()ur :' ~. I s :ll so aware th:lt en­
the: c o nferc n cc co mm : t t c e lIlat th ~ l'c be en! :: Wi:D ftmdin ,; r-lllS t r e J!ec t o'; N a ll !l,t­
110 d,lj',1ic :I ! : on o f ex:.';!:n;: en e :' ; y i n fOI'- tIOJl.l J jll'iorlt,es :leu bt:tJ ;e t eOJ:.<;tra; n ls . Tl:e
1l1n ti o n :"c li ·,'ilic s . Sect io n 3;)G o f thc C0 11- Con,m llt ~ e , t l1c :'cfu r e. re cc!;ni:.:es tlnt c:o
iercnc ~ bill c ! c~ rl y st ~itcs th8.t t ~ l C :\cl - : t~ r: di n g for t he ~i ~.:,n i~:c:\ntly l11cr('~soo 11 0:1·
1l1i)) i ~ L~'a t or ·· s!l :\! ! (, oo~'cJin:1tc ncn n t~c l c:"~ r ; :' l. ; '': l c ~. r cllcr~y l~\~D p!" "'") r r :'.l r~s :nust r c !1cc t

3. c:.rc :'ul b .-j·:d lc lng of nn r.c ccJ c i·:l l Cd n:\:D
pro~~ra l ~) S cr tl~e ad!~':;n i3lr'.ti O~1 \'.-i th ti H~ p ro:;l";,1 111~na f::-: c ~d fc-s 9 0 n s ib l: ity. .
h ead :> of r c lc\' :1n t F c(! er:11 a :; e l1e :c,; 111 01' - W h il e t h e nr:<!:l:oll3. 1 fL,n d s n t ; , :, o " i.ze d b y
d cl' t o mini m ize tll11, eC e ~S :1 !'Y t~u p ii c alion ~ l , e CC:l,mit~c e in U' C si;;:~;;:C:l n tly i~,c rc3. scd

of P:'06 1 ':1 I1 ~ S, p r ojrc i s . and r c s c :\;'ch f a- nroo::: r n lll :l r cn.'; w ere 0 :1; (: (1 on t he b c Tic : t i:nt
c il i ti cs: ' ] ; 1e d ~1t0. b:1 ~ l :":' is S....tCl l a p r oj ect t}~ (' Y cou ld b e '.1 ~ cd c~r c cti vc ly . stiPr:(?r :: l ~ ~
Stn d ,' lJa s (' (! on t h e t :l ~ , i: i o rc c r e p o r t s ;ll , d j nfo~"""ti O:1 a l:<I tes ti r.: o lW fo r s\.:e h s t:bS: :l ll ­
E f: .DJ\ CO I11:l~,c nts. I \\"ot;.ld ~ l1d . ~~ S I an , t :::l l E &D :.ccclcra t ion Ls ·n c c C ~~ :l.~· E Y l i lnl tcd
sure the n:~ j ol·ity of t he r o n fLr (' .~') \\"onld r:.llc! , t o a c! '2 ~~_r~ C' , S P l'C \l]:l.ti\·~. T he C O!"!1:11i-:.:c(}

:'l~ rc:o,'(' re lic:; Oll t he j ll d g m e n t 0 ;' I:I;D;\
n r,rc e , U~ <lt Ye t;; l it tle, if a :1';, (!;}p li cn. - in c x ;,e m;:~:6 t h :3 r.,o n ~:.-, ; u t~ :c s: ~ : l : :, c :'< :: t l :.'
ti on of (':\i 3l:n 6 e :J Cl'g-y i : ~ i o rm :1 li on ac - ! )) c~ (, :L"ed p ~-c;; ;:C l!l :, r e:l 5, If f l,,'~ l: e-r ; cr utJDy
UVit ics c a n t e j '..iSt: 1'4cd ~s ne c (' .' ~ :1 ry. I r e.;(' a ~ s tl ~3.t :\ p ~'.rL Ctll~. r t o p :c in t ho ~c:: p ro ­
ho~~ c tl ~~:..t E~D:\ v:iIl n.c:h ,: l'C" to t h es e r c- r;r ~\ln a r (' ~'- s 0 0L' S !~ \.") t \I,: ~ rra:lc. CC ! "' ~ ~ : 1 ~~ (;d 111.,r­

s pc c ti yC i:-:t~at.s in its i rl1pica~ cn~ ~lt i on of SHi t , : h cn the :'.~(, :11 b:.:rs ex p ect EE.DA to e:..:er­
the no\r ~;) :'\ lTo \':cd :-t a t l; W,j" mat~d ;: te to c oe restra::H a lid r,o t i ee l bo u :~d t o ex p e l)d
cstabl i ~h I h ~ (1:1t ;l b:<I1'·. ' , t\, le fu i l :lmOU:l t r,u; l:o r ized :\::d ::.p? rop r:,\ !e d .

. ~ _ _ ~ :-:';-:G\lS prO\-is iOH.3 or t h e ? \l ~~lorc:=-:. ~ ) O :.l b Jll
. }'] SCAL r. L,5.~O:-:~; ;' ;:..~ : -,I. " ~\l~d cX Isti: ~g pru.c ed u ics pt ·o·..ic.c f or r c ? r o -

"rhc SC1C:1Ce [lnd 'T r ch n o l :lg y CO : ~ ~ ~~ 1 ~ t.· ~rj;\nlnli:lt." ,.,~· it l1 i n p:'c ,; r ::l:n :\ r ca3 ?.i.1 d f c : rc ..
tee r e p o rt. on 11.]( . 3,; 7,1 inc luc; cci:1 stro:; g' t e:lt io :l of :lrprop",ated fu:: c1 ,> \;' i:!luu t Lsc:l l
tt:'.t c !nc nt ~ \l l ) pon i ll g ll;c p:-inciple of yt' ~l r !lI)lJ ta :lOll until e~pellc.i ctl , T he <;o:n',' lt­
!Jsc~l r(;~ )J ::l : ; ~ ; b ; J:t y in E RD,\'s [C cccl cl'a t- t e e C ;' P (~ (s E H O ,\ t o u:i ll ze t~e se pl'O',is :o n s
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STATEMENT
OF

NORM<\N J. LATKER
PATENf COUNSEL

DEPARTME1\JT OF HEALlli, EDUCATION , AND WELFARE
BEFORE

SUBCOMMITTEE ON OOMESTIC AND I~'TER1~ATION.i\.L

SCIENfIFIC PLfu~ING "~\TI .~~i\.LYS I S

CO~~IITTEE ON SCIENCE fu\TI TECHNOLOGY
HOUSE OF REPRESENTATIVES

MR. rnAIRMAN MID MB\1BERS OF THE SUBCO!'>NITTEE.

MY NNvIE IS NORMAJ~ LATKER. I Arvl THE PATS\'T COUNSEL FOR THE DEPARTIvlEi';l

OF HEALTH, EDUCATION AND WELFARE. MY OFFICE HAS THE INITIAL RESPONSIBILITY

FOR MANAGING TIlE INVEJ'ITIVE RESULTS OF THE DEPARTIvlENT lSI. 8 BILLION OOLL<\}{

ANNUAL RESEARCH fu~ DEVELOPMENT BUDGET.

I VERY Murn APPRECIATE YOUR INVITATION, SINCE I HAVE HAD A DEEP

INTEREST IN GOVERNMENT PAThW POLICY WHICH HAS LED rvlE TO SERVICE ON EVERY

MAJOR REVIEi"l OF GOVERr\JrvlENT PATEJ'IT POLICY IN THE LAST SEVEN YEARS. IN

lliAT REGARD, I SERVED AS THE DRAFfSMAN FOR THE TASK FORCE ilJHICH DEVELOPED

THE "ALTERNATE APPROArn" FOR ALLOCATING THE INVENTIVE RESULTS OF

GOVER!'Jrv1ENT FUNDED RESEARGI AND DEVELOPMENT FOR THE 1971 COr.NISSION ON

OOVElW>IENT PROCUREMENT. AS YOU WILL RECi-\LL FROM HIS TESTIHJNY, DR. FORMAJ~

CONSIDERED THE "ALTERNATE APPROACH" THE CLOSEST BvlBODU.'1ENT OF HIS

VIEWS AND RECOMMENDATIONS FOR CONGRESSIONAL ENACI'MENf OF A UNIFORM

NATIONAL GOVERN}.lENT PATENT POLICY.

-_._._------ - - - - - - - - - - - - - -
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IN ADDITION, I HAVE SERVED ON THE DRfu<1'ING GROUPS TIfAT DEVELOPED

TI-IE ERDA PATDW PROVISIONS, THE FEDERAL PROClJlID1El'IT PATENT AND LICENSING

REGULATIONS WHICH YOU HAVE TAKEN NOTE OF AND 1\'1-IICH WERE TIlE SUBJECT OF

THE TWO PUBLIC CITIZEt\JS CASES. BUT MJST RELEVANT TO MY STATE~lENT TODAY,

I AM THE CHAIR!\1AJ\J OF TIlE UNIVERSITY PATH'IT POLICY SUBCO~1MITTEE OF THE

NOW ABOLISHED FEDERAL COUNCIL FOR SCIEJ\JCE AND TECHNOLOGY (FCST). IT IS

TIUS INTERAGENCY SUBCOMMITTEE THAT WAS RESPONSIBLE FOR THE FEDERAL

PROCUREMf:J'JT REGULATIONS ON UNIVERSITY PA~'T POLICY NOTED BY MR. WOODROW

IN HIS TESTItvDNY AND NOW CIRCUlATING FOR PUBLIC COr-11VfENT. I HOPE TO

ELABORATE ON THE DEVELOPMENT OF THESE REGULATIONS LATER IN MY STATEMENT.

MY SERVICE WIlli THESE GROUPS AND tv1Y DAILY INTERFACE WITH INNOVATORS

AND TIlEIR ORGANIZATIONS HAS REINFORCED MY BELIEF IN THE RJNDAMENTAL

PREMISES OF mEW PATENT POLICY WHICH GIVEN '!HE FACT THAT COi-1rIfERCIALIZATION

OF INVENTIONS lv1UST BE ULTIMATELY ACCOMPLISHED BY INDUSTRY SEEM CONCLUSIVE

TO ME BUT, NOTIVITHSTANDING, REMAIN A SUBJECT OF CONTINUING DEBATE. THUS,

THE DEPAR1MENT SUPPORTS THE BELIEF TIfAT A GUARANTEE OF SOtvfE PATENT

PROTECTION MAY BE NECESSARY TO AN INDUSTRIAL DEV'ELOPER IN ORDER TO ASSURE

lITILIZATION BY OR TRANSFER TO SUCH DEVELOPER OF INVENTIVE RESULTS OF

DEPARTMENT SPONSORED RESEARCH. THIS IS REFLEcrED IN TIlE DEPARTMENT PATENT

REGULATIONS 45 C.F.R., PARTS 61HROUQ-I 8, AJ\JD, IN PARTICULAR, SECTIONS

6.6, 8.1 (b) AND 8. 2(b) • FURTHER, rnrs GUARANTEE MAY BE NECESSARY WHETHER

TIlE INNOVATION BEING CONSIDERED FOR DEVELOPMENT AND COMMERCIALIZATION WAS

MADE BY A GOVERNMENT, UNIVERSITY OR INDUSTRY EMPLOYEE IN PERFOR,\-IANCE OF

GOVERNMENT RJNDED RESEARa-I. rnsss PREMISES SEHvI OBVIOUS TO ME, SINCE

INHERENT TO THE CO~lITMENT OF RISK CAPITAL TOWARD THE COMPLETION OF

DEVELOPMENT IS A DECISION ON TIlE PART OF THE INDUSTRIAL
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DEVELOPER ON WHETI-IER 1HE INTELLECTIJAL PROPERlY RIQITS IN 1HE INNOVATION

BEING CONSIDERED FOR DEVELO~ITNT ARE SUFFICIB\l TO PROTECT ITS INTERESTS.

CONVERSELY , FAILURE TO PROVIDE sum GUARA~EE IN CASES WHERE IT IS

NECESSARY HAY FATALLY AFFECT UTILIZATION OR TRA1\JSFER OF A l-iUOR INNOVATION.

ACCORDINGLY, IT WOULD SEEvI THAT TIlE RESEARm A'ID DEVELOP~1E.t\l AGB'JCIES

SHOULD BE UNDER A HEAVY OBLIGATION TO ASSURE AVAILABILIlY OF PATENI'

PROTECTION WHffi\I PRIVATE RESOURCES ARE NEEDED TO ACHIEVE COMMERCIALIZATION.

IT IS MY OWN BELIEF lliAT ANY CONTROVERSY OVER GOVERi'JMENT PATENT

POLICY, AT LEAST IN 1HE RESEARCH AJ."ID DEVELOPMENT AGENCIES, IS Naf, AS

<XMvDNLY STATED, lVHE11IER THE GOVERNMENT SHOULD TAKE "TITLE" OR "LICEJ'JSE"

TO INVENTIVE RESULTS IT HAD FUNDED, BUT WHEN A!\T}) TO 1I./HAT EX'TBIT 1HE

GUARANrEE OF PATENT PROTECTION NOTED ABOVE SHOULD BE MADE TO INDUSTRY.

ACCORDINGLY, EVERY RESEARGI AND DEVELOPMENT AGENCY THAT HAS TESTIFIED,

INCLUDING DHEW, BELIEVES IT HAS THE DISCRETION l"iHETHER DERIVED FROi--I STATUTE,

AGENCY REGULATION OR ras PRESIDENT I S STATEMENT ON PATENT POLICY, TO

WAIVE OR LICENSE PATENT RIQITS WHEN IT IS DEfl.1ED APPROPRIATE TO AGIIEVE

COMvtERCIAL UfILIZATION. IN DHEW THAT DISCRETION IS DERIVED FROM

DEPAR1MENT REGULATIONS AND THE PRESIDENT I S STATEi--1E.tW RAlliER THAN STATUTE.

TI-IERE IS NO DIFFERENCE OF OPINION NvONG 1HE RESEARCH AND DEVELOPHENT

AGENCIES THAT THIS DISCRETION SHOULD EXIST.

mE ~{)RE MEANINGFUL PROBLEM IS SIMPLY THAT 1HE AGENCIES HAVE Naf

UfILIZED THIS DISCRETION ON A UNIFORM BASIS IN SIMILAR FACf SITUATIONS

TO THE EXTENT 1HAT SOME AGENCIES HAVE NOT FELT IT NECESSARY TO DEVELOP A

- - - """' n-. l \ 1-o.L.t1 " VI LJ ............ ~
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MANAGfl-fENT 1vlECHJ-\i'USM TO ENTERTAIN REQUESTS FOR LICENSES OR WAIVERS

ON ftN{ BASIS. TIIIS IS EVIDENCED BY TIlE LACK OF ACTIVITI NOTED IN

LICENSE AND WAIVER CATEGORIES FOR SOi'>l£ AGE1\JCIES IN 'liE "ANNUAL

REPORT ON GOVERJ\JMENT PATEJ\JT POLICY" PUBLISHED BY FCST.

I WOULD NOW 11JRJ\J }01Y ATTENl'ION TO THE ALLOCATION OF INVEI\JTrONS

ARISING FROM GOVERNMENT-SPONSORED RESEARGl AT UNIVERSITIES AND

NONPROFIT ORGANI ZATIONS. TIUS IS AN AREA OF VITAL INTEREST TO DHEW,

BECAUSE THE DEPARTMENT IS BY FAR rns LARGEST SINGLE SOURCE OF

RJNDING FOR SUCH RESEARGl IN rns UNITED STATES, AND PROBABLY THE

WORLD, k\JD FURTHER, BECAUSE THE SUBSTNITIAL MAJORITY OF ALL ITS RESEARGl

RJNDS ARE USED TO SPONSOR RESEARCH AT UNIVERSITIES k\JD NONPROFIT

ORGANIZATIONS. WHILE TI-IE ALLOCATION OF RIQITS OF INVENTIONS MADE

BY DEPARTMENT EMPLOYEES AND FOR-PROFIT CONTRACTORS IS k\J IMPORTANT

MATTER, I WILL ONLY NOTE TIlAT THE POLICIES COVERING TIUS AREA IN

IDE DEPARTMENT ARE SIMILAR TO TI-IOSE OF NASA AND ERDA. DIFFERENCES

ARE EVIDENT ONLY IN APPLICATION AND RESULT.

"IN THE HISTORICAL 1939 LETTER FROM DR. EINSTEIN TO PRESIDENT

ROOSEVELT POINTING our TO TI-IE PRESIDENT THE IMMINENCE OF THE FIRST

ffiNTROLLED NUCLEAR CHAIN-REACTION AND TI-IE ADVENT OF TIlE ATOMIC AGE,

DR. EINSTEIN MADE

........ T"'" TI"~11 1\ I ~.&. _ • • _

,
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1HE FOLLOWING RECO~lt>lENDATIONS WITH A VIEW TOWARD EXPEDITING THE WORK :

"IN VIEW OF THIS SITUATION YOU MAY THINK IT DESIRABLE TO

HAVE SOME PEffi,1A.t\IENT CONTACT MAINTAINED BETWEEN THE mtINISTRA­

TION AND THE GROUP OF PHYSICISTS \vORKING ON CHAIN REACTIONS

IN AMERICA. ONE POSSIBLE WAY OF AGIIEVING THIS MI Q-IT BE FOR

YOU TO ENTRUST WITH THIS TASK A PERSON WHO HAS YOUR CONFIDENCE

AND WHO COULD PERHAPS SERVE IN AN UNOFFICIAL CAPACITY. HIS

TASK MIGHT CO~WRISE THE FOLLOWING:

a) TO APPROACH GOVERMv1ENT DEPARTMENTS, KEEP THEM

INFORMED OF THE FURTHER DEVELOPMEJ'..l'f, AND PUT FORWARD

RECa.lMENDATIONS FOR GOVERNMENT ACTION, GIVING

PARTICULAR ATIENTION TO THE PROBIDI OF SECURING A

SUPPLY OF URANIUM ORE FOR THE UNITED STATES;

b) TO SPEED UP THE EXPERIMENTAL WORK, WHIGI IS AT

PRESENT BEING CA.~IED ON WITHIN THE LIMITS OF THE

BUDGETS OF UNIVERSITY LABORATORIES, BY PROVIDING FUNDS,

IF SUQ-I FUNDS BE REQUIRED, THROUGH HIS CONTACTS WITH

PRIVATE PERSONS, WHO ARE WILLING TO MAKE CONTRIBUTIONS

FOR rats CAUSE, AND PERHAPS ALSO OBTAINING THE COOPERATION

OF INDUSTRIAL LABORATORIES, WHICH HAVE THE NECESSARY EQUIPMENT."

(EMPHASIS ADDED)

IN THESE FEW WORDS DR. EINSTEIN SEE.\1S TO HAVE PROPERLY IDENTIFIED

AND ASSIGNED TO EACH ELEMENT OF THE COLLABORATIVE TEAM HE DEEMED

NECESSARY TO TIIE COMPLETION OF DEVELOPMENT, THE DlJIY WHICH EACH WOULD

r
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PERFORM BEST. lHUS, HE SUGGESTS TIlAT THE UNIVERSITIES BE AIDED IN

COMPLETING THEIR EXPERIMENTAL OR FUNDAMENTAL RESEARffi, TIIAT INDUSTRIAL

LABORAJDRIES BE TAPPED FOR THEIR ABILITY TO BRING SUCH FlI'<'DAMENTAL

FINDINGS INTO PRACTICAL APPLICATION TIIROUGH THE USE OF THEIR EQUIPj\lE!';'T

AND THE GOVERNMENT ACT AS THE CATll..LYST OR HIPRESARIO IN BRINGING THESE

FACTORS TOGETHER.

AS SIMPLE AS DR. EINSTEIN'S FORMULA FOR DELIVERY OF THE RESULTS OF

FUNDAMENTAL RESEARCH INTO PRACTICAL USE APPEARS) THE DEPARTI1ENTS AND

AGENCIES OF THE EXECUTIVE HAD DONE LITTLE TO FORMULIZE IT UNTIL RECENT

YEARS.1HE CLOSING OF THE ENORj\VUS GAP BETWEEN 1HE FUNDA\1ENTAL FINDINGS

OF UNIVERSITIES IN NEW FlEWS OF KNOWLEDGE AS DRAMATICALLY INNOVATIVE AS

RADAR, COMPUTER MEMORY CORES, LASERS, ANTIBIOTICS, ETC., AND THEIR

PRACTICAL IivfPLEMENTATION BY INDUSTRY, WIlli THE EXCEPTION OF THE FEW CASES

WHERE 1HE GOVERJ\IMENT HAS DETERMINED JD PROVIDE THE CONTINUED FUNDING TO

INDUSTRY FOR DEVELOPMENT OF SU01 FINDINGS/HAS BEEN LEFT TO RANDOM AND

HAPHAZARD EXECUTION.

FROM TIlE VIEWPOINT OF THE GOVERNMENT AND THE PUBLIC, THE STAKE

IN CLOSING TIUS GAP IS VERY HICB. THE SHEER MAGNITUDE OF GOVERNMENT

SUPPORT OF RESEAR01 AND DEVELOPMENT AT UNIVERSITIES APPEARS TO DEMAND

EVIDENCE OF USEFUL RESULTS IF IT IS TO BE CONTINUED IN THE PREVAILING

COMPETITION FOR THE FEDERAL DOLLAR. IN FISCAL YEAR 1972 APPROXIMATELY

$3.1 BILLION OF THE $12 BILLION, OR OVER ONE-QUARTER SPEi\JT BY THE

GJVERNMENT ON RESEAR01 fu\[) DEVELOPMENT oorSIDE ITS OWN LABORATORIES, WENT

_ _ .. .. .. ._h _
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IN TIlE FORt\1 OF GRANTS AND CONTRACTS TO UNIVERSITIES. OF 1HE $3.1 BILLION,

TIlE DEPAR1MENT OF HEALlli, EDUCATION AND WELFARE WAS RESPONSIBLE FOR

ADMINISTERING $1.2 BILLION.

ON SEPT~ffiER 23, 1975, THE FEDERAL COUNCIL ON SCIB~CE _~~ TECHNOLOGY'S

COMvIITTEE ON GOVERNr>1ENT PATENT POLICY RECOr-1!',1ENDED, ON THE BASIS OF ITS

UNIVERSITY SUBCOMMITTEE'S STUDY, TIL'\T ALL AGEJ"JCIES OF THE EXEClITIVE BRPu"JCH

PROVIDE TO UNIVERSITIES A FIRST OPTION TO SUBSTANTIALLY ALL FUTURE

INVENTIONS GENEAATED WIlli FEDERAL SUPPORT, SUBJECT TO STATUTORY AUTI-IORITY TO THE

CONTAARY, PROVIDED TI-IAT TIlE INVENTING ORGANI ZATION IS FOUND TO HAVE AN

IDENTIFIED TECHNOLOGY TRANSFER FUNCTION. TIUS FIRST OPTION TO OWNERSHIP

IS SUBJECT TO A NUMBER OF CONDITIONS, TIlE MJST IMPORTAJ~ OF WHICH ARE

lHE STANDARD LICENSE TO TIlE CDVERNMENT, A Ln.UT ON TIlE TERM OF ANY EXCLUSIVE

LICENSE GAANTED, AUTI-IORITY TO WITHDAAW SPECIFIED PROJECTS FRO~1 TIlE OPTION,

A REQUIREMENT TI-IAT ROYALTY INCOME BE UTILIZED FOR EDUCATIONAL OR RESEARCH

PURPOSES, WIlli TIlE EXCEPTION OF A REASONABLE SHARE TO 1HE INVENTOR, A1~

TIm RIGHT OF mE AGENCY TO REGAIN OWNERSHIP DUE TO PUBLIC INTEREST

CDNSIDEAATIONS OR mE UNIVERSITIES' FAILURE TO TAKE EFFECTIVE STEPS TO

COMMERCIALIZE rns INVENTION.

IN ADDITION, TIlE COMMITTEE ALSO DIRECTED THAT AN INTEAAGENCY

COMMITTEE BE FORJ\,tED FOR mE PURPOSE OF JOINT AGENCY IDENTIFICATION OF

UNIVERSITIES HAVING A SATISFACTORY TECHNOLOGY TRANSFER FUNCTION. AS NOTED,

IMPLEMENTATION OF 1HE COUNCIL'S RECOMMENDATION IS NOW BEING CIRCULATED FOR

PUBLIC CO~ IN THE FORM OF A PROPOSED }"'EDERAL PROCUREMENT REQJLATION.

- - - .. ..... ,.,.T"'T" Li ' '14' r _1 II I l _....rl. .L .... _
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AT lHE OurSET OF ITS STIJDY, THE UNIVERSITY SUBCOMHITTEE IDENTIFIED

saffi GENERAL PRf1\lISES FROM WHIGI IT WOULD BE NECESSARY TO PROCEED. AS

YOU WILL NOTE, ALL OF lHESE PREMISES lVERE INrUITlVELY UNDERSTOOD BY

DR. EINSTEIN IN 1939.

FIRST, A SYMPATIIETIC AND ENCOURAGING FEDEAAL CLIMATE IS VERY

IMPORTANT TO TErnNOLOGICAL PROGRESS. TI-IUS, IN CASES WI-IERE THE REQUIRf1\!ENT

FOR UNIVERSITY/INDUSTRY RELATIONS IS NOT t-ffiT IN A SATISFACTORY MANNER,

GOVERNJ>.1ENT CAN HAVE AN IMPORTANT ROLE TO PLAY AS A CATALYST OR "IMPRESARIO"

IN CREATING lHE FRAMEWORK WITIlIN WHIm REGULAR CONTACTS TAKE PLACE BETWEEN

UNIVERSITY .AND INDUSTRY.

SECOND, THE UNIVERS ITY COMMUNITY fu~ nmUSTRY, LEFT TO THEIR OWN

INITIATIVES, WILL PROBABLY BE UNABLE TO GENERATE TIUS AThlOSPHERE. PRIVATE

BUSINESS, EVEN lliOUGH CONCERNED WIlli INSTITIJTIONAL BARRIERS WAT PRECLUDE

SYSTEMS INNOVATIONS, CAN'T DO MUCH ABOUT IT. 1HEY ARE RESPONSIBLE FOR

OUTPUTS OF TI-IEIR BUSINESSES A~ MUST ORDINARILY WORK WIlliIN THE NARROW

CONFINES OF TI-IE COMPANIES' RESPONSIBILITIES TO MAXIMIZE PROFITS k1D

MINIMIZE RISKS FOR TI-IE FI~1.

lHIRD, THERE APPEARS 'ID BE AN ABSOLUTE NEED FOR INDUSTRIAL

COLLABORATION WIm UNIVERSITIES IF THE RESULTS OF GOVERNMENT-SPONSORED

UNIVERSITY RESEARGI ARE TO REAm THE MARKETPLACE. mIS IS TRUE, SINCE

MUm: OF THE WORK PERFORMED UNDER GOVERNMENT-SPONSORED GRfuVfS AND CONTAACTS

AT UNIVERSITIES IS BASIC, AS OPPOSED ro APPLIED RESEARCH. INVENTIONS

ARISING OUT OF BASIC RESEARCH INVOLVE AT MJST COMPOSITIONS OF MATTER WIlli

vuv .........--_ _ "
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NO CLEAR lTTILIn", PROTOTYPE DEVICES, OR PROCESSES WHICH USUALLY REQUIRE

MUCH ADDITIONAL DEVELOPMENT. UNIVERSITIES TI-IEMSELVES 00 NOT UNDERTAKE

THE COMPLETE DEVELOPMENT OF SUCH INCHOATE INVENTIONS, AS DEVELOPivlENT

lEADING TO COlvMERCIAL MARKETING IS NOT ORDINARILY WITHIN IDE SCOPE OF

IDEIR MISSIONS OR PHYSICAL CAPABILITI. FURTHER, FINANCING OF THAT TIPE

OF DEVELOPlvIENT WORK NEEDED IS NOT GENERALLY AVAILABLE FROM GOVERJ~1ENT

SOURCES. THERE ARE MANY MJRE INVEl'.'TIVE IDEAS THAN FEDERAL RESOURCES

FOR DEVELOPMENT PURPOSES. CONSEQUENTLY, DEVELOPlv1ENT OF SUCH INVENIIONS

WILL GENERALLY BE ACCOMPLISHED ONLY \\BERE INDUSTRY HAS KNOWLEDGE OF THEM

AND HAS AN INCENTIVE TO lITILIZE ITS RISK CAPITAL TO BRING THEM TO THE

MARKETPLACE •

LAST, lliE DIFFlCULTI OF COLLABORATION IS COMPOUNDED WHEN THOSE WHO

NOW PERFORM ESSENTIAL PAInS OF A FUNCTION REFUSE TO MODIFY THEIR OPERATIONS

TO lvIEET THE NEEDS OF THE WHOLE SYSTEM. (IDE RESEARGI AND DEVELOPMENT AGENCIES

WERE NOT EXCLUDED AS ONE OF THE PRINCIPALS WHO MUST MJDIFY ITS OPERATIONS.)

TIffiSE VESTED INTERESTS ffiNSTITlITE THE M)ST SERIOUS INSTITUTIONAL BARRIERS

TO SOCIALLY IMPORTAl'IT INNOVATIONS. ORDINARILY, THE PRINCIPALS CAN'T BE

ORDERED TO COLLABORATE. NOR WILL THEY 00 SO UNLESS THEY SEE SOMETHING IN

IT FOR THEJvtSELVES. THE PROBLEM PERCEIVED WAS HOW TO PROVIDE THE MEANS FOR

INDUCING THEM TO INTEGRATE VOLUNTARILY INTO A SYSTEM THAT PERFORMS A

SOCIALLY DESIRABLE FUNCTION.

WITH THESE PREMISES IN MIND, THE UNIVERSITI SUBCOt-1MIITEE IDENTIFIED

THE FOLLOWING AS IDE PRIMARY PROBLEMS THAT NEEDED TO BE OVERCOME BEFORE

OPTIMUM RESULTS IN TRANSFERRING TECHNOLOGY COULD BE ACHIEVED.
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FIRST, AND 1110UCill TO BE TI-1E M)ST IMPORTANT, WAS THE CONCLUSION

TI-1AT UNIVERSITIES 00 Nor GENERALLY HAVE AN ADEQUATE MAl'JAG5\IFJff CAPABILITY

TO FACILITATE THE TIMELY IDENTIFICATION, PROTECTION AND THE TRt\J\JSFER OF

lHEIR INVENTIVE RESULTS TO INDUSTRIAL CONCER!'JS THAT HI GHT MAKE USE OF

TIIEM. EVEN IDOSE ORGANI ZATIONS HAVING THE RIGHT TO TRANSFER A DEGREE OF

PATENT PRorECTION DESIRED BY INDUSTRY MAY WELL FAIL TO SUCCEED IN

ENCOURAGING UTILIZATION IF AN ADEQUATE, ORGfu~IZED EFFORT TO IDENTIFY,

PROTECT AND COivNUNICATE THESE RESULTS IS NOT J-.lADE.

IT WAS PERCEIVED THAT THE MERE EXISTENCE OF A BODY OF RESEARCH

PUBLICATIONS AND 0TI-1ER TECHNICAL INFORMATION WAS NOT ENOUGH TO RESULT IN

SIGNIFICANf INDUSTRIAL INVOLVEMENT IN FURTHERING DEVELOPI'v1EN'T.

SECOND, WAS 1HE "NOT- I~'TED-HERE" SYNDROME. INDUSTRIAL ORGANI ZA-

TIONS HAVE C(]\1MERCIAL POSITIONS IN M)ST AREAS OF THEIR RESEARCH. ACCORD­

INGLY, TI-1ERE IS AN IN-HOUSE INCENTIVE FOR SUCH ORGANIZATIONS TO FURTHER

DEVELOP 1HE RESULTS OF TI-1EIR RESEARCH IN ORDER TO IMPROVE THEIR CO~NERCIAL

POSITION. IDIS I NCENTIVE STEMS FRG1 THE ORGfu'JI.ZATION' S ABILITY TO

CONTINUOUSLY EVALUATE THEIR RESEARCH TI-1ROUGH ALL STAGES OF ITS DEVELOPMENT.

IT FOLLOWS TI-JAT THERE WILL BE A LESSER INCENTIVE FOR INDUSTRY TO FURTHER

DEVELOP THE RESULTS OF UNIVERSITY RESEARCH WHERE SUCH RESEARCH WILL NOT BE

UNDER ITS INITIAL REVIEW OR CONTROL. IT WAS SUGGESTED TI-1AT 111IS BIAS

TOWARD INVEST!vIENT IN FURTI-1ER DEVELOPMENT OF ITS OWN IDEAS, RATHER THAN

IDEAS FROM OUTSIDE SOURCES, MIGHT BE LESSENED BY EARLY IDENTIFICATION BY

INDUSTRY OF UNIVERSITY INVESTIGATORS WHO MAY BE WORKING IN THEIR AREAS OF

INTEREST.

- - - -e- "T""T"""" T'I ·I \ /s-.
....., 1M. • .JLJ\o..IJ.... __ ~ _ _
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TIURD, WAS TI-fE UNCERTAINlY OVER OWNERSHIP OF INVEi'ITIONS MADE AT

UNIVERSITIES TI-IAT MAY BE COLLABORATlVELY DEVELOPED OR ARE INITIALLY

GENERATED THROUQ--I A COLLABORATIVE RELATIONSHIP.

IEEW HAD NOTED SITUATIONS OF INDUSTRY REFUSAL TO COLLABORATE WIlli

UNIVERSITIES IN BRINGING DHB'Y- FUNDED INVENTIONS TO THE MARKETPLACE UNLESS

PROVIDED SOME PATENT PROTECTION AS QUID PRO QUO FOR ADDITIONAL II\lVESTMEJ'IT

AND DEVELOPf>IEJ'IT REQUIRED.

mIS IvAS SUBSTANfIATED BY THE HARBRIDGE HOUSE STUDY AND A 1968 GAO

REPORT NO. B-164031(2) ENTITLED "PROBLEM AREAS AFFECTING USERJL'ffiSS OF

RESULTS OF GOVERNMENT-SPONSORED RESEARCH IN MEDICINAL CHEMISTRY." BOTH

OF THESE STUDIES INDICATED A VIRTUAL INDUSTRY-WIDE BOYCOTT BY PHARMA­

CEUTICAL FIRMS TO TEST COMPOSITIONS OF MATTER SYNTHESIZED OR ISOLATED

BY DHEW GRAJ'JT-SUPPORTED INVESTIGATORS DUE TO DHEW'S PATENT PRACTICES AT

TIIAT TIME. INDUSTRY FELT DHEW PATENT PRACTICES FAILED TO TAKE INTO CONSIDER-

ATION TIlE LARGE PRIVATE INVESTMENT BEFORE SUCH CClvfPOSITIONS COULD BE

MARKETED AS DRUGS. SIMILAR SITUATIONS HAD OCCURRED IN THE AREA OF MEDICAL

HARDWARE DEVICBS.

IT WAS DETERMINED FROM THE EXPERIENCES NOTED IN UNIVERSITY DEALINGS

WIm TIlE PHARMACEUTICAL INDUSTRY AND MEDICAL DEVICE MANUFACTURERS TI-IAT THERE

WILL BE 1HE SAME RELUCTANCE TO COLLABORATE WIlli UNIVERSITIES IN BRINGING

OTIIER HIm-RISK INVENTIONS TO THE MARKETPLACE IF SOME PATENT EXCLUSIVITY

IS NOT FIRST PROVIDED TO THE DEVELOPER.

FOOR1H, IS THE PROBLEM OF CONTAMINATION. AS USED BY INDUSTRY AND

UNIVERSITY {NVESTIGATORS, "CONTAMINATION" MEANS THE POTENTIAL COMPRGnSE

OF RIGlITS IN PROPRIETARY RESEARCH RESULTING FROM EXPOSURE OF INDUSTRY TO

yo,TT T I : L oo, . I 1 _ U I I I n. , ] .J...J'U ....
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IDEAS, CDMPOSITIONS, AND/OR TEST RESULTS ARISING FROM GOVER.NJ-.IENT-SPONSORED

RESEARGl. FOR EXAMPLE, AN INVENTION MADE AT A UNIVERSITY UNDER A

CDVERNMENT-FUNDED RESEARGl PROGRAM IS LOOKED INTO BY A COMPANY OOING

PARALLEL RESEARCH. IF THE COMPAi'JY INCORPORATES INTO ITS RESEARGI PROGRAJ\1

SOME OF THE RESEARGl FINDINGS OF TI-IE UNIVERSITY AND TIffiN DEVELOPS A

MARKETABLE PRODUCT PATENTABLY DISTINCT FRClvl THE UNIVERSITY I S INVHITION,

THE COMPANY FEARS THAT THE GOVE~IENT IS IN A POSITION TO ASSERT CLAIMS

10 TIIEIR PRODUCT.

TO OVERCOME THESE BARRIERS TO TECHNOLOGY TRANSFER, IT WAS DER'IED

ESSENTIAL TO TI-IE SUBCav1MITTEE THAT THE GOVERNMENT PERSUADE UNIVERSITIES

TO PROVIDE A MANAGEMENT O\PABILITY WI1HIN THE INSTITUTION THAT WILL

SERVE AS A FOCAL POINT FOR IDENTIFICATION, RECEIPT A1\l]) PROMPT PROTECTION

OF THE INVENTIVE RESULTS OF UNIVERSITY RESEARCH FOR LATER DISSRlINATION

BY ITSELF OR OTHER MANAGEMENT ORGA,~IZATIONS TO THOSE INDUS1RIAL CONCERt~S

sosr LIKELY TO UTILIZE SUGl RESULTS. IT WAS TI-IE CONCLUSION OF THE SUB-

COMMITTEE THAT THIS MICHl' BE ACCOMPLISHED BY GUARANTEEING TO UNIVERSITIES

AT TIlE TIME OF FUNDING, PATENT RIGHTS IN GOVER1\JMENT-SUPPORTED INVENTIONS

IN RETURN FOR ESTABLISHMENT OF SUCH A MANAGEMENT CAPABILITY.

I BELIEVE1HAT ONE OF THE PRIMJ\RY BASES FOR THE RECClvlMENDATION WAS

THE REALIZATION THAT A SUBSTANTIAL MAJORITY OF INVENTIVE IDEAS REQUIRES

"ADVOCATES" IN ORDER TO REAm: mE MARKETPLACE, AND THAT EXPERIENCE

INDICATES THAT THE INVENTING ORGA.t~IZATION, IF INTERESTED, IS A M::lRE LIKELY

"ADVOCATE" THAN A LESS PROXIMATE AND Nar AS EQUALLY CONCE~1\JED GOVERNMENT

STAFF.

I

- - - - ---.,. ~~ TT":' IJL. ...... I II I _~ l II
u J. .............__ .
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HISTORY IS REPLETE WIlli EXAMPLES OF INVENTIONS NOW ACCEPTED AS

PART OF OUR CULTURE, WHICH REACHED FRUITION ONLY DUE TO TIIE PERSEVE RAi~CE

OF A~ ADVOCATE. IT IS SAID THAT THE INVENTOR OF XEROX, CHESTER CARLSON,

CONTACTED OVER 100 CONCER"JS BEFORE HE WAS ABLE TO OBTAIN A FINANCIAL

COIvMITMENT FOR DEVELOPMEl"Ji. SIMILARLY, SMIUEL B. IvDRSE ARQJED lliROUGH

FIVE YEARS BEFORE HE "WAS ABLE TO OBTAIN $30,000 FROM CONGRESS TO BUILD

A TEST LINE FOR HIS TELEGRAPH BE11licEN WASHINGfON AND BALTHDRE. mERE

IS NO EVIDENCE THAT A GOVERNMEi"JT ORGANIZATION WOULD BE WILLING TO DUPLICATE

lliAT KIND OF EFFORT, NOR IS IT APPARENT THAT MANY ORGANIZATIONS OR PERSONS

WOULD, ABSENT A PROPERTY RIGIIT •

THE GUARANTEE OF PATENT RIGIITS TO TIIE UNIVERSITY CARRIES WITH IT

THE RIa-IT TO LICENSE COMMERCIAL CONCERNS, THUS CREATING THE INCENTIVE

NECESSARY FOR DEVELOPrv1ENT IN rnose SITUATIONS WHERE COLLABORATION l'lOULD

NOT 01HERWISE BE ACCQ\1PLISHED AND LESSB"JING OR ELI!vIINATING INDUSTRY FEAR

OF CONTAMINATION" FUR1HER, UNDER SUCH A POLICY, COLLABORATIVE~~GEMENTS

COULD BE MADE 1\ifffiREIN INIUSTRY' S PARTICIPATION IS PROTECTED BEFORE IT

IS EVEN CLEAR l\ifffiTIIER OR NOT INVENTIONS WILL BE MADE. SUCH PRIOR

ARRANGEMENTS SHOULD MINIMI ZE THE PROBLEM OF THE "NOT- INVEJ"JTED- HERE"

SYNDROME, SINCE A COLLABORATOR WOULD NOT BE VIEWED AS AN "OUTSIDER."

1HE PROSPECT OF A ROYALTY RETURN IS MEANT TO ASSURE TItE INVENTOR'S

CONTINUED INVOL\lEv1ENT.

IT IS BELIEVED THAT THE COrvMITTEE' S RECa.~1ENDATIONS PROVIDE THE

MEANS TO INDUCE VOLUNTARY INTEGRATION INTO A SYSTEM THAT WILL OPTIMIZE

TECHNOLOGY TRANSFER THROUGH RECOGNITION OF TIIE EQUITIES OF ALL 1HE PARTIES.

- - - -'T"'0'9rr""1T r'\lll'\lll.....i f\ fl
t I'l 111\ 1,J L..I ............_.... _ ... . _
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TO A LARGE EXTENT THE SEPTEMBER 23RD RECOMMENDATIONS OF THE COMtvUTTEE

ON GOVERN!'v1ENT POLICY A.~ A RATIFICATION OF THE PRACTICES IivIPL&lBITED

BY DHEW SINCE 1969 AND THE NATIONAL SCIENCE FOUNDATION SINCE 1974. THE

DHEW PRACTICES, IN TURN, WERE INITIATED IN PART THROUrn THE If.1PETUS

CREATED BY THE CRITICAL REMARKS FROM THE 1968 GAO STUDY MENTION'ED

PREVIOUSLY ON THE LACK OF TIMELINESS IN PROCESSING PETITIONS FOR WAIVERS

OF IDENTIFIED INVENTIONS AND THE NEED TO CLARIFY THE USE OF INSTITUTIONAL

PATENT AGREEMENTS WHICH GUARANTEE FUTURE INVEJ'ITION RIGHfS TO UNIVERSITIES

WITH TECHNOLOGY TRANSFER CAPABILITIES.

IN OCTOBER 1974 THE DEPARTMENT COLLECTED SOME ROUCH STATISTICS ON

MANAGEMENT OF PATENT RIGHTS LEFT TO UNIVERSITIES. TIUS STUDY INDICATED

TIIAT 167 PATENT APPLICATIONS WERE FILED SINCE 1969 BY INSTI TIffIONS WHO

GIOSE TO EXERCISE TIIEIR FIRST OPTION TO INVENTION RIGHTS UNDER THEIR

INSTITUTIONAL PATENT AGREEMENT. UNDER THE 167 PA'fE},'T APPLICATIONS

FILED, THE UNIVERSITIES HAVE NEGOTIATED 29 NONEXCLUSIVE LICENSES AND 43

EXCLUSIVE LICENSES. SEVENTEEN JOINT-FUNDING ARRfu"IGEMENTS WITH COMMERCIAL

ORGANIZATIONS, INVOLVING ONLY THE POSSIBILI1Y OF RIGHTS TO FUTURE

INVENTIONS, HAVE BEEN MADE. TIUS IS AN IMPORTANT STATISTIC, SINCE IT

INDICATES A WILLINGNESS TO MAKE ARRANGEMENTS PRIOR TO THE TIME THAT

INVThl'fIONS HAVE BEEN MADE ON THE BASIS THAT THE INSTITUTION HAS THE

FLEXIBILI1Y OF PROVIDING TO THE CONCERN SOME INVE.NTION RIGHTS IF AN

INVENTION SHOULD EVOLVE FROM THE JOINTLY FUNDED EFFORT. THE INSTITIffION

GAINS THIS ABILI1Y TO NEGOTIATE BY VIR1UE OF ITS INSTITIffIONAL PATENT

AGRE&1ENT. WE WERE ADVISED THAT ON THE BASIS OF ALL THE AGREEMENTS NOTED,

- - ·".......,..,.T T~I\'r'lf'I'\',,",
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APPROXIMATELY 24 MILLION OOLLARS OF RISK CAPITAL MAY BE COMMITTED TO

IDE DEVELOPj\1E.l\lT OR MI\KING OF INVENTIONS EVOLVING WITH DHEW SUPPORT.

UNDER OUR DEFERRED DETERMINATION POLICY, WHICH IS APPLICABLE TO ALL

UNIVERSITIES WHO HAVE Naf YET ESTABLISHED A TECHNOLOGY TRA!'JSFER CAPABILITY,

IT WAS DETERMINeD THAT SINCE JULY 1, 1968, 178 PETITIONS FOR \vAn~R

OF AN IDENTIFIED INVEI~TION HAVE BEEN REVIEli/ED AS OF OCTOBER 1974. OF

TIlESE 178, 162 PETITIONS ~~RE GRANTED. UNDER THE 162 PETITIONS GR~'JTED,

IDE INSTITUTIONS INVOLVED AND RESPONDING HAVE, TO OCTOBER 1974 GRANTED

15 NONEXCLUSIVE LICENSES AND 35 EXCLUSIVE LICENSES. THESE LICENSES HAVE

GENERATED A POSSIBLE Ca.1MITMENT OF RISK CAPITAL OF AS MUCH AS 53 MILLION

OOLLARS.

ONE OF THE PETITIONS GRANTED INVOLVED A BURN OININEl'.'T DISCOVERED AT

A UNIVERSITY, WHICH WAS PATE.1\JTED FOR 1HE UNIVERSITY BY RESEAR01 CORPORATION,

LICENSED TO A PHARivlACEUTICAL COJ',1PAJ"N, CLINICALLY TESTED UNDER THE DIRECTION

OF THE COMPANY, AND CLEARED BY THE FOOD AND DRUG ADMINISTRATION ON THE

COMPANY'S INITIATIVE. THE DRUG IS NOW COMMERCIALLY AVAILABLE. TO MY

KNOWLEDGE, THIS IS IDE ONLY DRUG OUTSIDE THE CANCER CH:ErvDTIlERAPY PROGRAM

WHICH WAS INITIALLY DISCOVERED WITH DEPARTMENT SUPPORT AND HAS REACHED

IDE MARKETPLACE THROUGH THE INVESTMENT OF RISK CAPITAL FROM THE DRUG

INDUSTRY.

WE ARE AWARE OF AT LEAST FIVE arHER DRUGS OUTSIDE Cfu~CER CI-IEv10THERAPY

AT VARIOUS STATES OF DEVELDPMENT WHICH WERE DISCOVERED WITH DEPARTh1ENT

SUPPORT AND ARE NOW BEING DEVELOPED WITH PRIVATE SUPPORT U!'<'DER LICENSE,

S(}.ffi OF WHICH ARE CLOSE TO MARKET CLEAR4NCE . WE KNEW OF NO COMPARABLE

SIWATIONS AT TI1E TIME OF THE GAO REPORT.

- - - - - - ....... "....,...T"'l. I"'I"'l'rTl" 1\ ' I)L...:I nl II l i\. 1
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MJCH MORE SIGNIFICANT TIIAN THE FIGURES I1\1VOLVED (WHICH I BELIEVE HAVE

INCREASED SINCE OCTOBER 1974) IS INFOR~lATION PROVIDED BY THE UNIVERSITY

COM\1UNITY INDICATING TIil\! IN THE LAST FOUR 'fEARS INDUSTRLAL ORGANIZATIONS

HAVE BEEN ACTIVELY PURSUING UNIVERSITY RESEARCH. I BELIEVE nus TO BE

CLEARLY THE RESULT OF THE UNIVERSITY COtvrvlUNITY f S ACTIVE SOLICITATION OF

COLLABORATIVE ARRAl\JGEMENTS, WIUCH IN 11JRl\J WAS PARTLY MJTIVATED BY THE

FLEXIBILITY PROVIDED BY OUR PA~7 POLICY.

IT IS HOPED TIIAT THE GROWING SUCCESS OF THE DI-IEN EXPERIENCE WILL

BE EXPANDED TO THE REST OF THE EXECUTIVE BRANCH THROUGH THE COivlMITTEE ON

GOVERNMENT PATENT POLICY RECOMMENDATIONS OF SEPTEMBER 23RD.

I HAVE MADE REFERENCE TO A NUMBER OF STUDIES AND REPORTS IN 1vlY

STATEMENT, WHICH I INTEND TO MAKE AVAILABLE 1D YOUR COMMITTEE. I WOULD

ALSO BE PLEASED TO MI\KE ANY OF THESE AVAILABLE TO AtWONE CONTACTING ME AT

(301) 496-7056, OR AT THE NATIONAL INSTITUTES OF HEALTH, BETHESDA,

MARYlAND 20014.

- ..... '" 1t 7 r t..; l\ " I Y lJ r .L.l.u..... _



STATEMENf
OF

·NORNAN J. LATKER
PATENT COUNSEL

DEPARTI-m OF HEALlli, EDUC..\TI ON , A'ID WELFARE
BEFORE

SUBCOr.!tIlITTEE ON OOMESTIC AJ\ID INTER1\Lt\TIONAL
SCIENTIFIC P~\~ING "~\~ k~~YSIS

COMMITTEE ON SCIEi\CE "~"m TECHNOLOGY
HOUSE OF REPRESENTATIVES

MR. CHAIRMAN AJ\ID IvlEMBERS OF THE SUBCONMITTEE.

MY NAME IS NORMAN LATKER. I AM THE PATE:.\IT COUNSEL -FOR THE DEPARTMENT

OF HEALlli, EDUCATION AJ\ID WELFARE. MY OFFICE HAS THE INITIAL RESPONSIBILITY

FOR MANAGING THE INVFNfIVE RESULTS OF TIlE DEPARTMENT'S 1.8 BILLION OOLLAR

ANNUAL RESEARCH AJ\ID DEVELOPMENT BUDGET.

I VERY MUCH APPRECIATE YOUR INVITATION, SINCE I HAVE H.A.D A DEEP

INTEREST IN GOVERNMEprr PATENT POLICY WHICH HAS LED ME TO SERVICE ON EVERY

MAJOR REVIEW OF GOVERNlvIENT PATE-IT POLICY IN THE LAST SEVEN YEARS. IN

lliAT REGARD, I SERVED AS THE DRAFI'SMAN FOR THE TASK FORCE WHICH DEVELOPED

1HE "ALTERNATE APPROACH" FOR ALLOCATING THE INVENTIVE RESULTS OF

GOVERNr.'IENT FUNDED RESEARCH AND DEVELOPMENf FOR lliE 1971 CO~NISSION ON

GOVERm:IENf PROCUREMENf. _AS YOU WILL REC.t\LL FROM HIS TESTIl\VN¥ , DR. FORMA1\I

CONSIDERED THE "ALTERNATE APPROACH" 1HE CLOSEST EMBODHlENT OF HIS

VIEWS AND RECOr.1MENDATIONS FOR CONGRESSIONAL Q\IACTMENT OF A UNIFORM

NATIONAL GOVERNr.ffiNT PATENT POLICY.

- . - ..~... 'I'\'T't T\nl It 'v I.'\IH II n n l'-\ . l
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IN ADDITION, I HAVE SERVED ON TIlE DRAFTING GROUPS rnvr DEVELOPED

TIIE ERDA PATENT PROVISIONS, lliE FEDEAAL PROCUlID1El"J"T PATENT AND LICENSING

REGULATIONS WI-UQ-! YOU HAVE TAKEN NOTE OF AND WI-urn WERE rns SUBJECT OF

TIIE TWO PUBLIC CITIZEt\1S CASES. BUT MJST RELEVANT TO MY STATEMENT TODAY,

I AM TIlE CHAIRMAN OF THE UNIVERSITY PATENT POLICY SUBCOM-UTTEE OF TIlE

NOW ABOLISHED FEDERAL COUNCIL FOR SCIENCE AND TECHNOLOGY (FCST). IT IS

TIllS INTERt\GENCY SUBCOMMITIEE TI-IAT WAS RESPONS IBLE FOR lliE FEDERAL

PROCURE'J!El\1T REGULATIONS ON UNIVERSITY PATENT POLICY NorED BY MR. WOODROW

IN HIS TESTIM)NY AND NOW CIRCULATING FOR PUBLIC COi'-NEN"T. I HOPE TO

ELABORATE ON TI-IE DEVELOPMENT OF TIlESE REGULATIONS LATER IN MY STATEMENT.

MY SERVICE WIlli 11IESE GROUPS AND MY DAILY INTERFACE WIlli INNOVATORS

AND TIIEIR ORGANIZATIONS HAS REINFORCED MY BELIEF IN TI-IE FUf..'DAMENTAL

PREMISES OF mEW PATEN! POLICY WI-urn GIVEN TIlE FACT TI-IAT COMMERCIALIZATION

OF INVENTIONS MUST BE ULTIMATELY ACCOMPLISHED BY I NDUSTRY SEEM CONCLUSIVE

10 ME BUT, NOTIHTIlSTANDING, REMAIN A SUBJECT OF CO?\l'flNUING DEBATE. TIlliS,

lHE DEPAR1MEJ.\1T SUPPORTS TIlE BELIEF TIIAT A GUARANTEE OF SO~1E PATENT

PRarECTION MAY BE NECESSARY TO AN INDUSTRIAL DEVELOPER IN ORDER TO ASSURE

tITILlZATION BY OR TRANSFER TO sum DEVELOPER OF INVEt\1TlVE RESULTS OF

DEPARTMEI\1T SPONSORED RESEARQ-!. TIllS IS REFLECTED IN lHE DEPARTMENT PATH-IT

REGULATIONS 4S C.F.R., PARTS 61HROUQ-I 8, AND, IN PARTICULAR, SECTIONS

6.6, 8.1(b)AND 8.2(b). FURTI-IER, TIllS GUARANTEE MAY BE NECESSARY WHETHER

TIIE INNOVATION BEING CONSIDERED FOR DEVELOPMS\l"T AND COMMERCIALIZATION WAS

-
MADE BY A GOVERNME1\1T, UNIVERSITY OR INDUSTRY Flv1PLOYEE IN PERFORMANCE OF

OOVERNMENT FUNDED RESEARrn. TI-IESE PREMISES SEEM OBVIOUS TO ME, SINCE

INHERENT TO TI-IE CQM>.U1MENT OF RISK CAPITAL TOWARD TI-IE COMPLETION OF

DEVELOPMENT IS A DECISION ON TIlE PART OF THE INDUSTRIAL

- ----... -.... .... _,. T,.. 'Irr T C~ fl · UL.: I II I l rVI U I 1""'.1.1
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DEVELOPER ON WHETHER lliE INTELLECTIJAL PROPERn' RIQITS IN lliE INNOVATION

BEING CONSIDERED FOR DEVELOPMENT ARE SUFFICIL\i TO PROTECT ITS INTERESTS.

CONVERSELY, FAILURE TO PROVIDE SUCH GUARANTEE IN CASES i\'HERE IT IS

NECESSARY MAY FATALLY AFFECT UTILI ZATION OR TRI\.!\JSFER OF A j\1AJOR INNOVATION.

ACCORDINGLY, IT WOULD SEEM THAT THE RESEARCH A'ID DEVELOPMEl\'T AGENCIES

SHOOLD BE UNDER A HEAVY OBLIGATION TO ASSURE AVAIL<\BILITY OF PATENT

PROTECTION wHEN PRIVATE RESOURCES ARE NEEDED TO ACHIEVE COMMERCIALIZATION.

IT IS MY OWN BELIEF THAT PNY CONTROVERSY OVER GOVERNMENT PATENT

POLICY, AT LEAST IN THE RESEARCH AND DEVELOPt-fEl'IT AGENCIES, IS Nor, AS

CD1MJNLY STATED, Wl1ElliER THE GOVERNMENT SHOULD TAKE "TITLE" OR "Llffi\JSE"

TO INVENTIVE RESULTS IT HAD f1Jl\,TDED, BUT V·iI-lEN A\1J) TO WHAT EX'I'OO' TIlE

GUARANTEE OF PATENT PROTECTION NOTED ABOVE SHOULD BE MADE TO INDUSTRY.

ACCORDINGLY, EVERY RESEARGI AND DEVELOPMENT AGENCY THAT HAS TESTIFIED,

INCLUDING DHEW, BELIEVES IT HAS THE DISCRETION WHETHER DERIVED FROM STATUTE,

AGENCY REGULATION OR 'IHE PRESIDENT'S STATEME1\i ON PATENT POLICY, TO

WAIVE OR LICENSE PATENT RIQITS WHEN IT IS DEEMED APPROPRIATE TO AGIIEVE

CQM..1ERCIAL UTILIZATION. IN DHBI THAT DISCRETION IS DERIVED FROM

DEPARTMENT REGULATIONS AND rus PRESIDENT'S STATEIvIENT RATI-lER TI-IAN STATUTE.

TIlERE IS NO DIFFERENCE OF OPINION AMJNG THE RESEARGI AND DEVELOPMENT

AGENCIES THAT THIS DISCRETION SHOULD EXIST•
.. .

TIlE MJRE MEANINGFUL PROBLEM IS SIMPLY THAT THE AGENCIES HAVE Nor

UTILIZED THIS DISCRETION ON A UNIFORM BASIS IN SIIvITLAR FACT SITUATIONS

TO THE EXTENT 'IHAT SOME AGENCIES HAVE NOT FELT IT NECESSARY TO DEVELOP A

UI '.IU"'\IILJ.'6U.J,.,J; ... ., _ _
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MANAGEMENT MEGIANISM TO ENTERTAIN REQUESTS FOR LICENSES OR WAIVERS

ON ANY BASIS. TIUS IS EVIDENCED BY TI-IE LACK OF ACTIVITY NOTED IN

LICENSE AJ"JD WAIVER CATEGORIES FOR SOME AGENCIES IN TI-IE "AJ'WUAL

REPORT ON GOVERNMENT PATENT POLICY" PUBLISHED BY FCST.

I WOULD NOW 'I1.m'J MY ATTENTION TO TI-IE ALLOCATION OF INVE}.frrONS

ARISING FROM GOVERNMEl'IT-SPONSORED RESEARGI AT UNIVERSITIES .<\NT)

NONPROFIT ORGANI ZATIONS. TIllS IS AN AREA OF VITAL nn'EREST TO DHEW,

BECAUSE THE DEPAR1MENT IS BY FAR TI-IE LARGEST SINGLE SOURCE OF

RJNDING FOR SUCH RESEARGI IN THE UNITED STATES, A~ PROBABLY THE

WORLD, AJ'JD FURTHER, BECAUSE THE SUBSTA!'ITIAL MAJORITY OF All ITS RESEARGI

FUNDS ARE USED TO SPONSOR RESEARGI AT UNIVERSITIES A!\TJ) NONPROFIT

ORGANIZATIONS. WHILE TI-IE ALLOCATION OF RIGHTS OF INVEN'TIONS MADE

BY DEPARTMENT EMPLOYEES AJ'JD FOR-PROFIT CONTRACTORS IS AJ'J IMPORTANT

MATTER, I WILL ONLY NOTE THAT THE POLICIES COVERING THIS AREA IN

IDE DEPARTMENT ARE SI~lILAR TO THOSE OF NASA MID ERDA. DIFFERENCES

ARE EVIDENT ONLY IN APPLICATION AND RESULT •

. IN THE HISTORICAL 1939 LETTER FROM DR. EINSTEIN 1D PRESIDENT

ROOSEVELT POINTING our TO THE PRESIDENT THE IMMI!,;!ENCE OF 1HE FIRST

mNTROLLED NUCLEAR GIAIN-REACTION AND THE ADVENT OF 1HE ATO~fIC AGE,

DR. EINSTEIN MADE

--- -.._- .._- -.._-._- -- ------ - - -- - - - - - - ---- - - "---'.:!
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1HE FOLLOWING RECOMMENDATIONS WIlli A VIEW TOWARD EXPEDITING THE WORK:

"IN VIEIl OF rms SITUATION YOU MAY THINK IT DESIRABLE TO

HAVE SOME PERMANENT CONTACT MAINTAINED BETWEEN THE ADMINISTRA­

TION AND 11-IE GROUP OF PHYSICISTS WORKING ON mAIN REACTIONS

IN MfERICA. ONE POSSIBLE WAY OF AGUEVING THIS r-HGI-IT BE FOR

YOU TO ENTRUST WIlli rnrs TASK A PERSON WHO HAS YOUR CONFIDENCE

AND WHO COULD PERHAPS SERVE IN AN UNOFFICIAL CAPACITY. HIS

TASK MIQIT COIvfPRISE THE FOLLOWING:

a) TO APPROACH GOVERNMENT DEPARTMENTS, KEEP 1HEM

INFORMED OF TIlE FUR'IHER DEVELOPMENT, AND PUT FORWARD

RECCNMENDATIONS FOR GOVERNMENT ACTION, GIVING

PARTICULAR ATTE~'TION TO THE PROBLEM OF SECURING A

SUPPLY OF URA"JIUM ORE FOR THE UNITED STATES;

b) TO SPEED UP THE EXPERIMENTAL WORK, WHIm IS AT

PRESENT BEING CA.T<RIED ON WITI-IIN THE LIMITS OF THE

BUDGETS OF UNIVERSITY LABORATORIES, BY PROVIDING FUNDS,

IF surn FUNDS BE REQUIRED, lliROUGH HIS CONTACTS WIlli

PRIVATE PERSONS, WHO ARE WILLING TO MAKE CONTRIBlITIONS

FOR rats CAUSE, AND PERHAPS ALSO OBTAINING TI-IE COOPERATION

OF INDUSTRIAL LABORATORIES, W'rIICH HAVE THE NECESSARY EQUIPMENT."

(EMPHASIS ADDED)

IN lliESE FEW WORDS DR. EI NSTEIN SEEMS TO HAVE PROPERLY IDENTIFIED

AND ASSIGNED TO EACH ELEMENT OF 11-IE COLLABORATIVE TEAM HE DEEMED

NECESSARY TO THE COMPLETION OF DEVELOPMENT, THE DUIY WHICH EACH WOULD

.. r
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PERFORM BEST. lliUS, HE SUGGESTS mAT TIIE UNIVERSITIES BE AIDED IN

COMPLETING THEIR EXPERIMENTAL OR RJNDAMENTAL RESEARCH, TI-IAT INDUSTRIAL

lABORAlDRIES BE TAPPED FOR THEIR ABILITY TO BRING SUCH RJNDAMENTAL

FINDINGS INTO PRACTICAL APPLICATION mourn THE USE OF THEIR EQUIP~IENT

AND THE GOVERNMENT ACT AS THE CATALYST OR IMPRESARIO IN BRINGING THESE

FACTORS TOGETHER.

AS SIMPLE AS DR. EINSTEIN'S FO~1ULA FOR DELIVERY OF THE RESULTS OF

FUNDAMENTAL RESEARa-I INm PRACTICAL USE APPEARS; THE DEPARD1ENTS AND

AGENCIES OF TIIE EXECUTIVE HAD OONE LITTLE TO FORMULIZE IT UNTIL RECENT

YEARS. TIlE CLOSING OF THE ENORM)US GAP BE1WEEN THE FUNDAHENTAL FINDINGS

OF UNIVERSITIES IN NEW FIELDS OF KNOWLEDGE AS DRAMATICALLY INNOVATIVE AS

RADAR, COMPUTER MEMORY CORES, lASERS, AJ"ITIBIOTICS, ETC., A:'ID THEIR

PRACTICAL IMPLEMENTATION BY INDUSTRY} WIlli THE EXCEPTION OF THE FEW CASES

WHERE THE GOVERl\RvlENf HAS DETERMINED TO PROVIDE THE CONTINUED RJNDING TO

INDUSTRY FOR DEVEIDPMENT OF sum FINDINGS/HAS BEEN LEFf TO RANOOM AND

HAPHAZARD EXECUTION.

FROM TIlE VIEWPOINT OF THE GOVERNMENT AND THE PUBLIC, THE STAKE

IN CLOSING TIllS GAP IS VERY HIill. THE SHEER iv1AGNlTUDE OF GOVERNMENT

SUPPORT OF RESEARQ-I AND DEVELOPMENT AT UNIVERSITIES APPEARS TO DEMAND

EVIDENCE OF USEFUL RESULTS IF IT IS TO BE CONllNUED IN THE PREVAILING

COMPETITION FOR THE FEDERAL DOLLAR. IN FISCAL YEAR 1972 APPROXIMATELY

$3.1 BILLION OF THE $12 BILLION, OR OVER ONE-QUARTER SPB"IT BY TIlE

OOVERNMENT ON RESEARa-I AND DEVELOPM&rr arrSIDE ITS OWN LABORATORIES, \\lENT

•

-- --~~T"\",nAL.:r\ rl · 1-11\ ...... 11r'.II ', t"\.l'ILi .. -L....L.f
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IN 1HE FORM OF GRANTS AND CONTRACTS ro UNIVERSITIES. OF 1HE $3.1 BILLION,

TIlE DEPARTMENT OF HEALlli, EDUCATION AND WELFARE WAS RESPONSIBLE FOR

ADMINISTERING $1.2 BILLION.

ON SEPTEMBER 23, 1975, THE FEDERAL COUNCIL ON SCIENCE k~ TECHNOLOGY'S

C<M.1ITTEE ON GOVERNMENT PATENT POLICY RECOMMENDED, ON TIlE BASIS OF ITS

UNIVERSITY SUBCOMMITTEE'S STIJDY, 1HAT ALL AGENCIES OF 1HE EXECUTIVE BRANCH

PROVIDE TO UNIVERSITIES A FIRST OPTION TO SUBSTANTIALLY ALL FlITURE

INVENTIONS GENERATED WIlli FEDERAL SUPPORT, SUBJECT ro STATUmRY AU1HORITY TO THE

CONTRARY, PROVIDED lliAT THE INVENTING ORGANIZATION IS FOUND TO HAVE AN

IDENTIFIED TECHNOLOGY TRANSFER FUNCTION. TIUS FIRST OPTION ro OWNERSHIP

IS SUBJECT TO A NrnvffiER OF CONDITIONS, THE M)ST IMPORTM'T OF WHIm ARE

1HE STANDARD LICENSE TO THE OOVERNMEN'T, A LIMIT ON 1HE TERM OF ANY EXCLUSIVE

LICENSE GRANTED, AU1HORITY TOWITIIDRAW SPECIFIED PROJECTS FROM 1HE OPTION,

A REQUIREMENT THAT ROYALTY INCOME BE UTILIZED FOR EDUCATIONAL OR RESEARCH

PURPOSES, WIlli THE EXCEPTION OF A REASONABLE SHARE TO 1HE INVENTOR, k~

1HE RIGHT OF THE AGENCY TO REGAIN OWNERSHIP DUE TO PUBLIC INTEREST

CONSIDERATIONS OR THE UNIVERSITIES' FAILURE TO TAKE EFFECTIVE STEPS TO

COM>1ERCIALIZE THE INVENTION.

IN ADDITION, THE CCMvtITTEE ALSO DIRECTED TIIAT MJ INTERAGENCY

CCM>1ITTEE BE FORMED FOR THE PURPOSE OF JOINT AGENCY IDENTIFICATION OF

UNIVERSITIES HAVING A SATISFACTORY TECHNOLOGY TRANSFER FUNCTION. AS NafED,

IMPLIMENTATION OF THE COUNCIL'S RECOMMENDATION IS NOW BEING CIRCULATED FOR

PUBLIC COM-1ENT IN THE FORM OF A PROPOSED FEDERAL PROClJR:8.1EI'IT REGULATION .

•

- - . - - - -- - - - -- - - -- ---- - - - --- - - - -
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AT THE OUTSET OF ITS STUDY, mE UNIVERS ITY SUBCorvfvUTTEE IDENTIFIED

SG1E GENERAL PREMISES FROM Wl-HQ-I IT WOULD BE NECESSARY TO PROCEED. AS

YOU WIll NOTE, ALL OF lliESE PREMISES WERE INTIJITIVELY UNDERSTOOD BY

DR. EINSTEIN IN 1939.

FIRST, A SYMPATIlETIC AND ENCOURAGING FEDERAL CLIMATE IS VERY

IMPORTANT TO TEa-INOLOGlCAL PROGRESS. TIlliS, IN CASES wHERE TIIE REQUIRB~'T

FOR UNIVERSITY/INDUSTRY RELATIONS IS NOT MET IN A SATISFACTORY MANNER,

GOVERNMElW CAN HAVE AN IMPORTANT ROLE TO PLAY ss A CATALYST OR "IMPRES."uUO"

IN CREATING THE FRAMEWORK WITHIN WIUQ-I REGULAR CONTACTS TAKE PLACE BETWEEN

UNIVERSITY AND INDUSTRY.

SECOND, THE UNIVERS ITY COMMUNITY AND INDUSTRY, LEFT TO THEIR OWN

INITIATIVES, WILL PROBABLY BE UNABLE TO GENERATE THIS A1MOSPHERE. PRIVATE

BUSINESS, EVEN THOUGH CONCERNED WITH INSTITlITIONAL BARRIERS THAT PRECLUDE

SYSTEMS INNOVATIONS, CAN'T 00 MUCH ABOUT IT. THEY ARE RESPONSIBLE FOR

OUTPUTS OF lliEIR BUSINESSES AND MUST ORDINARILY WORK WITI-IIN THE NARROW

CONFINES OF THE COMPANIES' RESPONSIBILITIES TO MAXI~rrZE PROFITS AND

MINIMIZE RISKS FOR TIlE FI~1.

THIRD, THERE APPEARS TO BE AN ABSOLUTE NEED FOR INDUSTRIAL

COLLABORATION WITH UNIVERSITIES IF ms RESULTS OF GOVERNMENT-SPONSORED

UNIVERSITY RESEARQ-I ARE TO REAQ-I THE MARKETPLACE. nus IS TRUE, SINCE

MUQ-I OF THE WORK PERFO~D UNDER GOVERNMENT-SPONSORED GRfuVTS AND CONTRACTS

AT UNIVERSITIES IS BASIC, AS OPPOSED TO APPLIED RESEARCH. INVENTIONS

ARISING OlIT OF BASIC RESEARrn INVOLVE AT MJST COMPOSITIONS OF MATIER WITH

P'TTI'"TTT\T I\TlI : IJL.i\... L-'tU\ l ...... It'\I . ... t"""\JT"\.
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NO CLEAR UTILITY, PROTOTYPE DEVICES, OR PROCESSES WHICH USUALLY REQUIRE

MUCH ADDITIONAL DEVELOPMENf. UNIVERSITIES THEMSELVES 00 NOT UNDERTAKE

1HE COMPLETE DEVELOPMENf OF SUCH INCHOATE INVThlTIONS, AS DEVELOPMENf

LEADING TO CO!,MERCIAL MARKETING IS NOT ORDINARILY WITHIN THE SCOPE OF

THEIR MISSIONS OR PHYSICAL CAPABILITY. FURTHER, FINANCING OF THAT TYPE

OF DEVELOPMENT WORK NEEDED IS NOT GENERALLY AVAI LABLE FROM GOVERNMENf

SOURCES. THERE ARE MANY r.vRE INVENTIVE IDEAS THAN FEDERAL RESOURCES

FOR DEVELOPM8\lT PURPOSES. CONSEQUENTLY, DEVELOPMENT OF SUCH INVENTIOi-JS

WILL GENERALLY BE ACCQ\1PLISHED ONLY WHERE INDUSTRY HAS KNOWLEDGE OF 1HEl\1

AND HAS AN INCENfIVE TO UTILIZE ITS RISK CAPITAL TO BRING TIIEM TO THE

MARKETPLACE •

LAST, 1HE DIFFICULTY OF COLLABORATION IS COMPOUNDED i'l'HEN THOSE WHO

NOW PERFORM ESSENTIAL PARTS OF A FUNCTION REFUSE TO MODIFY THEIR OPERATIONS

TO MEET THE NEEDS OF THE WHOLE SYSTEM. (THE RESEARCH AND DEVELOPME.T\JT AGENCIES

WERE NOT EXCLUDED AS ONE OF THE PRINCIPALS WHO MUST fo-DDIFY ITS OPERATIONS.)

lHESE VESTED INTERESTS CONSTITUTE 1HE MOST SERIOUS INSTITIITIONAL BARRIERS

TO SOCIALLY IMPORTAt'IT INNOVATIONS. ORDINARILY, THE PRINCIPALS CAN'T BE

ORDERED TO COLLABORATE. NOR WILL THEY 00 SO UNLESS THEY SEE SOMETHING IN

IT FOR 'I1IDvlSELVES . THE PROBLEM PERCEIVED WAS HOWTO PROVIDE THE MEAl\JS FOR

INDUCING THEM TO INTEGRATE VOLUNTARILY INfO A SYSTEM THAT PERFORMS A

SOCIALLY DESIRABLE FUNCTION.

WITH THESE PRR1ISES IN MIND, THE UNIVERSITY SUBCQ\1MITIEE IDENTIFIED

1HE FOLLOWING AS THE PRIMARY PROBIDS THAT NEEDED TO BE OVERCOME BEFORE

OPTIMUM RESULTS IN TRANSFERRING TECHNOLOGY COULD BE ACHIEVED .
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FIRST, AND TIIOUGHT TO BE THE mST IMPORTANT, WAS THE CONCLUSION

rnAT UNIVERSITIES 00 Nor GENERALLY HAVE fu\J ADEQUATE NAi'JAGEMEiVf CAPABILITY

TO FACILITATE THE TIMELY IDENTIFICATION, PROTECTION AND THE TRAi\JSFER OF

THEIR INVENTIVE RESULTS TO INDUSTRIAL CONCERi'JS rnAT MIGHT MAKE USE OF

THEM. EVEN THOSE ORGANIZATIONS HAVING THE RIGHT TO TRANSFER A DEGREE OF

PATENT PRarECTION DESIRED BY INDUSTRY MAY WELL FAIL TO SUCCEED IN

ENCOURAGING UTILIZATION IF AN ADEQUATE, ORGANIZED EFFORT TO IDEiVfIFY,

PROTECT AND COMMUNICATE THESE RESULTS IS NOT MADE.

IT WAS PERCEIVED rnAT THE MERE EXISTEi'JCE OF A BODY OF RESEAR01

PUBLICATIONS AND OTHER TECHNICAL INFORMA.TION WAS NaT ENOUGH TO RESULT IN

SIGNIFICANT INDUSTRIAL INVOLVEMENT IN FURTIIERING DEVELOPMENT.

SECOND, WAS THE "NOT- INVENTED-HERE" SYNDROIvtE. INDUSTRIAL ORGAl'JI ZA-

TIONS HAVE COMMERCIAL POSITIONS IN MJST AREAS OF THEIR RESEARCH. ACCORD­

INGLY, THERE IS AN IN-HOUSE INCENTIVE FOR SUCH ORGANIZATIONS TO FURTHER

DEVELOP THE RESULTS OF THEIR RESEARCH IN ORDER TO IIvIPROVE THEIR COM-tERCIAL

POSITION. THIS INCENTIVE STBv1S FRCM .THE ORGANIZATION'S ABILITY TO

CONTINUOUSLY EVALUATE THEIR RESEAR01 THROUrn ALL STAGES OF ITS DEVELOPMENT.

IT FOLLOWS rnAT THERE WILL BE A LESSER INCENTIVE FOR INDUSTRY TO FURTHER

DEVELOP THE RESULTS OF UNIVERSITY RESEARCH WHERE SUCH RESEARCH WILL NOT BE

UNDER ITS INITIAL REVIBIJ OR CONTROL. IT WAS SUGGESTED THAT THIS BIAS

TOWARD INVESTMENT IN FURTHER DEVELOPMENT OF ITS OWN IDEAS, RATHER THAN

IDEAS FROM OUTSIDE SOORCES, MIGHT BE LESSENED BY EARLY IDENTIFICATION BY

INDUSTRY OF UNIVERSITY INVESTIGATORS WHO MAY BE WORKING IN THEIR AREAS OF

INTEREST •

•
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THIRD, WAS THE UNCERTAINfY OVER OWNERSHIP OF INVENTIONS NADE AT

UNIVERSITIES THAT MAY BE COLLABORATIVELY DEVELOPED OR ARE INITIALLY

GENERATED THROUQ--l A COLLABORATIVE RELATIONSHIP.

mEW HAD NOTED SITUATIONS OF I l--iWSTRY REFUSAL TO COLLABORATE WIlli

UNIVERSITIES IN BRINGING DHEW-FUNDED INVENTIONS TO THE ~IARKETPLA.CE UNLESS

PROVIDED SOME PATENT PROTECTION AS QUID PRO QUO FOR ADDITIONAL INVESTh1f1~'T

AND DEVELOPr.'IENT REQUIRED.

THIS WAS SUBSTAWIATED BY THE HARBRIDGE HOUSE STIJDY AND A 1968 GAO

REPORT NO. B-164031 (2) ENTITLED "PROBLEM AREAS AFFECTING USEFULNESS OF

RESULTS OF GOVERNMENf-SPONSORED RESEARo-I IN MEDICINAL CHEMISTRY." BOlli

OF THESE STIJDIES INDICATED A VIRTUAL INDUSTRY-WIDE BOYCOTT BY PHARMA-

CElITlCAL FIRMS TO TEST COMPOSITIONS OF MATTER SYNTHESIZED OR ISOLATED

BY DREW GRANT-SUPPORTED INVESTIGATORS DUE TO DHEW'S PATENT PRACTICES AT

TI-lAT TIME. INDUSTRY FELT DREW PATENT PRACTICES FAILED TO TAKE INTO CONSIDER-

ATION THE lARGE PRIVATE INVESTMENT BEFORE SUCH CCW>OSITIONS COULD BE

MARKETED AS DRUGS. SIMILAR SITUATIONS HAD OCCURRED IN THE AREA OF MEDICAL

HARDWARE DEVICES .

IT WAS DETERIvIINED FROM THE EXPERIENCES NOTED IN UNIVERSITY DEALINGS

WITH THE Pf-IAffi;1ACEUTICAL INDUSTRY AND MEDICAL DEVICE MANUFACTURERS THAT THERE

WILL BE THE SAME RELUCTANCE TO COLLABORATE WITH UNIVERSITIES IN BRINGING

OTHER HIQ-I- RISK INVENTIONS TO THE MARKETPLACE IF SOME PATENT EXCLUSIVITY

IS NOT FIRST PROVIDED TO THE DEVELOPER.

FOORTI-l, IS THE PROBLEM OF CONTAMINATION. AS USED BY INDUSTRY AND

UNIVERSITY :(NVESTIGATORS, "CONTAMINATION" MEANS THE POTENTIAL COMPRCMISE
.

OF RIGHTS IN PROPRIETARY RESEARO-I RESULTING FROM EXPOSURE OF INDUSTRY TO

T\'T '"lULU/ 1 _~ Ll I'\11 _ .~I r r- [U.1".&.~
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IDEAS, mMPOSITIONS, AND/OR TEST RESULTS ARISING FROM GOVER~1ENT-SPONSORED

RESEARGI. FOR EXAMPLE, AN INVENTION MADE AT A UNIVERSITY UNDER A

OOVERNMENT- FUNDED RESEARrn PROGAAM IS LOOKED I0i'TO BY A COMPAJ'f:{ OOING

PARALLEL RESEARO-I. IF THE Ca.1PANY INCORPOAATES INTO ITS RESEARCH PROGRAM

SOME OF THE RESEARrn FINDINGS OF THE UNIVERSITY AND THEN DEVELOPS A

MARKETABLE PRODUCT PATENTABLY DISTINCT FRCN THE UNIVERSITY'S INVEJ'ITION,

1HE COMPANY FEARS THAT THE GOVERNMENT IS IN A POSITION TO ASSERT CLAIMS

TO TIIEIR PRODUCT.

TO OVERCOME THESE BARRIERS TO TECHNOLOGY TRAl'ISFER, IT WAS DEEMED

ESSENTIAL TO THE SUBCOMMITTEE THAT THE GOVERM-IENTPERSUADE UNIVERSITIES

TO PROVIDE A MANAGEMENT CAPABILITY WITHIN THE INSTITUTION THAT WILL

SERVE AS A FOCAL POINT FOR IDENTIFICATION, RECEIPT AND PRO~fPT PROTECTION

OF THE INVENTIVE RESULTS OF UNIVERSITY RESEARCH FOR LATER DISSBHNATION

BY ITSELF OR OTHER MANAGBv1ENT ORGANI ZATIONS TO THOSE INDUSTRIAL CONCERNS

M)ST LIKELY TO UTILIZE SUCH RESULTS. IT WAS THE CONCLUSION OF THE SUB-

mMMITTEE THAT THIS MICHf BE ACCOI\1PLISHED BY GUAAANTEEING TO UNIVERSITIES

AT 1HE TIME OF FUNDING, PATENT RIGfITS IN GOVER'-JMB,rr-SUPPORTED INVENTIONS

IN REWRN FOR ESTABLISHMEN'T OF SUCH A MANAGEMENT CAPABILITY.

I BELIEVE 'iliAT ONE OF THE PRIMARY BASES FOR TIIE RECCJ.1MEl'IDATION WAS

THE REALIZATION THAT A SUBSTANTIAL MAJORITY OF INVENTIVE IDEAS REQUIRES

"ADVOCATES" IN ORDER TO REACH THE MAH.KETPLACE, AND 'iliAT EXPERIENCE

INDICATES THAT THE INVENTING ORGAJ\TIZATION, IF INTERESTED, IS A MJRE LIKELY

"ADVOCATE" 1HAN A LESS PROXIMATE AND NOT AS EQUALLY CONCER\TED GOVERNMENT

STAFF.

r'L: · 1 ·1-1 .... 1 1'\)\!I ". I'IiI1 .LVL..I ...~_'- _
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HISTORY IS REPLETE WIlli EXAMPLES OF INVENTIONS NOW ACCEPTED AS

PART OF OUR CULTURE, WHIm REAmED FRUITION ONLY DUE TO 1HE PERSEVERANCE

OF AN ADVOCATE. IT IS SAID THAT 1HE INVENTOR OF XEROX, mESTER CARLSON,

CONTACTED OVER 100 CONCERNS BEFORE HE WAS ABLE TO OBTAIN A FINANCIAL

COjvMITMENT FOR DEVELOPMENT. SIMILARLY, SN>lUEL B. ~VRSE ARGUED THROUGH

FIVE YEARS BEFORE HE WAS ABLE TO OBTAIN $30, 000 FROM CONGRESS TO BUILD

A TEST LINE FOR HIS TELEGRAPH BETWEEN WASHINGTON AND BALTIMJRE. THERE

IS NO EVIDENCE THAT A GOVERi~1ENT ORGANI ZATION WOULD BE WILLING TO DUPLICL\TE

nIAT KIND OF EFFORT, NOR IS IT APPARENT THAT MANY ORGANIZATIONS OR PERSONS

WOULD, ABSENT A PROPERTY RIGHT •

ras GUARANTEE OF PATENT RIGHTS TO TIlE UNIVERSITY CARRIES WIlli IT

1HE R!GIT TO LICENSE COMMERCIAL CONCERNS, TIlliS CREATING 1HE INCENTIVE

NECESSARY FOR DEVELOPMENT IN IDOSE SITUATIONS WHERE COLLABORATION WOULD

NOT OTHERWISE BE ACCOMPLISHED AND LESSENING OR ELIMINATING INDUSTRY FEAR

OF CONTAMINATION. FURTHER, UNDER sum A POLICY, COLLABORATIVE ARRAi\JG£ivlENTS

COULD BE MADE WHEREIN INOOSTRY'S PARTICIPATION IS PROTECTED BEFORE IT

IS EVEN CLEAR WHETHER OR NOT INVENTIONS WILL BE MADE. sum PRIOR

ARRANGEMENTS SHOULD MINThlI ZE THE PROBLEM OF THE "NOT- INVB'fTED-HERE"

SYNDROME, SINCE A COLLABORATOR WOULD NOT BE VIEWED AS AN "OUTSIDER."

mE PROSPECT OF A ROYALTY RETURN IS MEANT TO ASSURE THE INVENTOR'S

CONTINUED INVOLVEi'v1ENT.

IT IS BELIEVED THAT THE COM\lITTEE' S RECOMMENDATIONS PROVIDE TIlE

MEANS TO INDUCE VOLUNTARY INTEGRATION INTO A SYSTEM THAT WILL OPTIMIZE

TECHNOLOGY TRANSFER THROUGH RECOGNITION OF THE EQUITIES OF ALL THE PARTIES.

I f r . \! I ", 1 . \ J I_ t • .u...."...1'1.... ... . . _
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TO A LARGE EXTENT TIIE SEPTEMBER 23RD RECOMMENDATIONS OF TIIE COMMITTEE

ON GOVERNMENT POLICY Atm A RATIFICATION OF THE PRACTICES llvIPLB-lENTED

BY DHB~ SINCE 1969 AND TIIE NATIONAL SCIENCE FOUNTIATION SINCE 1974. THE

DHEW PRACfICES, IN 1URN, WERE INITIATED IN Pllin TIIROUrn 1HE UlPETUS

CREATED BY 1HE CRITICAL REMARKS FROM THE 1968 GAO STUDY MEJITIONED

PREVIOUSLY ON THE LACK OF Tli'vlELINESS IN PROCESSING PETITIONS FOR WAIVERS

OF IDENTIFIED INVENTIONS Ai'ID THE NEED TO CLARIFY THE USE OF INSTITUTIONAL

PATENT AGREEi'vlENTS WHIm GUARANTEE FUTURE INVE'ITION RIGHTS TO UNIVERSITIES

WITH TECHNOLOGY TRANSFER CAPABILITIES.

IN OCTOBER 1974 THE DEPARTMEi\1T COLLECTED SOME ROUCR STATISTICS ON

MANAGEi'v1El'IT OF PATENT RIQITS LEFT TO UNIVERSITIES. THIS STUDY INDICATED

mAT 167 PATENT APPLICATIONS WERE FILED SINCE 1969 BY INSTIWTIONS WHO

CHOSE TO EXERCISE THEIR FIRST OPTION TO INVENTION RIQ-ITS UNDER THEIR

INSTITUTIONAL PATENT AGREEMENr. UNDER TriE 167 PATENT APPLICATIONS

FILED, THE UNIVERSITIES HAVE NEGOTIATED 29 NONEXCLUSIVE LICENSES AND 43

EXCLUSIVE LICENSES. SEVENTEEN JOINT-FUNDING ARAA"JGEMENTS WITH COtvMERCIAL

ORGANIZATIONS, INVOLVING ONLY THE POSSIBILITY OF RIQ-ITS TO FU1URE

INVENTIONS, HAVE BEEN MADE. rats IS AI'oJ IMPORTANT STATISTIC, SINCE IT

INDICATES A WILLINGNESS TO MAKE ARRANGEMENTS PRIOR TO THE TIME THAT

INVENTIONS HAVE BEEN MADE ON 1HE BASIS THAT THE INSTITUTION HAS TIIE

FLEXIBILI1Y OF PROVIDING TO THE CONCERN SOME INVENTION RIQITS IF AN

INVENTION SHOULD EVOLVE FROM THE JOINTLY FUNDED EFFORT. THE INSTIWTION

GAINS THIS ABILI1Y TO NEGOTIATE BY VIRTUE OF ITS INSTI1UTIONAL PATEi\1T

AGREEMENT. WE WERE ADVISED THAT ON THE BASIS OF ALL TIIE AGREEMENTS NOTED,

~. i
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Mr. Chairman and Members of the Subcommittee, I appreciate

the opportunity to appear before the Subcommittee to give you

some of my views regarding the ownership of rights resulting

from Federally-funded research and development and to provide

you with information concerning "the ongoing work of the Committee

on Government Patent Policy. I have with me, Mr. David Eden,

Special Assistant to the Assistant Secretary for Science and

Technology, Mr. Robert B. Ellert, Assistant General Counsel

for Science and Technology, and Mr. O. A. Neumann, Executive

Secretary of the Committee on Government Patent Policy.

I wish to commend the Subcommittee for scheduling these

hearings whereby the patent policies, regulations, and practices

employed by the Federal agencies in conducting their research

and development programs may be reviewed.

I. BACKGROUND

In preparing this Statement, I have attempted to present

new information if at all possible which has not been covered by

the volumes of background material prepared by the Subco~~ittee

and previous witnesses.

As added background, with your permission, Mr. Chairman,

I would like to introduce into the record my May 7, 1975 co~ments

made in response to four questions raised by Senator Philip

A. Hart. The questions were concerned with the

1
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(1) desirab ility of uniform Government patent policy,

(2) licensing of Government-owned inventions;

(3) allocation of rights to inventions; and

(4) safeguards when title <or exclusive rights are retained

by the contFactor.

In addition, the Committee responded o n June 17, 1974 to

q u e s t i ons asked by Senator William Proxmire concerning the activities

of the Committee on Government Patent Policy regarding its past

published reports, actions taken to improve the transfer of

t e c h no l ogy , the comprehensive licensing program of the Federal

Governme nt which included the e xclusive licensing of Federally­

owned patents, the Al t e r n a t e Approach of the Commission's Report,

a nd technical data. I would also like to introd uce into the

r ecord this response.

As I wi l l show, it is becoming extremely \ d i f f i c u l t for

industry, universities, nonprofit institutions and the g e ne r a l

p ub l i c to deal with the increasingly complex and diverse patent

pol i c i e s , regulations, and practices of the F e der a l Government.

In late 1965, the Federal Council for Science and Technology

e s t a b l i s h e d the Committee on Government Patent Policy for the

purpose of assessing how the 1963 Presidential Statement on

Government Patent Policy had worked in prac tice, to acquire and

analyze additional information that wo u l d contribute to the

reaffirmation or modification o f the policy, and to i dentify

p r i n c i p l e s that wo u l d underline sou nd l egis lation in this a rea.
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The prime impetus for creating this interagency Committee was

the Federal Council's desire to formulate a uniform Federal

patent policy, and the Co~~ittee, composed of policy

level officials, provided a forum for developing such a position.

The major accomplis~ments of the Committee over the

first ten years of its existence are the support of the four­

volume work of the study conducted by Harbridge House, Inc.,

its recollmendations for revising the 1963 Statement which

resulted in the issuance of the 1971 Presidential Patent

Policy Statement, and the drafting of the Federal procurement

and patent licensing regulations which implemented this Statement.

A continuing important task of the Committee for its use in

policy review is the collection of data which provide valuable

insight into Federal agency patent practices, the present

size of the Federal patent operations, and future trends.

For the purpose of my later discussion of the more recent

and, to date, unpublished data compiled by the Cowmittee,

I would like to have entered into the record a copy of Table I,

showing data for fiscal years 1970 through -19 7 5 ; - and -Ta h l e- II,

making a comparison and analysis of the total data accumulated

during these years. While the data are lacking in some respects,

they represent the most accurate i nformation available on

the subj eet.

_L --- .......C'!o f IlIll lll. ...l...l.-'-__
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II. UNIFORM PATENT POLICY

Recently, the Committee undertook the task of drafting a sug-

gested uni~orm patent policy cove::-ing (1) the al l ocation of rights .\

to all inventions resulting from Federally-sponsored R&D,

made either by contractors or Federal employees, and (2) the

protection and licensing of all Federally-owned inventions.

This action was taken to respond to recommendations of the

Congressionally-established Commission ort Government Procurement;

to overcome legal uncertainties raised by past and pending

litigation regarding the Federal procurement and licensing

regulations; and to p r ov i d e uniformity among Federal agency practic,es

so as to permit the public to do business wi t h the Federal

Government with greater ease and predictability.

We are now in the final stages of completing this suggested

p o l i c y and with the exception of a few unresolved issues we have

complete agreement within the Executive Branch.
Prior to drafting this policy, the Committee considered

t he c once pts and options a vailabl e to it . The Co~~ittee reviewed

the e xisting policies and combinations thereof and agreed to draft

a ipoLi.cy that;P'briefly , 'would "
_ • _ u___ /

(1) permit the contractor to r etain title to any

inventions as long as the contractor sought patent

protection and the commercialization of the in~

v entions, and r e quire t h e Federal a gency to acqui re

all rights necessary to safeguard the public interest;



-5 ....

(2) codify the basic policy concepts of Executive Order

10096, add incentives, and make the law applicable

to all Federal employees; and

(3) authorize the Federal -agencies to protect Federally­

owned inventions, as warranted, and to license the

inventions so as to enhance conunercial utilization. -----

(a) Contractor Inventions

With respect- to the policy concepts available with respect

to contractor inventions, the Conunittee reviewed the various

policies set forth in existing legislation, the 1971 Presidential

statement, and the Al t e r na t e Approach of the Co~mission's Report.

In analyzing the diverse policies presented, the Conunittee con­

s idered the competing policy objectives of:

(1) encouraging the participation of the most qualified

and competent contractors;

(2) fostering competition;

(3) promoting the widespread utilization of inventions

resulting from such research; and

(4) reducing the burden of both -the Federal agencies a nd

their contractors in the adminis-tration of invention

matters ..

The first t h ree of these policy objectiv es we r e considered

by Harbridge House, I nc., in conducting the Co~~ittee-sponsored

study , mentioned a bov e.
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From a review of the numerous diverse patent policy statutes

and regulations printed in the background materials compiled by

the Subcommittee, it quickly becomes apparent what the public

must face when doing business with the Federal Government.

Additional insight to the problem is possible by reviewing

Section IV of Table I which shows the numerous types of patent

rights clauses used by the Federal agencies in their R&D

contracts and grants.

After extensive deliberations, the Committee adopted

the basic policy concepts of the Alternate Approach as the

policy which best responds to all of the competing policy

concepts of obtaining maximum participation, competition, and

utilization, while reducing the administrative burden and main­

t aining, and even strengthening, the safeguards to the public

interests.

The policy concepts incorporated in the Alternate Approach

by the Commission on Government Procurement and endorsed by the

Com."llittee on Government -Patent Policy would -p e r mi t the contractor --

to retain title to a l l patents resulting from Federal contracts and

grants, and require the contractor to license others in certain

s pecified situations so as to safeguard the public interest. In

particular, the contractor would b e required to license others if he

f a i l s to commercialize an i nventio n covered by the patent. Ev en where

- _. _ ~ --
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he commercializes his invention, the contractor would be required

to license others to meet specified public interest needs such as

health, safety, and welfare, or where it is necessary to correct

a situation inconsistent with th~ antitrust laws. It is expected

that in these licensing situations, the contractor would generally

be willing to license third parties without a Federal agency

determination requiring him to do so. Should a contractor refuse

to license a third party, the Federal agency itself has the

right, in appropriate circumstances, to license the third party,

subject to the contractor's right to a hearing and an appeal.

The proposed policy would reduce drastically the administrative

burden of deciding the type of patent rights clause to be used

in some 30,000 R&D contracts annually, and would obviate the

need for processing waiver petitions.

(b) Federal Employee Inventions

In considering how the rights to inventions made by Federal

employees should be allocated, the Committee believed that the

basic policy concepts of Executive Order 10096 issued by

President Truman in 1950 should be codified.
. . . ._ u

Briefly, under the proposed policy, the Federal Government

would retain ownership to all inventions made by Federal employees

where the invention bears a relation to the duties of the

employee-inventor, or is made in consequence of employment. The
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p o l i c y encourages ~~ployee s to invent because of the incentive

awards program and the income-shar ing provision.

The Committee believed the draft policy should contain

provisions for Federal employee inventions, especially

since not all Federal employees are covered by the Exe c u t i ve

Order.

(c) Protection and Licensing Authority

The r emaining a s p e c t of the draft policy is concerned

wi t h insuring that all Federa l agencies obtain a deq ua t e domestic

a nd foreign patent protection on inventions o~med by them, and

that licenses are granted on a uni form basis. Such a policy

wou l d enhance the Government's ability to transfer its technology

to the private sector and to commer cialize the inv entions wh i c h

it retains.

III. CONCLUSIONS

In conclusion, the Federal p a tent policies a r e s et out in

numerous statutes, several Executive Orders, and the 1971 Presi-
. ~ --.- ._~.~-- - --_ ...

dential Memora n dum a nd Statement of Gove r nmen t Patent Policy.

These policies spe ll out whic h i nvention right s a re to be acquired

a nd which a r e to b e retained by the contractor.
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An examination of the Federal patent policies mentioned

above discloses a significant diversity In agency practices in

this important area. Some agencies are obligated because of

statutory requirements to use a clause acquiring title to all

inventions resulting from the contract. Other agencies are

required to use a clause acquiring title to all inventions made

under the contract, but may waive title to the contractor under

certain circumstances. In addition, other agencies may use any

one of several clauses, either acquiring title, acquiring only

a license, or deferring the allocation of rights determinations

until an invention is made under the contract, as provided by

the 1971 Presidential Statement.

As a result of. the diversity in agency practices I there

is an enormous and needless administrative burden placed on both

the Federal agencies and their contractors as extensive negoti-

ations occur respecting the rights to be granted the contractors

and those to be retained by the GoverQment. This administrative

burden also often deters the most qualified and competent contractors

from seeking Federal R&D contracts, thus inhibiting competition

and curtailing the widespread utilization of inventions resulting

from such research.

We believe that a policy which leaves title

in the contractor subject to strong "march-in" rights In favor

.:t.= ~ __ .. -J- ....7 .,,....,. ~rT~"Ylr~ ....T r l r rlf"J
I ( : t:"""::~. L .1...t.c:::; .L ~
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of the Government will protect the public interest and reduce

substantially the administrative burden of both the Federal

agencies and their contractors. In addition, we believe this

change will stimulate more qualified and competent contractors

to participate in Federally-sponsored R&D contracts. We also

believe that this policy change will be especially b e neficial

to individuals and small business concerns since they no longer

wi l l have to c op e with the existing diversity in agency practices

and often the uncertainty as to their rights to inventions which

ma y result from the contracts.

In addition, such a single patent rights clause will

p r ov i d e the contractor with a greater incentive to invest his

own funds to commercialize an invention resul-ting from the

contract . This incentive is especially important as most

inventions require a potential manufacturer to invest sub­

stantial development funds before the invention can be marketed.

By granting the contractor a limited period of exclusivity,

the government improves his ability to recover

development cost~ thus encouraging him to commercialize the

invention. . Such commercialization ..benefits bo:th_the nGovernmenL _

and the contractor.



WASHINGTON STATE UNIVERSITY
PULLMAN. WASHINGTON 99163

ASSISTANT VICE PRESIDENT-F1NANCE

October 5, 1976

Mr . Norma n Latker
Pat e nt Counc i 1
Westwood Bui ld ing , Room 5A03
C/o Nationa l Institutes of Hea l t h
Bethesda , Maryland 20014

Dea r Mr. La t ker :

ocr

I have made a br ief revi ew of the pro posed federa l procurement regulat ion
rev is ion prepa red by the Ad Hoc Comm i t tee on Un ivers ity Patent Pol icy . I
have a lso asked for comments f rom some fe l low administrators and facul ty
members here at Wash ington Sta te Unive rs i ty .

I woul d li ke t o ma ke some comment and sugges t ions based on our rev iew.
I suppor t t he l ibe rali zation of t he exclusive l ice nse . Anything we
can do to ma ke deve lopment of our idea s more a t t ract ive t o the pr iva t e
sector wil l resu lt in an increased ut i l iza t ion of knowledge developed
at our Un ive rs ity .

I not e t ha t t he re is a new requ1rement that sc ienti f ic emp loyee s mus t
sign a s tatement ag reeing to these r ules. I wou ld prefer that this be a
1 i ttle mo re l ibe ral and would a l low ins tituti ons some f lexib il i t y here.
For example, we include a s tatement i n our facul ty handbook wh ich makes it
ve ry c lear t hat i t is a cond i t ion of emp loyment fo r al l of our facu lty and
sci e nti fic personne l t o adhere to our patent pol icy. This has worked very
well and is much l es s expens ive than a procedure whi ch woul d requi re a
signatu re on a s tatement by each i ndi v i dual faculty member. I am sure you
a re awa re of the numbers of pieces of paper they a re requ ired t o sign right
now by other fede ral r egul ations .

I noticed also that t he new draft conta ins some very stiff reporting
requi rements. What s t uck in my mi nd mostly were t he reports requiri ng
h istory going back t en yea rs on t he indi v idual univers ity 's patent
program statistics. This wou ld invol ve a good deal of expense and I ,
frankly, question the value that wil l be produced.

Thank you fo r the opportun it y of rev iewing t h is document. I hope my
com~nts a re of some he l p.

Si ncerely yours.

& '.1/ / / fJ. 1~?nL-t
:.-Jcfsep 'D. Hame l

Assistant Vice Presi dent
J DH/ db
cc: Member s of Pat ent Committ ee

. .._q,._ '" . ,~ ~ .... ..C I C ' '''



D~~FT 8/19 /76

STAT~1ENT

OF
PURPOSE AND NEED

The draft Bill, cosponsored by the Office of Science and

Technology Policy and the Department of Commerce, is directed

toward establishing for the first time a uniform Federal policy

on patentable technology and other intellectual property result-

ing from Federally-sponsored research and development (R&D).

To this end, the Bill sets forth a policy for the (1) allocation

of rights to all inventions (contractor and Federal employee)

which result from Federal R&D programs, (2) protection of these

invention rights through domestic and foreign patenting, and.
(3) licensing and commercialization of the patented and related

technology.

BACKGROUND

Since \vorld War II, the Federal Government has increasingly

supported the overall R&D effort of the United States, and, at

least intially, the patent policies of the Federal agencies were

generally fashioned without any central guidance or overall

coordination.

Federal Employee Inventions

In 1950, President Tr~~an, in an attempt to bring about

consistency in the allocation of rights to inventions made by

Federal employees, issued Execut i ve Order 10096.1/ This Executiv e

Branch directive, generally based upon the common law principles

for allocating invention rights to employees not otherwise
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under contract, covered most but not all Federal employees.

The Executive Order recently was challenged successfully in a

District Court of Illinois.~

Contractor Inventions

With the increase in size of the Federal Goverlli~ent's R&D

effort, the individual Federal agencies reacted differently to

the problem of allocating rights to inventions. Some agencies,

notably the Department of Defense, acquired a royalty-free

license to resulting inventions and permitted the contractor

to retain title, or what might otherwise be described as

exclusive commercial rights. Other agencies conducting research

of interest to the private sector, such as the Department of

Health, Education, and Welfare, decided to acquire full right,

title and interest to inventions developed under their R&D

contracts. Finally, some agencies simply ignored the issue,

which, in effect, permitted the contractor to retain all rights

to inventions.

As Congress became more concerned with rights to inventions,

it enacted differing legislative policies for new R& D programs.

In some instances, the Congress provided guidance for the

entire R&D effort of an agency, while in others, for only

a specified R&D program. Generally, the Congress required

the Federal Government to take title to all inventions.

As the issues develop ed prior to 1963, m8st arguments,

positions, and proposed solutions supported Government-take-all
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or contractor-take-all. That is, some believed that the

Government should always take title to all inventions resulting

from R&D contracts (normally referred to as the "title policy"),

while others advocated that the Government should acquire only

a license to use these inventions (normally referred to as the

"license poLi.cy ") ,

In 1963, President Kennedy issued a Statement on Govern­

ment Patent Policy,~/ to bring about more uniformity in agency

practices. The policy applied to the R&D programs of all

Federal agencies except where it conflicted with specific

statutory requirements.

The 1963 Policy Statement took the approach of identifying

certain types of contracting situations where it would appear

that, under an initial presumption, the public interest would

best be served by Federal acquisition of title, and other

contracting situations where it would appear that such rights

would best be retained by the contractor. In addition, recognizing

that the policy solution was based upon basic assumptions and

a limited amount of factual information, the policy specified

exceptions to the general rules and provided public interest

safeguards whe~e undesirable results might occur.

An unsuccessful attempt to obtain uniformity through

legislative action occurred in 1965.!/ The result of Congressional

hearings on the then proposed legislation was a Bill providing

for a uniform Federal policy recommending substantially the

\Al t J i l I ( j ~ I J I J f-"..-l r
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same criteria set forth in the Kennedy Statement. While

the Bill was reported out of committee, no further Congressional

action was taken.

In late 1965, the Federal Council for Science and Technology

(FCST) established the Co~~ittee on Government Patent Policy

for the purpose of assessing how the Kennedy Statement had

worked in practice, to acquire and analyze additional information

that would contribute to the reaffirmation or modification of

the policy, and to identify principles that would underline

sound legislation in this area. The prime impetus for creating

this interagency Committee was that the Executive Branch was

being pressed for its position on a uniform Federal patent

policy bill, and the Committee, composed of policy level

officials, provided a forum for developing such a position.

To fulfill its originating functions, L~e Committee supported

what is perhaps the most extensive study ever conducted on the

Federal patent policy issue. The results of this study, conducted

by Harbridge House, Inc., of Boston, Massachusetts, are reported

in a four-volume work.51 The Harbridge House study suggested

that no single across-the-board policy is in the best interest

of the publiCi that is, neither the "title" nor the "license "

policy is a proper solution.

Based upon its analysis of the results of the Harbridg e

House study and the operating e xperience under the Kenne dy

Statement, the Committee concluded that the criteria specified

....,~~...L..~V ~ ....L ...L---.1_ _ l::]. .J J. l-.l L i L t"""'" \. _ L J I I I I I I I I I_ r-- l"'"""! ~ l ': IJ I II ,H l :-...- l l I "
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in the 1963 Statement, with minor revisions, satisfied the

policy needs identified by the Harbridge House study.

Accordingly, in 1969 the Committee recommended that if

legislation was to be proposed, it should follow the basic

criteria of the Kennedy Statement. As an alternative, the

Committee reconunended that modifications be made to the Kennedy

Statement directed primarily toward increasing the Federal

agencies' flexibility under the policy, and providing

direction to the agencies for the licensing of Federally-

owned inventions. The Department of Justice did not concur

in all the conclusions and reco~~endations'madeby the Corrmittee,

but it was in agreement with the reissuance of the Presidential

Policy Statement. The Department of Justice believed additional

studies and operating experience under a new Policy Statement

should be obtained before a definite position on legislation

should be taken. Accordingly, legislation was not sought at

that time. Instead, President Nixon issued a revised Statement

on Government Patent Po1icy~/ incorporating the modifications

recommended by the Committee.

LAWSUITS ON REGULATIONS IMPLEMENTING
THE 1971 PRESIDENTIAL STATEMENT

Federal Property Management Regulations (FPHR)

Section 2 of the 1971 Nixon Statement directs the

Adminstrator of General Services to issue regulations for the

comprehensive licensing of Federally-owned inventions. In

u,......I",... ...y L· ............. _ - ~
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January 1973, the Administrator issued an amendment to the

Federal Property Management Regulations concerned with the

licensing of Federally-owned inventions.11

The validity of this regulation was challenged in a

complaint filed in the u.s. District Court by Public Citizen,

Inc., et al.~1 The prime allegation of the complaint was

that the exclusive licensing of a Federally-owned patent

constituted a disposal of property in violation of Article IV,

Section 3, Clause 2 of the Constitution. The District Court

found for the Plaintiffs and directed the Administrator to
J

take immediate steps to void the licensing regulations.

Accordingly, the Administrator suspended the licensing regula-

tions and directed the agencies to taken no action pursuant

thereto until further notice.~1

The Government appealed,~1 and on June 16, 1975 the

Court of Appeals adjudged that the appellees were without

standing, in consequence of which it reversed the findings

of the District Court. On October 1, 1975, the Administrator

reinstated the licensing regulations. l l l It is noted that

the Court did not address the merits of the allegations made

in the lawsuits. Accordingly, the legality of any exclusive

license which a Federal agency, not having specific legislative

authority, may grant under this requlation remains untested.
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Federal Procurement Regulations (FPR)

Following the issuance of the 1971 Statement, regulations

providing for standard patent rights clauses for use by all the

Federal agencies were drafted and subsequently promulgated by the

Administrator of General Services in August 1973. 1 2/

The validity of these requlations was also challenged in a

complaint filed in the United States District Court for the

District of Columbia. 1 3/ Plaintiffs alleged that whenever the

Government acquired less than title in a Government contract,

the Government was, in effect, disposing of property in violation

of Article IV, Section 3, Clause 2 of the tonstitution. In view

of the lawsuit, the Administrator cancelled the regulations.

On July 24, 1974, the Court dismissed the complaint on the

grounds that no plaintiffs had alleged sufficient standing to

sue. The plaintiffs appealed the dismissal; however, on June 16,

1975, the Court of Appeals affirmed the judgement of the District

Court. 14/

The regulations were reissued in May 1975;15/ however, again,

the court did not address itself to the merits of the allegations

made in the complaint.

COMMISSION ON
GOVEru~MENT PROCUREMENT

In November 1969, Congress established, by Public Law 91-129,

the Commission on Government Procurement to study and recomme nd
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methods "to promote the economy, efficiency and effectiveness"

of procurement by the Executive Branch of the Federal Gover~~ent.

Industry, the trade and bar associations, individuals, members

of the Executive Branch, and a full-time staff assigned to the

Commission assisted in the development of the Commission Report

which was rendered to the Congress on December 31, 1972.~/

The bipartisan report contains 149 reco~~endations, 16 of which

are related to patent, data and copyright matters.

Recommendation No. 1 of Part I, Volume IV of the Report

states:

IlImplement the revised Presidential -Statement of
Government Patent Policy promptly and uniformly."

Recommendation No.2 states:

"Enact legislation to make clear the authority of all
agencies to issue exclusive licenses under patents
held by them."

Recommendation No. 1 was partially implemented with the issuance

of the FPMR (licensing regulation) and the FPR (standard patent

rights clause). However, if uniformity is to be achieved, a

corollary of Recommendation No. 1 requires the repeal. of all

conflicting statutory provisions. Repeal of such provisions

requires legislation as does the implementation of Recommendation

No.2.

During the September 23, 1975 meeting of the FCST Committee

on Government Patent Policy, it was decided to prepare drafts

of an Administration Bill to implement these recommendations
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In later meetings, after considering

several proposals, the Committee unanimously agreed that the

policy concepts of the so-called "Jl...lternate Approach" set forth

in the Commission's report should provide the basis for such

legislation. Briefly, the policy concept of the Alternate Approach

provides a balanced approach to the longstanding policy issue

by perrrri. tting the contractor to retain invention rights subject

to the usual license to the Federal Government and a requirement

that third parties be licensed under resulting patents in specified

public interest situations.

DRAFT BILL

A summary of the draft Bill approved by the Co~.ittee on

Government Patent Policy follows:

TITLE I--FEDERAL INTELLECTUAL PROPERTY POLICY

Title I states as the primary purpose of the Act the
establishment of a Federal Intellectual Property Policy
based on the findings that inventions resulting from
Federal research and development constitute a valuable
national resource which should be appropriately
protected by domestic and foreign patents and rights
therein allocated in a manner which recognizes the
equities of Federal employees and contractors while
pursuing the mechanism most likely to promote their
utilization in the national interest.
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TITLE II--FUNCTIONS OF THE OFFICE OF SCIENCE
AND TECHNOLOGY POLICY fu~D FEDERAL
COORDINAT.L NG COUNCIL FOR SCIENCE!
ENGINEERING AND TECHNOLOGY

Title II provides to the Federal Coordinating Council
for Science, Engineering and Teclli~ology (established by
Title I V, P.L. 94-282, The Na t i o na l Science and Techno­
logy Policy, Organization and Priorities Act of 1976)
the more specific responsibilities, and the means to
exercise them, of making recommendations on intellectual
property matters to the Office of Science and Technology
Policy for the purpose of implementing this Act and
the policy objectives of P.L. 94-282. Such responsibility
also includes advising on the impact of use, ownership
or licensing of trademarks, copyrights, right-in-technical
data and matters connected therewith on Federal progra~s.

In addition, Title II provides for a Board on Intel­
lectual Property for the purpose of making determinations
and hearing appeals as provided for in'the Act.

TITLE III--ALLOCATIO N OF PROPERTY RIGHTS ~N I NVENTIONS
RESULTIlJG FRm...l FEDE RJ'..LLY-SPONSORED RESE:ARCH
AND DEVELOPMENT

Chapter l--Inventions of Contractors

Chapter 1 of Title III provides for a single patent
rights clause that normally is to be used in all ·
Federally~funded contracts. The clause is intended
to meet the competing policy objectives of

1. encouraging the participation of the most
qualified and competent contractors,

2. fostering competition,

3. promoting the widespread utilization of
inventions resulting from such research, and

4. reducing the burden of both the Federal
agencies and their contractors in the administra­
tion of invention matters,

while maintaining the uniform principles called for
by Title I, Sec . 101. (c) (4) of P.L. 94-282.

U 1\. 1') I ' j..;°\ I IJ ' I , \ I J i\ ll lJ ' i\. l q l
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Chapter 1 also establishes procedures within which the
Federal agencies may modify the single patent rights clause
in situations which are deemed to be outside normal expecta­
tions or pose considerations radically different from those
that arise in conventional negotiations for research and
development services. Notwithstanding, the procedures are
designed to assure uniformity of application through
regulations, publication and post review.

Chapter 2--Inventions of Federal Employees

Chapter 2 of Title III establishes the criteria for
allocation of rights between the Federal agencies and their
employees in inventions made by such employees.

Chapter 2 further provides for an Incentive Awards
and/or Royalty-sharing Program to be implemented at the
discretion of the Federal agencies in order to monetarily
reward or otherwise recognize Federal employees, stimulate
inventive creativeness and encourage disclosure of
inventions for purposes of enhancing Utilization.

TITLE IV--DOMESTIC AND FOREIGN PROTECTION AND
LICENSI NG OF FEDERALLY-OhTl-JED I NVEJ>JTIONS

Title IV provides the authorities and responsibilities
in the Federal agencies deemed necessary to administer
effectively a program or programs for the domestic and
foreign licensing of Federally-owned inventions. The
inventions include those that contractors have assigned
to the Federal agencies under the provisions of Title
III, Chapter 1, due to disinterest or failure to pursue
utilization, and those acquired from Federal a~ployees

under the criteria of Title III, Chapter 2.

TITLE V--MISCE~LANEOUS

Chapter l--Other Related Provisions

Chapter 1 of Title V sets forth the definitions for
·t h e purposes of this Act for, "Federal agency," "Federal
employees," "contractor," "contract," "invention,"
"Subject Invention," "j?ractical application," "person,"
"made," and "antitrust law."

In addition, Chaj?ter 1 clearly removes any implication
that the Act provides immunity from the antitrust laws.
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Chapter 2--Amendments to Other Acts

Chapter 2 of Title V is intended to amend _or repeal
parts of all Acts covering similar subject matter.

Chapter 3--Effective Date Pr ovi s i o n

Chapter 3 of Title V establishes the effective date of
this Act.

CONCLUSIONS

Enactment of this Bill would resolve longstanding policy

issues, answers to which Congress, the Executive Branch, Industry

and the public-at-large have actively sought for approximately

thirty-six years. Further the Bill is responsive to the

Commission on Government Procurement recommendations, set forth

in the bipartisan report to the Congress that legislation be

enacted which would make uniform the Federal p=actices in the

area of allocating the rights to contractor inventions and make

clear the authority to grant e xclusive licenses under Federally-

owned inventions. The Bill would also codify the basic policy

concepts of Executive Order 10096, the provisions of which would be

uniformly applicable to all Federal employees. In addition,

passage of this Bill would overcome any remaining legal questions

raised by past and pending litigation.

It is anticipated that, following implenentation of the Act,

greater commercial use will be made of the technology and

intellectual property resulting from the Federal Government's

total R&D effort and this in turn will create additional employ-

ment, a higher standard of living, and an overall economic bene f it

to the United States and the general public.

'-040~"''-'''-'''L.4 L...L..1. J.u l-J. l r::: 1 L L .J ttl ~ I t ) r ~ f i r r -r- ,.- - ;..1 r' '--'' ''''-
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Executive Order 10096: "Providing for a Uniform Policy
for the Government with Respect to Inventions Made by
Government Employees and for the Administration of Such
Policy," President Harry S. Truman, January 23, 1950
(3 CFR, 1949-1953 Comp., p.292); as amended by Execu~ive

Order No. 10930: "Providing for the Abolishment of the
Government Patents Board and Providing for the Performance
of its Functions," President John F. Kennedy, Harch 23,
1961 (26 F.R. 2583, March 28, 1961).

2/

~/

!/

Ervin Kaplan vs. Donald E. Johnson, Administrator, and
John J. Corcoran, General Counsel, Veterans AQministration,
No. 74-C2004, United States District Court for the Northern
District of Illinois, Eastern Division, February 18, 1976.

Memorandum and Statement of Government Patent Policy
Issued by President John F. Kennedy on October 10, 1963.
(Published F.R., Vol. 28, No. 200, October 12, 1963.)

5.1809. On April 23, 1965, Senator HcClellan introduced
in the 89th Congress, 1st Session, a Bill "To Establish
a Uniform National policy Concerning' Property Rights to
Inventions Made Through the Expenditure of Public Funds,
and For Other Purposes." The Bill was amended and accepted
by the Senate Judiciary Committee as the "Federal Inventions
Act of 1966." (No vote by full Senate.)

Z/ Government Patent Policy Study by Harbridge House, Inc.,
Boston, Massachusetts, Volumes I-IV, May 17, 1968.
Superintendent of Documents, U.S. Printing Office,
Washington, D. C. 20402 - Contract No. 7-35087.

§./

2/

~/

~/

Memorandum and Statement on Government Patent Policy
Issued by President Richard M. Nixon on August 23, 1971.
(Published F.R., Vol. 66, No. 166, August 26, 1971.)

Amendment A-16 to Federal Property Management Regulations
Issued January 29, 1973. (F.R., Vol. 38, No. 23,
February 5, 1973.)

Public Citizen, Inc., et al. vs Arthur F. Sampson, GSA
(Civil Action No. 781-73), United States District Court
for the District of Columbia.

FPMR Temp. Reg. A-IO to Federal Property Management
Regulations Issued February 12, 1974. (F.R., Vol. 39,
No. 34, February 19, 1974.)

1 7 , "1_ ••_._ L- __ ~--" -
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11/

13/

14/

15/

16/
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Arthur F. Sampson, GSA, vs Public Citizen, Inc., et ale
(Civil Action No . 74-1619), United States District Court
of Appeals for the District of Coluw~ia Circuit.

Amendment A-lO to Federal Property Management Regulations
Issued October 1, 1975. (F.R., Vol. 40, No . 199,
October 14,1975.)

Amendment 116 to Federal Procurement Regulations Issued
August 29, 1973. (F.R., Vol. 38, No. 170, Septenber 4,
1973. )

Public Citizen, Inc., et al., vs Arthur F. Sampson, GSA.
(Civil Action 74-303), United States District Court for
the District of Columbia.

Public Citizen, Inc., et al., vs Arthur F. Sa~pson, GSA
(Civil Action No . 74-1849), United States Court of Appe al s
for the District of Columbia Circuit. .

Amendment 147 to Federal Procurement'Regulations Issued
May 7, 1975. (F.R., Vol. 40, No . 89, Ma y 7, 1975.)

Volumes I-IV, Report of the Commission on Government
Procurement, Superintendent of Documents, U.S. Printing
Office, Wa s h i ng t o n , D. C. 20 402. Stock No s . 5255-00002;
5255-00003; 5255-00004; and 5255-00006.
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SECTION-BY-SECTION ANALYSIS

TITLE I--FEDERAL I NTELLECTUAL PROPERTY POLICY

Sec. 101 Findings.

Section 101 states the findings of Congress; namely, that:

"(a) The inventions in scientific and technological

fields resulting from work performed under Federal research

and development constitute a valuable national resource;

II (b) A Federal policy on the allocation of rights

to inventions resulting from Federally-sponsored research

and development should stimulate invent.ors, meet the needs

of the Federal Government, recognize the equities of the

Federal employee-inventor and the Federal Government

contractor, and serve the public interest; and

II (c) The public interest would be better served if

greater efforts were made to obtain patent protection,

both domestic and foreign, and to promote the interests

of the United State and the commercial use of new techno-

logy resulting from Federally-sponsored research and

development, both in the United States and foreign

countries, as appropriate .

Sec. 102 Declaration of purpose.

Section 102 states the purposes of this Act which are res-

ponsive to the directive of Title I, Section 101. (c) of P.L.

94-282, The "Na t i o n a l Science and Technology Policy, Organization

and Priorities Act of 1976 that:
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"Federal patent policies should be developed based on

uniform principles , which have as their objective the

preservation of incentives for technological innovation

and the application of procedures which will continue to

assure the full use of beneficial technology to serve

the public. II

The declaration of purpose is to:

"Cal Establish a uniform Federal policy for matters

of intellectual property arising from Federally-sponsored

research and development;

nCb) Provide for uniform implementation of the provisions

of this Act, and to make a continuing effort to monitor

such implementation;

ncc) To allocate rights to contractor inventions which

result from Federally-sponsored resea~ch and development

so as to

n(l) encourage the participation of the most

qualified and competent contractors,

"(2) foster competition,

"(3) promote the widespread utilization of

the inventions, and

"(4) reduce the administrative burdens, both for the

Federal agencies and its contractors;

nCd) To allocate rights to Federal employee inventions

in an equitable manner;

2
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"(e) To provide for a domestic and foreign protection

and licensing program to obtain commercial utilization of

Federally-owned inventions, with the objective of strengthening

the Nation's economy and expanding its domestic and

foreign markets; and

"(f) To amend all other Acts and abolish the Executive

Orders regarding the allocation of rights to inventions

which result from Federally-sponsored research and develop-

ment and the licensing of Federally-owned patents.

TITLE II--FUNCTI ONS OF THE OFFICE OF SCIENCE AND
TECHNOLOGY POL~CY (OSTP) AND FEDERAL
COORDINATING COUNCIL FOR SCIENCE,
ENGINEERING AND TECHNOLOGY (FCCSET)

Sec. 201 Federal Coordinating Council for Science, Engineering
and Technology.

Subsections (a), (b) and (c) define the responsibilities of

FCCSET and the means to carry out such responsibilities in matters

regarding intellectual property. FCCSET is to make recommendations

to the Director of OSTP with regard to:

"(1) Uniform and effective planning and administra-

tion of Federal programs pertaining to inventions,

patents, trademarks, copyrights, rights in technical

data, and matters connected therewith.

"(2) Uniform policies, regulations, guidelines and

practices to carry out the provisions of this Act

and other Federal Government objectives in the field

of intellectual property.
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"(3) Uniformity and effectiveness of interpretation

and implementation by individual Federal agencies of

the provisions of this Act and other related Federal

Government policies, regulations and practices.

These responsibilities were deemed to require special emphasis

due to the directive of Title I, Section 101. (c) (4) of P.L.

94-282 set out in discussing Section 102. Further, due to the

anticipated need for regulatory implementation, surveillance,

and reporting required under the Federal patent policy established

by this Act. In carrying out its responsibilities, FCCSET is

authorized to:

"(I) Acquire data and reports from the Federal

agencies on the interpretation and i mplementation

of this Act and related policies, regulations and

practices.

"(2) Review on its own initiative, or upon request

by a Federal agency, Federal agency implementation

of the provisions of this Act.

"(3) Analyze on a continuing basis data acquired

by the COUNCIL.

"(4) Consider problems and developments in the

fields of inventions, patents, trademarks, copyrights,

rights in technical data, and matters connected

therewith and the impact of such on Federal Government
.

policy or uniform accomodation or implementation by

Federal agencies.
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"(5) Publish annually a report on COUNCIL efforts,

findings and recommendations.

It is anticipated that the Committee on Government Patent Policy

of the former Federal Council for Science and Technology (FCST)

will be reestablished under the authority of Title IV, Section

401. (h) of P.L. ~4-282 to operate under the aegis of the FCCSET.

The reestablished committee could be renamed the Committee

on Intellectual Property to reflect FCCSET's expanded respons­

ibilities to advise not only on patent matters affecting Federal

programs but on the use, ownership or licensing of trademarks,

copyrights, right-in-data, etc., affecting such programs.

Staffing of the Committee on Intellectual Property will be in

accordance with Title IV, Section 401. (g) of P.L. 94-282.

The responsibilities of the COUNCIL are not intended to give

to the COUNCIL the role of planning, implementing, or modifying

the patent, trademark, or copyright laws of the United States

or other programs within the respective jurisdiction of the

Patent and Trademark Office or the United States Copyright Office.

Section 202 Board f o r Intellectual Property

Section 202 authorizes the Director of OSTP to establish or

designate a Board or Boards to carry out the responsibilities

provided for under this Act, as appropriate. It is the intent

of this section to provide flexibility to the Director in

utilizing existing organizations or mechanisms or to create

5
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new organizations or mechanisms, whichever appears to be most

suitable to carry out the responsibilities of the Board(s}.

This would include the authority to establish a board for

intellectual property within OSTP notwithstanding the heretofore

advisory nature of OSTP, or to designate existing boards with or

without the standard procedures. In any event, any Board or

Board(s) established or designated shall consult with the Council

and other Federal authorities, such as the Office of Federal

Procurement Policy (OFPP) and authorities designated to issue

implementing regulations.

TITLE III--ALLOCATION OF PROPERTY RIGHTS IN I NVENTIONS
RESULT~ NG FROM FEDERALLY-SPONSORED RESEARCH
lL~D DEVELOPMENT

Chapter l--Invention of Contractors

Sec. 311 Criteria for the Allocation of Property Rights in
Subject Inventions.

Section 311 provides for a single patent rights clause which

normally is to be used in all Federally-sponsored research and

development contracts with the exception of those situations set

out in uniform regulations based on recommendations of the

Council and promulgated by GSA and DOD or those exceptions

provided in Section 312. (c). GSA and DOD have been named

because of their present authority to issue such regulations.

It is intended that the regulations of Section 311 may provide

for the acquisition of rights greater than the Federal Gover~~ent's

minimum rights of Section 311. (b) (2) in certain classes of contracts

where the Government has greater equities, such as, contracts f o r

6



the operation of a Government-owned facility. Section 312. (c) (2 )

defines limited situations where the regulations may permit

that the Government acquire lesser rights than those of Section

311. (b) (2). It is emphasized that the promulgation of the

regulations of Section 311 is meant to assure Federal Government­

wide consistency of action.

(a) Reporting Requirements and Declaration of Intent.

Subsection (a) requires a report on any invention made

by the contractor in performance of a Federally-sponsored

research and development contract and an election on whether

the contractor will file patent applications and seek com­

mercialization. Subsection (a) further permits the Federal

Government to defer for a reasonable time release of informa­

tion disclosing a Federally-sponsored invention to permit a

patent application to be filed.

(b) Minimum rights to the Federal Government and the p ub l i c .

Subsection (b) (1) establishes the Government's right to

ownership to those inventions which the contractor has reported

but elects not to exercise his option to file a patent applica­

tion and commercialize, subject only to those nonexclusive

license rights normally retained by the contractor.

Subsection (b) (2) establishes the minimum rights t:he

Government must acquire in those instances where the contractor

elects to file and commercialize.

Subsection (b) (2) (A) establishes the Government's righ t

to periodic reports on the contractor's progress toward ~om­

mercialization of a reported invention. These periodic reports
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are intended to provide the information necessary to determine

whether a Federal agency should exercise the right of Sub­

section (b) (2) (C) on the basis that the contractor is not taking

effective steps to commercialize.

Subsection (b) (2) (B) establishes the Federal Government's

right to a nonexclusive, nontransferrable, irrevocable paid-up

license for the purpose of practicing the invention for its own

needs. The Agency may also include a provision to acquire a

license for the needs of State, domestic local or foreign govern­

ments if it determines it to be in the National interest. The

phrase IIforeign policy considerations" is intended to permit

an Agency to acquire a license for a lesser developed country

to manufacture in its own country in competition with imports.

Subsection (b) (2) (C) establishes a Federal agency's

right to acquire from the contractor whatever rights it deems

appropriate, including an assignment to the Government, in order

to further the commercialization of an invention by parties

other than the contractor when the AGency determines that such

action is necessary because the contractor is not effectively

moving toward commercialization of the invention. Since there

may be a reasonable disagreement on whether a contractor is

taking effective steps to commercialize, the agency's deter­

mination has been made appealable to the Board.

Subsection (b) (2) (D) establishes the Board's right to

require the licensing of a third party after appropriate petition,

notice and hearing if it deems such action is necessary (i) to
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alleviate health, safety or welfare needs, or (ii) to the extent

that the invention is required for public use by Federal regulatic

and where the contractor or his licensee is not satisfying the

market created by such health, safety or welfare need or such

regulations. It was not intended by this subsection to provide tc

the Board the authority to require licensing on the mere basis

of a predicted or existing marketplace price differential between

the contractor and a prospective licensee. However, this may be

considered along with other public health, safety or welfare

needs.

Subsection (b) (2) (E) establishes the Board's right to

require the licensing of a third party after appropriate petition,

notice and hearing if it determines that the exclusive rights to

the invention in the contractor have "tended substantially to

lessen competition or to result in undue market concentration

in any section of the United States in any line of commerce to

which the technology relates, or to create or maintain other

situations inconsistent with the antitrust laws." The quoted

language is derived from the "Federal Nonnuclear Energy Research

and Development Act of 1974" and is discussed in the conference

report on S.1283.

Subsection (b) (2) (F) establishes the Board's right'

commencing ten years from the date of invention or five years

after first public use or sale in the United States, whichever

occurs first (excepting that time before Federal regulatory

agencies necessary to obtain premarket clearance), to reguire
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