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Need :l"or Cllllngeo in Department Patent Policy to Permit 'Effective 
Collnboration with Industry . 

. The ceneral proble~ 

. ~:" . ....... As you knov, the D2partlUcnt's pS1;ent policY' has been a controvcrcial 
, Gubject for a nucber of years. ~. Znuicott \ma so concerned about 
the ru. ... ca toot he "'Tote to you on J\:?ril 10J 1962, GUGGest.in::; 0. thorou0h 

;';~::: '-.," l'ev1c"\{. Since tb.et t~..r:.e our problcrr,G in t:1e iC:'cn have increaGcd to 

: ,':: 
' .. ~ . 

the point l;arc it q.Pl1eurs to be in;;'2rat:,i YC t)-~nt the :r:cpart~cnt policy 
:::::!,';.:.t-:. be 6ubjectcc1 to e. PTOlli1?t rcvicv. l<,r. .... -,y of" our l;!;,)Zt. prezsin::; proble=.n 
~':;.\.,; ~ occur at the J?0int 'inerc our SCiCl}.tii'ic investi::,-atol"o :feel that it; is 
· ,;;., ". . essential to collo.bornte '\lith a cor.,~~crcial orGanization in order to 
· :' 'oJ",' : " cow."'j?lete their vork. As Dr. Endicott_ st.atcd., fu'ur:; lll8nufactm"Cl"S m:-e 

.. ' i:';' .' umdllin;; to develop clruga uith liillited l;m;r;,etiJ 'IIi thout aome decree 
;;j\;,:.( of ,patent protcction. 

X·~··k:':~:;~·:~.:::·, __ As you lalovJ the nIIEH Paten"c Hcgulntionz D:4 Qvide for rel/orting of' ell' 
-::!:~: "'~iX:{ /~nventions Generated in the per?o::.:-:c.:o.nca o:i:~ n. :fIlS func.ed [;rant to :rou 
.... " ... "',".- "'or "'~n~~-·o-<on Oh""icl.·~ll" ~'-o.""'~n'n" "'(b) " .• ··,..c re·~·l~~l.·o~M ':::' -,:-:"',,,' ..... "".1....: .... ......... .1........ . .L.L (.;. J I .i..~ ....... .::r- ...... l <J.£:. ......... \.-,~ C;> ..... <.,.61.1 ~ 

· ::::r'.:,·;·~-:.~\· }icrmits ti18 dispo~ition of" patent ric;hta to c.. Grc..nt.ee institution if" 
/~.~_;.:::« :thcre is cv~c.ence that this w~ll result in footCl" cleveloptlCnt of ~r..e 
"';:~{ .. : .~~.;:. 1nvent·io11 :for public use. In l'rnc"cice ... this J;lal"n.c;:raph han 110.r~ "been 
.... ;:.:.: , .. ~: .. , used ill ODDl'"Oxi~:w.tc:ly five yerrrs o.n.d. l'ropo:::;o.ls 'Which have bc=en odvnnced 
::.: : ~:" ,.... . ... tor !icpul.'t.",nt upproval have invar:!.nbly reculted in il.ecinions to keel? 
".'::.\>:.~;., title in all reported inventions vlth the Federal Govcrn=nt. 

... 

~':;~r;'!:~;:~~~'i',,' The ~pn.r'c~nt has 'determined tlnt \.-~:en co~ounc1o ere sY'Llthcsized by 
)::.::-:.«:: 'grnntces "With NIH funclG nnd the O"~"t.ceIG £iuGce.ated therapeutic u.l;,iility 
"r;~")' ~:' .. in c~~~ij."z:cd by all independent zcrecn~r" the l'"csult1nc; invention, as 

'nbov.:; \rill be re?ortcd ·to you -Zox' diapQGit1on. -?-itlc to the' invention, 
an n~0vc, accrUQS to tl~ Governr~nt uhether the screening is done 
gratuitously or ~or hire. 

, 

\ 
1ITli docs under nome circumnto.neec, e..g. cc,;sc I aid ito intl'amural and -
C}:tro.t::.urnl organic chcmsts in bringing a. co~pound vhich sUZGcr:rtG tCJ-Cr. 
llpClutio une to the :point or cor:;r;crcinl UIlC by f:inancine: the dcvaloptlent 
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'r-.oi' clinical (lata neoaed to support nn 1lJ??roved nc\/' drug application 

.. ,.\ j(}! .D.l.). ~'lll·thcr, NIH io sttJ?portin" n ntlr.'.bcr or investiGator .. ",ho 
: . orc . developing clinical. d..'1.ta on in<lu::;try o~ .. ncd c0"'l,ou.-::Clo • Theca 

data ultilWtcly 1'orm a portion .01' t:~e iiatn aeour,runted by induntr:,r 
in Dllppor'dnJ their n.D.A. 'so :But in a nw"'Dcr of' situationn laH'.:; 

'c. aoility to aid ito int1'o.-uur .... 1. o.nd cxtrrL'urol oreonic ahewiot:: ia 
limited to the l:undin[; of' the actual oynt:.csis of tl;e cO""Dound, and 

, ". prov1din~ or e1d111<:> in obtaining r;c.ecns designed to diGtinguish 
J?ooaiblo uGef'ul 1'1'om non-usef'ul d;:"u20, end po~sibly n po.tion of' 

.. the clinical data neeiled 'J:or nn !:.D.A.mt en N.D.A. ;:equires (1) 
" extensive clinical data alonr> 'li'~h (2) toxicity data and (3) or:.! 

=-::.:;,.)'" '. . data. shomnl3 ad~cl"'GQ aide effectn that c..cvaloll in tho cource ~r 
: ... ~ .' . clinical UDe. 4nuD j ~e HIIr C;1J.DDol~ted 5cicntiat 'W'ho :po.at;cases a. 

';;''':;.:~.::,::: .. cOll;pound ;Iith a 6U[j3csted utility 0:: llith a. utility cor.1'irn:cd by 
(. '.' .- an 111dc,Dendent screener nnd 'Would like to have it brouzht. to the 
:;'/q'.::~\'~'~":':" point of" commercial une fincla "cha"t the dl~uZ ino.ttotr:r i~ bent able 
": .. "c .... "'.'" to nccUXilllate all the data necessary 'J:cr licensure of n ncll1 d..."'Ug 
?l,:;'··"i>:-:· bec:auGe of orealliza'.:ional struoturo cntl cO:ltir.uinc; f=iliarit;r 
:i!:) :~':">'. Vith varioUG requirements essential to theil." objectives. 

;j,·.':l~:·'-!: .. Atti tude of the Crur~ industry' 

, . 

':::"\j:',,\.,;,,:: :Sut the drug 111duatl'Y has rofuocd thrOUGh the Pharrr.o.ceut1c:nl Hanu­
'0::',.":;:" f'ncturel"' 0 GSGoc1ation (p~tq ond in Bo:::e illGto.nces ind1viduully to 

.. ;{>:".:t:: collnom'ate 'With our scientists in brinzin(l their druzs to the !,oint 
/,/~.:~~',:.;<,~-:.~~.,.~i' practical tl'pplicatiol1 vithout :;or...e C'Unrar .. tee or? exclusive lJa.tcn-v 
":',;"': (.tights as compellsation for and r>rotcctioll ot·their possible invest_ 
:;"",.: :'::·<.:··-·ment. Since n..n investment ult:tr.4tely rua"J ,.tr.~OU1'lt to 'bet1;0cn $200,,000 
:';:.:,~:.*' .. :;.' and $400,000 ':for an H.D.A., p;.i;\ feels tho- l"equc'l3tod c;,::cluaivity io 
'~.~:;.:/r·~i''::'·lleccled bccnuGe theo 1"io1-:0 of" ultim.o.te non-L-:o.rke.tc.o..bility, duo to uncer­
j/_'~:'/;(-:- ta1nty 0.::1 to ultir.u.te ~a.fet:r nn:.i ei'f'cctivcneco .. continun.l obr;oleGc~nce 
~,..;~ ,:OJ' of' druGs, 3U 'fell as the eve);" prcnent comp::!titive factors. Ul'lder 

~;(:\: .. O': '. ~~e;~~!n~p~t~~~t~!:~;!;y th~; !~ t~;~~~n t~~D~~~~e i~:r~~;~~u~a~~~ 
,>';.'0:1:' incentive to invest in. the :perfection Mel I!lllrketine; of MIS DUPJ?orted. 

.... ' .. 
~ ;'.' ',' 

.. ', ' 

:":.: .', <:;':; '. 
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.....• 

'-ia hmre &ozee of these cnnes pendine: nov; il~ both the intl"nm\U'nl and. 
extrnmu;a,l arcus,' and it. ul!reara that p,ositt';e l"esolution may not 

. ~esult ."ithout 1I0n:C chonGe in our jlolicY" ...... 
" . , '. ,.:-' -: : . .' .. :.' "'" ~; l! j' 

",. .. " ,: '.' . ,,,'., .. :.; .. ~.: ~Y:·.··~.':.'.· .. -:- ",~' '" ..... \ ". ;~ . 
.; :';:",:;' .. :.' ":~'.' 'r' ';:\ .... < :.i . "., .. ,: . 

. : . .'., '. ...... , ~: .... '.( ;:; .;" 
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.( . .11.; nn e=T1Jlo 0-:: a 01 tuo.-tion e:,ictincr in OW," in'trnr.urnl },)1'0::7'= • 

. Dr. SjOCl'd;r._" of our Hcnrt Institu>ce h0.3 dev:!.r;cd a. nell tect for 
)?hcochro:'''10CytOl"(.:J. oa!>cd on lirc.<3sor rez;.o:.1zi ........ ~~~Ga to tYl:'cmne. Tl1C' 
\tt.;Q of tj'l'":!I!1ine in tc::;tinC"; :for :ohcoc::u"or.::oc:rto:':-:l has r~.;:a.l.l ted. in no . 
morbidity fie io e..G~oci.ntcd l:ith the cO~';.i.o~l:r ur.;~d tect, -ro;: this 
condition. This teot io cortti.inly 01" J:.cclicD.l. 'iru?o7:t~~ca but could 

,.,. ".:.::.:-.. ' . .not bo c0:1s1derod. fina.n.cially i.."74l'orto..nt to a co=~rciQl m:-eo .• ''lizo::..t.ion.· 

"!:.';.!.' :': •. , Since thia invGntion involves t1~c t::,;·€n.t;:::.:311t oi? .,1~r.e hurrr.an body .. D.n 
~ .... , -. -' IT.D.A:. 'iould [-..ave to ba ob'taiI!.ccl ~(!:?o~e ti:.a i::VGl'l.t::ton could. be plccod 
:/..'.;;::';:'-, .,.:in thehunds of the Dublic. mE im~ no :proz,l"n;;\ wllich \fould. );lrovi6.e 
<:'; ".':: .. ,:. the tOjzicity CillO. clinical te;;tin;;; 6..:l.ta 1.cceBsary for' .such an li.D.A. 

L!:X!~~·}'~~"Clt COr:;p~. ~ l .. ade1'" in th91l:0ertenGio:J. !'ield, ho.s indicG.ted to .... 

:.1 .. i,~~ .. ~ .•. ~ .... ,~.:~: .... :.·~,'~.";:" ... '.·.:,-': Dt-. SjocrclsDlD. that they llOuld 'be '·d:"'li~~c: to CGjjWi1e the neccnzcry 
,- -, dnta for on If .D.A. but nn.e =ecl\:~stea th::.:~ t.1:~y -be r;r::lnted a. 5 ye::r 

:;~ ", exclusive liconse in orc..cr to l'"ecou~ tr,l,ci:,. .. inve.a .. ..;=~~t. PrC'.jclltly, 
<:~ . the Durec.u of Ncdic:ll Sc;niceo is investiGat.ing their ca3/c.bilit:r in 
-.,- Elccur:mlating tl:a clil1ico.l data neccZlzory '£O~ an a.pproved 1; .D.A. :tel· 
,",'" . Dr. Sjoerdsn:a I 0 teut. It is Dot clem" at this ti= wh~tr.er theY' \/ill 
;:.:,v·:.:OCl able to ,J?l'oceed. 

:~~~};'-\~-:\:::In the :'~~~trn~ura~ area 'VT12 have n. o1x411ar lIl"oblcm 'W'"ith. a.·'·D .... Roso 0'£ 
::~.~:.~';~::<:- McGill University \rllo 1' ..... 'lS round. tll210t Scr"'::l"il:g CC:iT.1o.ny, Do leucle~" in 
,~~·;·r:;~:/·!·~-:-~!~hQ field of" .cntihiztaclnes, is ';fil.lin~ to cor:irJile tr~ nccei::;a.!':r 
~:~>\~~'~;-~.;( ~~oxicit:r and clinical clo..to.. J."cr 0. o.:cue; sy-'.Litheuizcd in J?er~ol"~cc of 
,.,;~,,::,.~;.:.~::; ,-. .n PHS c;t"ant -::01"" use as an fU"1.t.ih1r;tp~i ne. In return for thin serv-ice 
;.;<,' Sllhering asks for ·e;:clusiY<3 );latent l'ighta •. 

:f'/.:, .. ,~ l'l'"cllidcnt I s 1963 memornndum ..... ,,", 

;;\<y,: l?erusni 01' the President I s Octobel" 10. 1963, mcmorandu,"ll :~~. );latent::: 
~:,V,:.<·,~.,.-. 11ldica--'~cn t}l:}:b, tr...e GOVernment hc.s a rczpon:::ibility to :rontc!"' the 
:"'~:':',(.-.. ' fullest explo1tntion of' it;:; ll:.vcn·ciGno 1:01,1 the ?ublic bcnc:rtt. The 
,r,:-';' lOOr.toro.nclurl i'urt1~r provides tha.t ~i;hc :public in:j.:.c~c.ot tlieht be ee~",,"cd 
..,.>: .. '~':~ _ l?y c.ccol"cliuG c).::clucive- cOLil;-erc:ic.l riC-):L"tG -'(.-0 C COl1."t;:;:c.ctor in (iitua.tionn 
:.>::-;-:' .... '~h(n"c' 0. co::ri:;rv.ctor ·r .... '1.$ o.n cstab11::;bed nOl~-gOYCr~cnt~ corar:;.erciul 
'- ..... position G~cl vhe.t"e "'c.here ia 0. Gl"'co:ta!' 11::clihcn:l that "che invcn"tii.on· 
,;.:.';~:';'" vo~ld be ito:.. .. kcd and IJut :L~to l'u'blic ur;c tha.YJ \'auld be tbe cc.::;e if tr£l 
;'!.~ .. '.~.;"". ,. invcntioi.~ " ... .:;.s rr .... 'lG.€t tlore freely f~vailuble. If' such riGhta ore accorded 
. ::.~" ',' 0. con~rc..ctor J the tr..Cmo~u,nd"'...U:'~ rocr~ll'"c:J L;;J.:"'C !'o..1.lnrdt; fli3:l1nnt rCDj,"'c.o:Jivc 
..... ;:.~. 1:>::ro.cticc.:J and 1noweo tha-t tr~c';;:ublic "rill be OAlC:llU.a.tcly ~~otectcd by 
~:.:;.;': D. clnucQ flimilcr to tho "t;nl·ch~in" clause of o\.u' CancoJ;' Cho;:,othcro.JiY 
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