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''': Need for Chnnsco in Dcportrr.ent Patent Policy to ?cnrl.t Effective !

):' Col1D.borat10n with Induotry I
::« .' .1
>:,,:. " 'The c;c:1crnl ;proble:"! , . I,
'., ,',..:: " . f
t •• '. ~.. •. A . . \
~.'.:":.' .,- klS you knov, the I:cjln.rtr.:cnt's ]!&tent l?olicy I1n:c been a. controvcrcicl 1

:~/":~:;,,,: :",' subject for a number- of yearo. Dr. Zo""lciicott vaa so concezncd ni,)out~ I
':)'~,::i:~;~,~'" .' the area t'hD.t he vrot.e to you-on J\":)ri~ ic, 1962, G""lG~eot.in::; 0. thorou311
1:~;»:;~·;;~·,::·" revie't. Since toot tir:.e our "Orobl~r'".:J in t:~e D..::"cnnnveincre:-"Gcd to !
~~~:~. :;:. \>: the J?oi~t 'j~l"C it o.pI>eurs to'" be iW'Jero.tivo ,t:1:nt the I'.c~o.rt7L:cnt i?olict
;j~~->;:~::.':. :~:~::.(.: be subjected. to e. prolliopt ~cvi~v. r;.~~ oi' our r;lO:it. J:?1:"e~Bin,:; ?ro·vie=.nl
~:!~:~"");>':':';:~: occur a.t the J?oint 1inerc our scicr:~tii'ic ir...vczt.iiJ&torn :feel thc.t iJ~ 10t
;':;,:::':'::.. :;',, . cGfJentinl to collc.'bol:'ote '\lith 0. cOJ:::cl'ciul orcnnizntion in order to I
'~';~'~~~:"<,:,:.~::; -:.~. cOtlpl,ete their "work" fia Dr. Endicott st..:l"tcCl, C'..l·uG t18nufnctm"e;:n ~e j
~:\·)i};i::. umrnl~ to develop Grugo 'iith li):lited t=:"et13 Vithout nome decree I.

·_,f~';'~;;3:.>.":,'. ot: patent protection. ,'J: .
•" :" '-~ ·t·..·: ".'." l'

-( S::·~~~',t~:..~~:~ As \.:'0\1 l;.l10:\T, the DI-~I Patcn,t~ Rccru1ntions IJl'"oviclc for re!,ortinc; 0:(' ellI
.;::.~: /:~ :~:\":~.';.'~~. inventions 0cn~ro.ted in the perf'or:c;,c.r..cc o:f (.To :?iLJ f'unde d c;rant to :fOU I
""j,..-r.: ••~.• : .•• ~ • .coor Q.. ,J' n ··-!·..l'on OJ:>-Piel.·nl"l·, l')""·...O'~ ";'Jh S '1(1:» ,..".'" ~ ..,. re"~l"'~io~~I.

,.--:,•.••• :.", •.' .••. ' • .,L .l. ;.:.; "..... ..:.~ '--';;1':'-......L .::r l. ........ .c.. -"~ --.& ..... '~ ..... "'" ~ ,

~~::~:!::._Tj·i~:.(::·pel..DlitG t:~c: disD0r.;ition 0:'''' :pctent richtG to a LrC'.nte~ inst.itution ii' I
.:·;':i::/~~.<"~~"~ :there is c-'II·i<S.cnce tho.t trLie "\.-""i11 result in :i:"'OrJ,I';~l-+ develo!?1::.Cnt OT 'tr..e t
~·~~r:~~;·~.;:·.::.::. invent'ion i'or public ucc , In pracJcice" this l'~o.c;rai?h hue not 'ocen I
;;:-'-<:i:3 :)'::'.' used in 01!I'l"oxi1:ntely five yeurs nno. r>ropo3.:1.1s vDich have been advunced
._~;~~::~.:j.:,:,_;.:,.~,.,_ for jJcpOJ.~t;:::2nt ::r.p:~!roval have invo.ri~oly :recuJ:ccd in c1eciniollS to kecJit"
:~::"(:,,."',:,» title in n1.l reported inventions vlt.h the Federal Cove:l:n=nt. !
.:~·:~·:~::t.:··J ~/{.\, '. , r
~;:-~:;~;::~; ..:.,:. The r....:pn:.....·.:~nt has cletcmined t1nt \;::cn cczrpounda ere n:Tt1t'hccizcd. 'by I
;l~};):·.~:~·:>:::··gt"nr....ecce \.iith lITH funclo end the cec,xl:t.cefo f.iuG.3c.ctcd thcrnpeutic utilit:r
~':i~~:: ~":.~';.'i.' >. .io c:..;;-£irr;:cd by an independent screcnci-1 the rcoultinG invention, as f
,;::-..:~:,>:.:~:: abov; ... \1"i11 be l"c?ortcd to you ?oZ' dicDOGi't1o:.1lt '£i.l~J...c to the invcnti9n,
.:l.:'.~ .i,~>', no ua.,IVve, accruoo to the Covcrr.r...c~t \rhcther the screening io dono ~

..~;..,~ ~~'_',' grntuitoucly or ror hire. ., .t.
':':.:.~, ,,~ \ .. , 1-

;:":' '.,:.', ,,' lItH cloce under come circUI:l13tancec} e..g. CC7::::C} aid ito intl'cournl n:,d!-
'.! ~. ~... c>:trn::mrnl organic chci:1l!5t.sin br1n,zinc; n co::.:r>0und vhich nucccctn tr~~-
\"'.: ..... a)?cutio usc to the :point oJ:: co=rc1nl llilC b:; finnncinc;the clevaloJ.lrJe~t

. ·:~:;_.. ;.fl~~:~"-"':' -::_.i'•.~_ .... ,........,.;..".:.·...·~......."'!;. ...~..;-'~.".; ..••.••••. ~ :'.a'·. ~ .._.; .... " . ..i-.;..... --....--.J.-..-....h ••----.
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of olinical <lata neoded to support an n~,rovcd ncv druG application
(IT.D.Jo.) • It'urthcl· J ;:III io GU?:DOrti4~ Q. numccr- of invcGt1E;a.tor~ vho
aro dcyclopin., clinical. c1.."tn on il1,"u:;try ovncd cocrpoundn , 71,CCO
data ultir~tcly rorm n portion o~ t~e ~ntn occur.lulntcd by induntry
in otlI!)Jort,in~thcirU.D.AoO' a , bUt. in 0. nu.~0er o~ situo,:t.io:1:J I;I~l'.v

:,." t\bil1~~Y' to \lid itn intl"c~"'Urrll UJ.~d c:ctrr-..r..-.n~c.l orconic. cl-:,cwiot:::: iG
. limited' to thO' f'undinc; O-r th~nctuc.~cj-nt~Alcni5 of t}4eco~DoundJ and
prOV1din~ or u1dinG in optainiuS oc~een3 ti€~i::~cd to dict1nZU1Gh
poon1blo uDoful frow hon-uGe£Ul ~U~G, c~d ?Q~oibly u ~o~t1on o~

..the clinicnlc1lJ.ta ncetlcd for an ~; .D.th .Thl.l~ en N.D.,A. ;,"cquiros (1)
" . ":. .: extcno.ive cl~ic!ll clnto. ulon!, \ri'dl (2) toxicity Mt~ and (3) =:1
~;:.:(:.,:::.. ~ . data. sho~"inG advci-cc 'aide e.f"i'ect.o t:-.nt MVG lOD in t.ho COU=CQ o'i:
;U.l:.:.·.:'··'·.·· . clin~cD.l uce , T"nuo" ~s, lITH c;,::.:!,)o::cted ccicntizt 'W':10 :P06~cszes a.

compound. 'lith a. fiuc;ccatedutility tx: uith a utility cor~u-t;:.cd b~l

on ll'ldc,Dcndent sc:;,ce~cr and y,'-ould lil~e to hQv\3it brou0ht, t:=> the
point. of' corzerc1o.1 una. finda ".:.h<:.-t the Cb.~;~ inCl.tltltry isbeot cble
to uccu=late all the data neceDonry ror licen,mro 01: i>. netr d..-Ui>

.OOCtl.UCC of orUllliza·::'iqr-..a.l Gtruct~o c:nc:t COi1tir~uin:; i'n::ril1ar1t:r
\lith variol,\G requircn:cntG essential to their o1>ject1ycB•

. :. ....
·lIttitude of the aUf, :1n"lustr~r .

._- -
:::l~,-:~fH~;·:)' :But the druG il1dustl'y h£13 retuned throuc;h '"he l'har-...o.ceutical Hc.nu­
~:'i:·:·'·<,:·~:"-:·;·~·· fo.cturcr t ;) .dsoociation (P:':"I\.) and in acme il1Gto.nccD individuo.lly"to'.. ".: ' ...,-
.: . t.'J ',~; "':,,:: collabol.. t.te 'With ow oo~cntints in bringin,3 their Q:rUSD to the ~oint

fJ..:..:/::;·~;' ,~:\,". '. or l?l'"nctico.l tl1?plicrrt,ioll 'WiJ~hout s orse r~2-rc.;,..te~ ot: cxcl\1.oive !J<?.tcn:t·
::: ;.. .. i. .- J .?-' .J - 04-b ~- • l' ~..; ., :';~' .. r e11 ...$ £1.3 cczapcnant.Lon "" or end l!l'"O ~cctioll 0.,,:· ......e.J...c possio e ....~ves .... "".
~·\:t I;·~'> . ~:'..:., ment. Since an ir.vezit:en"t ultir.:.:J.tely 'W3.y rlr.:o~i:t. to Do:t'j.:;cn f)200 1000...... .... '4

~~.?:....,:::-:.:,.'.:.; .,, and -9'00 /000 -tor an H.D.A., ?~·L\ i'ccls tho- rec;..uc13tod cj~cluGivit:r .~~

t~3·~~:~~; ... :.~ I::: becc1.ed 'bcccuce thC! ricl~s ,of ultir.~te non-t:n.r}:cto.bilit:r, QUO to uncer-«
'~';~~\';.~~':~'."';~~:' tainty c.zi:.o ultkn.tc ca.fety ani c:::::'~c'ti"'lci:1cC1J, continun.l ob::;olccc12nc
;~~::':,)". -:.;: 0'£ dru;:;G, .no well as the .evert prcr:;e~1t con:~ctitiva i'o.ctora. U~'luel"

~.~~~~j;;:::;~.:~\~~.:'''~ .l,>reo0nt ~l':J.rtr.;.entn.l l'olicy.. it in cleor the above cra~ru.ntce ca~"1o"'~
:f:,';:.;;;.;·,···.>· be given. As you cc.n "ee, thi" situation rellulto in £\ SQriOU3 lose
~;f);;:::i;',';,"'01' incentive to invest in the Iler1'ection und =rl':otincr 0:1; P'tlS

~f1Wt;;;::::o~::" ", "i'>\;:'; ,:? \' -V;?'}>;;;; '.,:
:. :; ..... :~.. ::. ,·ra hnvc uo~e 0-[ thesG cnnen J.1endini:'· novr i11 bo~~h the int:reua\tral llnd
); . .~ ..-
:~;:~ t: ..:,,~,; .. ··: .... cxtrnm\ll..t~l urcuo J · ane'" it.l\l!1?Gara tho.'t po.n::..t:tve l"eaolution ma".! not
;.:, . ". ... . ).'esult yithout 1l0J:Cl chc.nGo in our j?olie;l.... '.. .;..,

~2;1~:;_'_~J.,:;.~;i~L~;f:;:; '; •. ~:', ~,~' :,':f t0:;:~::hg.,,;;
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" As DJl e7.!l:.ll'10 o~ 0. 111tuo:t1on e::1G-tincr in our intr=uro.1 l'l'O~=,

. Dr. Sjocl-d:::= of our Hecrt Institute fun c.eviccd 0. ncv 'to:::t :for
J?hcoohro:..'"locytor:.a ,ba:;ed on prenGor rc~o::=i-·:~=-CGO-;Otyl·;""7')4~~. ~c ~
usa of tYl"~r.;.1ne in tC:jtin5 for Jlh:::oc~zo=oc:r~o;.:.:J,haa r.:::z:ul"tcd ,in no. r
morbidity co io ~s=oc1ntad ~~th ~hc co~~~'yuGed tect. Zor thiG f
conci.it1o:l. This 'tco-;' 10 cortQinly o:l ~cclic~l i:rr.?ortc.:lca bu~ could . f

'~(J<'-"_:'~ .~:.:~: .. %:tot 00 c0::151derod ~ino.nciq,~l.y l..~orto.n:t. to 0. co=r~rcial· CJ:"Gc..~izo.:t.ion.I.
;.•..• ,... " I·

.f~:: ... ;.;}.:~.<.:~'.', Since thia invarition invol-vee the trcnt;::.3l;t of t.:te human ·ood:r.. an _ I'
.':' :_. ,.,:. '. l

~.:. /:"~:,>:.~",:,,,:: lr.D.A~ vould have to· 'ba obtai~a. 1:~:?OZ"ett.e i'::VG1"ltio:l could. be jllc.codf
;:'~,:.J"'~'.:.:. ,::.. 1n the hands 0:: the public•.1J.ili ha.a no P~'::>O-£\;ll 'liMch "ou1d J?rovic:.e 1
~':~,:>:.:., -. the toxicity c.nd clinical -;;e;;-;;1:1('; 6.s:t;a l1eceasnry for' such an Ij .D."". I
·f_1·.:;:·:.:·\;·~~i"; . . - . ' - ·r
=~JT)::t:'(~'·~"· l·=e·rck COr::rJo:I:J.Y"l a',leader-in. trA ·n:i:;·erte~io:l :riC'1:a-,~ has :indico.ted to f
:!);.;.:,::~"'~~-'::': Dr. Sjot;.rdsm "that they \jould be "ri1l1:r;c; to ,cu.u.pila the r..ecenzc.ry 1"

~,:~~~.~~>~t~~:~:~:.: c1nta for on li.D.A. biJ.;t h!1.:: ::eer..:zstec. th~~.-t1:cy 'ce' l7~nted So 5 ye:;.r j
'::~":.''''.,.' :..:",:. exclusive license'in crc!.er to reCOll}) t't~ci:.." inve~r"~=e~t. !'rC'.:;ently-,
~#~~.~:;~'.';.~':'" .:' the Bureau of Ncdic.:ll Sc:wv1ces. is :i:iv'~$;t;i;[:.o.itinetheir c.:l":;=t.bil::t:r in·
.0~::~~··,-:~::\ -, .. e.c~rmlatin3 t'fa/clll1iCo.l Utita ·:tcsc~so.ryt:o~; an .aI?DrOvcd-lr.D.A~fCl· I
··;iz,·.':":;·"." Dr. Sjoerd.sr::a'o te:;t. It iii no'l; c1€nr n'l; t;-.j,s t:l.= 'lJhiltr.er tbay v.tUi

::j~~.t:t':-::r.pciab1e to ;a:oce~d. '.. , ' _ ..!',
::~t-,i:;?;{>' In the "e:;trat",UTol" m-en vra have 11 Gid.lar ~roblc:i ""ith. n D....:. EOGO ot: !'

~"""!':-";"G 'I T ' 1 " ...i'~ ,- ",- .~ '. ~'-~ Sc",-_J- C - "-1 I~.:..:~:,/.~.;~ .,.,.J,'J.C, ·1_ _IJ~, ver-a .....y.lTuO naa zounc .....k\-u ' .................,1.... ,3 Ch"Ti£J:J.ny, .n.~..J..eua.e.l.~· n I;r. ,.._,.• '. - _ .' .. . '- . . , -
_~-I'.".i.\;!: i>..: ': the i"icld oi: cn"tihist~nes, .i,e lrlllint; to cOr.1;>ile tr~ nccesGnryi
~j;2 ...::;~~: ..:~;~~.;':~. 'toxicit:r endc11nico.l c1n.~tl ;for o.Oxuz: sY"'.ut.heoizcd in D~r::cr;.~nnce of" I
.:'~l(':;'~?~::::~~:~;'.' .n, PES C7"ant::oi" 'use ao'EUl w.t1hict(l-:':'~ r:e. In return rdx- this cel"V'1ce f

·::t,~~;~~~..~: ,:'- ;., .Seher1.ni asks ~.or -e;.:clusiys J?n.tont· l'1£;hts,. ' .... ' .t, ' ..
·,.,~v , ., "' " ....;;.,..:.... ., '.l~:... ~.

. "', l:'erusnl of 'the PreGidcn'\;' s Octobar 10. 1903. 'nemorandu,'ll on :ps,tcnt:::
1ndicatco t~t tr~ Gov~rl~nt ~s a rcs~ol~ibility to ~ootcr the

..1> . 'fullc:;t CX2~o1t:ltion o:t' itoiLvcntic!:.~i:o:;: t.l7.a l1ubl.ic benc:f1:t. The
recmora.nclu:o f'u.rt1~r provides traa."t· -the public inte:::-c.:J,)~ tight be ge:~~,....cd t

.... 'by c.cco:,,"clin:; c~:cluc:tve cOLu.-erciui r:i.C'Jlt.~ o{:,'O c. con"'~::-~cto~ in .Git~tionb• ' ",". 'f
~ho~a'a co~~r~tor'hasnn c6tub~i~~ed nO~-Govcr~~ntal co~erc101 {
position c:;.~1. vhere t:be~"e 10 .a. D.-cu.t-or 11::clihc~:i "that tlfe invent,ion ·r

:..;·r;:. :.... :. ..J;:. \."Ould be o;:\:>:..";'1.;:eCl ,-lInd !J:Ut.. into l'u".:ll.,ic..U&C t.i:.a..."'1 \.oul~be "the cd,::;e1f t:-...ai
~1 :.~\.>: :-:'. ," invcntio4~ \,"':'5 Zf:.!lea::lo:re freely eV~i.Luble. ~ fit:.Cn. l"iGl'rca :zre accorded.. .. ~ - - ..' .. . . . ' '.' {

:,;.~~,:,~,,:,:,::::..:: .'.. 8 cont.r.:lctor, the 1r.Cmo:-tind':..U:'... rfJq.;.h"'c:J ~3.:-cSUQ.l~d::; a~:;'1not: rcp~cno~vC' I
...;~.~.~ t·:,: .;. ·pructicc.:l and 1nnurc;;: that tr"c'""!Jublic Vi,ll be nC..c;:quo:tcl;(~"otectcd bYf
'.::,';.,.: :; A c:!.nUCQ flimilcr to tho ",oj-ch_in" c1o.uze 0:1." 0\1).' Cancel' Cho;::.othcl-uI'Y' I

~F:~: ..'::·<: ~~~~orch ~-ozrnm~;.;,"J-;~;'" :', ;:~.' ·:::·:;~~~·.;~.~:~;~;;;:';~:~S~~t::: :~~.;:~.~_.; ~J.:', ,.:'..g~:~L _.
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