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Need for Changen in Dcpurtrr.ent Patent Policy to ?crIJit 'Effective
Collaboration with Induotry

As you YJlO", the D2pc:rtrr.cnt r 8 pll',;ent policY' has been a controver;:;ial
-. subject for a nunbe'r of yea=s. Dr. ::na.icott "ro.3 so concerned about
the ar-ea toot he '·...rote to you on ~I\;?ril lG, 1962, GUGcentinJ 0. -thorou2;h
rev1e't. Since toot tir:.e oUX' l?roblcr1n i11 t::.e ar-ea have incre:l.Gcd to
tbe )?oi:c.t ,,;~~"c it a.;;Deors to be iT:r'1'2rativc tJ:.n4~ the Ib~nr"t:L;.cnt Dolley
be subjec"t:cci.. to a. prolli~t z-cvacv, I·;",-:-.y 0:" our l;::a::;"t Fe[jsin~ proble::.n
occur at tl:e ]?oint vnere OUT SCiCl'ltit'ic i::veztiustorn feel thc.t i"~ 1.0
cGDcntinl to collaborate ynth n co~~crci~l orGanization in order to

':.;',.::;' .:.~ co:u."P1ete their work. j\z Dr -. Entlicot.:,; S"'(.D.tCCl, C'u;"uG manufucture::"G m"e
. ,'..... urj"\~:lllin.:; to develop c1r'..l,go ,nth l:L"7l.ited t~}~etn Vithout Dome decree

of,patent protection.
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As :rou 1U:10", the D!1E1J PatenJc lic[;ul.n:'cionz :p~·~Yide for re]forting of' .0.11'
inventioD.3 ~cnera"~cd. in the r::erf'o:r'~:J.Ii.CC or u ::?lIJ f'unced crant to :rou

:".. .J:'or r1.1' .........--.-~+.:on ~.r.>'O·!c<~l'·y ~~-a ......... ...,-...... ~:-. r:(,,) rv-<S o! "'lI re ....,I',.,,.l..-l'o-~... ..... ..... ~·lJ ..J>J.I...,... .. v .................~4 ... , ,,;..J<-J. . ..:J'- .....,:/.J..J,. 0.1:- '"" ;..,.I.L 1.; ;:,""'.............. ~

:)?el"mitiJ t.:~e d.ispoEition 0:''' :pntcLt ric;hts to G. LT'f'.ntee institution i:f
..... :t'hcre i8 c v ::c:.encc that thiii w""ill res:llt in :fc.a"~el" <levelo1?~nt o-r 't.r~

'. :.: ,. invent-ioll ::Oar public usc. In l!r~ctice, t~iz pal"n.c;rs.p:J. han not 'cecn
used Ln O.rI)l"oxi~:lUtely fiv-e :ICors a:l~ 1?rODoso.ls vhich hcve been advanced
for Dc1?D.r-'c~:Bnt np:L-'roval have inVUTic.bly rec·uJ.tcc1 ill G.cci.ciollS "to keep
title in all reported inventiono "lth the Federal Cove~·=nt•
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The I:.2p~'"·';C2:nt hUG c.1etcrt:1ined trot \.-::cn cozrpounda ere 3:1tlti1Ccized -oJ'
erU~~~eG ~~th lITH fundD end the cr~'~cefn ~uC0csted thernpc4tic uti*ity
10 c~:-Ji:i..·~cd 'by an ir.:.clc?cndent scz-ecncr-, t.he resulting invention, UB

'above; vill be re?ortcd to you ZO~ dicpoGi~iono ~itlc to the'invention,
no r.·~ove, accz-uo s to tJ::c Covcrmaerrt Yhother the scr-eenfng io done
eratuitous~ or ~or hire.

lITli doce under ~Offie CirC~~DtunccC, e.g. CC~ZC, aid ito intramural nnd
e):trc.:~urD.l orcunic chci:ll!3ts in D:-:ir.,,2:inc 0. corapound 'lhich Guoccntc ther_
apeutf,c usc to the point or cor:n;;crcial =0 by :finnncinG the dcveLopaent;
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.of clinicnl {mta neocrec1 to support an (\J?,rovcd. ncv dru;3 !'.J.1I'~ico.tion

(lI.D.A). I<lur t hCl· J lITH io GUPIlort::"n.~ 0. nunccr- of invcuticatoro vho
nre developing elinicaJ.. dnta on i:n/l.u::;try ovncd cozmoundn , 'Zhcca

"datn ultir~tcly form n ~ortion o~ t~c 6ntn sccur.lu1~tcd bJ induDtrY
in Dtl.J:l!?or"'~inJ their H.D.A. 'a. :Cut in 0. nt:.i":J,iJe:r of" situo.tionn NIH'!;
nbili.lvy to ~id ita ir.l.trn;.;ural and c:·:t:::-z.r...-.n"~l orconic. ci.:'cI:iiatIJ 16
limited" to the iundinz o:? the actuo.l .G~"'ntl.cn1s of tl~e cocipound, and
~rOVidin~ or e1dinG in obtaining nc~een3 liesi~~cd to diGtinzuish
poasiblo u5cful ~rom non-uoe~l GrU2u1 c~d ?~~zibly a ~o~tion o~

.'the clinical dnta nceded ?or an ~;.D•.A. :L;ut an N.D.A. :,"cqu,ireo (1)
extensive clinicul data alonG \G.".:h (2) to;-=icity d.o.ta 0.1',0. (:;;) =:1
data Ghow~nG ndvc~Go GiQC e~fcctG that c£valo~ in tho cource or
clinical uce. ~nuoJ ~e rUR O~~?o~ted ~cicnti3t ~ilo pOD~CaZaG a
compound '\'lith e. £uGGc!3ted utility 0:: 'vita a utility cor=irt:.cd b~r

an il1d.e.r>e:n<len't cc:-cen~r nr..a. -",,"ould. j.i:te to nave it. brouzht ..~o the
point of cor:zcrcial UDe fincla "chnt: "the Q'"U;3 ino.tl:ltry 10 beGt able
to ticc=late all the data neccGonry for licensure of a nev cL-ug

.becaucc of oru;tl1izatio41D.l.Gtructu:-oo .end. cO~'ltir.uin3 f~iliar1t:r

With VlU'iO\.\ll re'luiren;cnto essential to their objectives•
•.... '...

·.J\ttitucJ.e o:f' the crur~ industr;!
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',,.;..;;.':....:. :Cut the c1xug induat.-y has ref'u!Jcd throuC;h ""he l'har=ceutical HConu

.. fa.ct~el· t:J i\snociation (?;.~~) and in 80::.; i11Gto.ncco in6.ividUD.l~Y' to
;".

collabOl..t~te vith our nc~entints in ~~rinsin,3 their Cb:"u3a t.o tile ?oir.t
or practical nFplica~ion vithout Go=e G~~c~t~~ o~ exclusive ~atcn~

:iehts as c~pcn3ation fer and rrotcction o?·tteir p08s1blc i~vest

ment , Since an investL:2ut ultir:..:ttely rJ3.Y n:r.:..ou.n"t; tobctv~c::l ~)200,000
nnd 1;400 oeo ~ar' ........ 'l';"T, D A ?'l.,p, ~"","",r..l"'" .L.\., .... z-ecuc abed c··clu,.,.::v.::J.. .. r .. ,..
~ y I ... 0;;';'4.l. ••• ' ... ,I.·Ul ~~'- .t.l \.I~ ..."", ....... l..i I,..; w- .~~ ~ ... .1.1".,) .,1.. ...

'.: ·.·,·necG.cd ~DCCD..uce th~ l"icl:s of ultir.".::lolc.e non-:::::.r~:.c"c.o.bilitYI Que to uncer «.... , ...
.... ::-: ta111ty c.~ to u.ltil:.ate ~a:re"t:r nni ez...~~ctivc;j,cc'O, con~inun.l ob:;olcccence

'j of drut:";n, no "roll aa the evex prcuc~j,t con::t!~titi'Ve factors. Ui..1Qer
.~r~G0nt ~purt~ental policy, it 10 clear the ubove rrucrnntce car.u~ot

be zivcn. As you ccn see, this situation reuultD in n sorious loss
of incentive to invest ll1. the ~crfection una ffiarkatine o~ ",dS Dup~orted
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l)ena.in~ c~':cv

,·re have acme c'f t.heso cnne s perldine nov in both the int::rntilurul and
ext.rD.jUu:..~n.l nrocs , nne. it. G.J!I!6nrs "'chat; }iO:Ii.tj;\~e ~esolution weY' net
);'esult vi'~bout IlOr.:Cl chunG" ill OlU' j?oliey. . ."
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As An e7..t\Z12.J1c o~ n o1tuntiol1 c:·:1nt:1.11C' in cuz- int:r:lr~urill proo:"a.tl,
Dr. Sjocrdcr.:..'1. of OUl'" HC::lrt In.oti"':.u"';c hun cev~cC'd nne," to:it ~or

)?hcocko::10CytO::·,n, ba:::ccl on lJrc.Gsor rcc:?o~:ziv':)::~co to ty:l.·c.-:li:c.e. The
use of tYj:~I;line in tcctin[-) :for J:>l:;J~c:M"o:::oc:y~o:.:::1.hac :r~zalltcd. in no
morbidity &0: io !l.G=:ocin.tcd li1th the co~~o~l~" uced tc.:::t. :raze t1":..iz
conc.litio:n. This teet io cOl"-:';:o.~nly o:? r.:.Ga..ic~ il~?ortc....,ca b".lt could
hot bo cO~5iderod £ino.:4cinlq 1..--::.:?ort::mt 'to 0. co=orci.:ll O:-Cc...."1.iz~:tion.·
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··'.1n the e:~i;:-n!:"~\.U"s.l azea 'V1C have a. ri1.;:;;:ilo.r ~::-oblc~ \titb. Q D....... Rosa 0"£
. :,,: J.:CGill UI~ivcrGity \Tl10 b...~:J :tou:nc. t}}C~t Sc}-~;:':i::0 CC~:lr.y, c lenc1.e~~ in

'-11"'" .p~cld.· 0-:'" ..,.,..., .... ~~.,<'""..:.n..'"":i "'tI,.. -i'l:' ... .,.·!"! -In'· ~o oo-·....,;;.-=. ~"",,:> ~~-·cc.-:r~-..,1'.. u ...... ... ............ ':" ...........~~ ~ -e r __ ~"i_ _ .. L"').... J..l.'-- 1,.; ... ,;,,>. '"

'ox'C"~"l" O:- ~ c'<n'o .... i c:. .L _:',-."" .... ·~·"n~f .-"r,-.l-.~-t:>~.;'''''cd .;: -n:::.r·':'-"l4-· c o'f\N ,; t,;... 1..<. ~_ ~ ~ L.>,; /.J .:.. ~, _..., ~J."" _

n PHS c;:;unt tOl" use us an i'lJ.~tihi::;tp";",.o::J.e:. In :return for thi~ ccrvica
Sohering coke for ~xcluzive ~ntcnt ~iGhta.

.: ;.

-. j?eruso.i of' -the' Pre:::;idcnt 1s Octobc:.... 10" 1963, z:cI:::ioro.ndu.l1 on.' i.Jatent:.;
indicateD t::..:.:'c tr.c Gov.:=~rrrr:cnt 1':.2.5 e, rcz:.p0n::roility to fo.ctc:: the

. :Lulloct cXi?lo:it~tion of' it::: ir.....{cntic.~::; i~o~ tl:.c ?ublic Dcnc:f'i"t. The

. t:c::lol'"D.n(lu:ol f'~..t1:::r provides 'that ·~lle :public in.luc~c~J~ ~eht be .ce~",,..cd

by c.cco:,:"c"l..il::G excLuc fve co~u;-£'::--ciG.l :ric;lc'cu t.-o a coz...t=c.c"to:"... in !.iituo.tiono
~hc~c 'n con~=~ctor 'r~~s un cstcoli~~~a n04-007cr~~2~t~ cc~£rciol

po.si-:io:.'1 c~-::~l \."hC~8 t.:hc:-e 1.0 a Q."cG:::'or li:~::l:lhc~:l iho.t "'cbc ir..vcn"t:',o:1
vOi:.ld. 'be vc:..:~eC:. Dna. IJut int.o Ju."01ic uce "tr..an 'h:::>Ulri 'be the ccne if "tr..o
illvcntioi.~ 1:-':'':' !C'.:),G..e mer-e 1~e21y e.V::lilo.ble. !'Z such ::iGi1t~ are acccr-dcd
a. contl'"c..c~cr 1 the :::.cttc::'~nd'Z~ rocr~:i:~:'co i::o.:"'cSU~..l"d:; G.r:~in::r'~ :rcJ!T'cn:Jiv~

. '1iracticc,3 and ancuz-cc "tb8:'~ tr.c·-r>ublic ,;ill be a.c.C:L"luo.tcly ~"oJ~ectcd by
A c!.nUCQ similcr to tho l1::nl"'ch_in II c Lauaa o~ 0\\1- ~ncor Cho~otbcl"'o.JlY'

:", :.: :J0.~C\?:o.:rC1l j:·1:0(£l"o.m. ., . .' :!. '.,. .. :; '. ~ .:., '-:'; , ..':- .,:
I ••. ' '••: .. ' •••

_~_":'_"";_':'-";~"~oli~~,,;;,:,,~~~'~':'-'4-*-_.... ~..;,••~ .. :.~:•• t ',' • " .' ,......- : :_::__.:.:..:.. ..::.:.... . ~ . . .... --- .•..•.••..•••:... .- ... "'__ ... c-.-__. _
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