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ward Ross

oM.. p. Woerpel Septamber22, 1964

Re: washington li.IH Meetings .yt..,'

s~-fi 15-

Qne meeting began at 9:004n Clesner'$ Office, where we we:l;'e·
joined 20 minutes. later by Miss l?a:l;'ent.. , This group adjoUrned.
toPr., Price's QffiQ$ for' a session :Lasting one hO\Jr' At the
ex~~ Qf .thist:Lme,' ¥QUn<;Jand J:.oren21 went. to their ~eting with

'Quigley_ and HiU.er. ,. 1: returned tQ, Cle$ner'$ office with him
and~$S l?arEint. '

-'--';

P\Ud.hg. the ,:liiX'IJt hQux", Cle::fner showed numerous_mQranda which
he Eiaemedwilling for Ille to see ,although in' ea<;:h. caEie he

,han<1Ead "th.$ .', paPers to 'YQl:lng• The purpQEie of these disclOsures
was to convinceuEi that the real_difficultyin.admin1~tering

the patent.poJ..i.c;y of·the NIH ~ose beeauseof.the att1'i:udes
"up stairs". The memoranCla was wr1t'i:en by Hiller and dea;l.t
sJ?Sc.ifiea;l.ly with a caS

CSl
bei

l1
ghandled b:li'.the !J'niversityof

:l:ndiana '~undl!lt10n..• 'he dePiU'i:mElnt,re'iJ!.11ations •have , a Paragraph
a.2{d)un(ier.whieb an invention eGineededtQbeQf dQubtfl,ll,
j.mportanee" 0lt .one in'Wh:lOh the governmenthaEi minimal. equ:lty•
c~ be administ~atively;l.ef~ With the ",ran:t.ee... .It appe~Eithat
the Ind1ana inven'tion has been concededt() be of doubt;ful
impOrtance at this pOint in t1_ .l.Uid therefore,Cle'Sner has
propQsed a determination which wOuld ;Leave ltights w1ththe
Ind1ana !i'Qundat10n. As nearly as I couJ,d te;l.l aftEir a very

, . r:;uperfiCial reading, Hiller had objec'i:ed 'i:oth.1s on the 9X'0und
that the invent10n repoJ:'t did not substant:liilte the evaluation

. t,hat, the invention 1s of (ioubt:ful ,imPOrtancEl.

Clesner now wanj;a 1:.0 use Our Camlon. inven'i:iQrtw'hiclih$ claimS
has both Qf the quaUf1cat10I\$w'h,1cheu:eprov:lde(ialJ -alternat1ves
unde:£' 8.2 (a). In the lJesnonwhen1 war:JalQne withClesner and
Parent., .1 as}tEld bim lfhEi wa.s nt)t l1fraidt.hat an 1nvent.ion
preEiently defined' alJ of dou})tiulimp()rt~EI, ni1ght later 1::la fQund
to havEi value. He said he reClogn1zed this possibil1ty but w:lshes'
to test the re'jJUla'i:.1on wh:lOh ()nly SIlYS the pre$ent eValuat10n of
the invention 1s, t,h,at it be of (ioubtful impOrtance.

. .
'OOben M;l.ss'SJ:'enj; jo:lnad us ,she wiShed to immad1at,aly p1,unge .1nto
the detalls of her. workload. 'J.'here was some (i:lr:;cu$sion of ~e
Gott..Daggett heart val~,and,<;:leSnEl.r I s quEl~t.:l,OI\conC;ell:'ning the
claim coveragEi of t,h,lil.'l'qbey.,WeElt case. )



'1'l:ae discussion with Dr. Pride wUinitiated by l;lillYoung. Who.
stated that theUnive:r:sityinte~t.o eomply with Price's last.
letter on the'(;oeuzyme Q case. Billt,old him that i.n the· lett!1l~

Which wUl aSsign this :l.nventlOn to ~e government. the 'Un:i"vl1lJ;.$ity
w:i.ll take the opportunity to make a record of what we consider to .

.))e th!1l. government's mL$takes in ~ or1g:l.nal determinat;J;on. lU.U
t.old Price that Wbereas:i.n moSt of the other situations thElt have
:loeen under discussion. the 'University haa made certain errors Of
omission or commission. in this case. we feel the 'University and
WAlW did evei'ything properly. bu.t that the.· govsrl:'lllllimt made certain
errors. '1'l:aese errors ,proved to be fatal to the succ~SSful
development. of the invent.:l:on. P:t'.iCEI. d:i.d not object and. in fact.
st.ated t;hat he thought t!liS let.te;r would))e go9d reaQing for
eertia1n of the people involved in the ~m pl!'O<,;Iranl at this t:l.nie •

.Attent1on was then deVO.ted t.o the l.:i.<lhtenste1l:l mat.ter 1;0"; .the
remainder of the maeting.. l;'rice asked..f;olr the- ,reactions of Parent
and Clesner to the J1evel:opnent st.atement Which they had studied..
Miss Parent volunteered the first. comments. She thOught (1) the
Surgeon General .should have. SOma lliUl",uage ,in the statement Wbereby .
he would have thericpht' to review the.l:l.censeagreemeut at\d (~)
that reports on the progress of the develollment p/il"ogram s~o\lldbe
made by the licensee not only to WAN' but to the surgeon Gen.eral.
~he entire meet:l.!.ig walS spent in the d1scussions of these two
points. We po1nted out that. reports frOm the l:l.censee c~Uldbe

the avenue through Which know..how would be made· available. t01ts'
. future compet:i.tor and that a requirement for detalled reports to
the Surgeon General would undou'b~edl¥ :loe ae difficult. to work w1th

. as the Coenzyme Q determLnat:i.on haa been. All three government
employees were quick tostat.e that detalled reports were not
";j.ntendeCl and that only repOrts showing "Cli11genoe to achieve
ut:i.U.zat10n~j would be reqUireCl.

At thie ·point. Clesner al'J~Cl'rLce whethEU; it would not ))e .
approprlate for the development. state,mentto provLCle that in ~he

areas where government regullit:l.ons is involved; 1.-9. (4"ugs· and
pest:l.cides.· a potential oOmpetitor coU1Cl- beg1n h1s efforts tq
obtain li'e~ral clearance pdo,.; to the.exp1ration of. the pr:i.mary
Ucensees exclUlilivity. withoutfeal' of pros~cl.lt:i.on by the
i'oundat:l.cm. He sta.t.eCl tha~ this was. acondi'l:ic:m Wh1ch had been
.~ritten into the J.)roposed Cancer $oc1etya9reement. Inthe
su'bse~ent.sessionhe a9J.'eed t.o send. the f0:lrnlal langt1ll\ge Wbi<:ih
had ))eenworked out for th:l.s plllov1sion.



]; expt;ell~ <1:. ilIl'el'!l9tanCfit ,tQll~*, It<ilenlle agJ:lilMe1l1ts .totJl,e
'1ove~nt _iIl'fiv.'l.~~.baSfil4,afi!,m~pnegelllei!i·al$eMlt..'l.QnaS t.o
anytb1ng IlPl\\lC;L:Ii;Lc.JJ:L;1.l ¥o~9' ag~e<i tihat, tb:LaWa.$. Il!?t aJX>1nt
wh1<:h \'i1Etcou;1.d Illccept.Wj,thQUct. :Ii~r ~1IlC~~1llfi!;i.n ~~IilO.h

At th1s PO.i,nt~ J)if;. 'r;i.ce. UliIed .thl<lPbJ;alleth~t~iIl'eqp1i1l'el:ll!ll~t
tor ~v1I<1Wo:lil.i<ilep.!$e!LshpJ,1J.~be,III "cqlllPlj,.e:rev;Lew.• '~ ,];t1a

, my ;l.nt.erp;:etat;LQlll, ,that:. ,))Y·th;l.$ he ~tthat ~, 9~rnmelll,t would
not be 1na POll!l1t10n o:f be:Ln<;J a put.y t.o the negotiat.1onill but
that. $he :Ii.i.ni$Md.· :liul).y e~~ti$9 4.qc~nt WC)u;1.d .ba.(ifllf1,van...
able to tbe 9QVI<Irnl:II!llnt. to ~llt$l)li$h~tal1.ot ~,l.:t.Oen$;i.n9
POu.dell!l eta~ .'1.111: the ..dev.~nt 6lta~nt bad 1ndeed'beE!n '
ill.QllEilred to. '

'lrPlln9 all!lkla!'1 l"ilIl'1cet, ~pJ:'ellel:¢etatU$ Qf, .l,1l1Ii1titutio~1.~ag:reementll
andJ?:r1ce .61atd that M ·nElW·Qnes1"@<lbeengill',alll,tEld ;;m<l Mo1.¢!.cmeS
had been CMQeled. . ~ey Ula W!l;l.t;i.n9 ~, fpJ;t:he(iflle1eionw.n1ch
will be made ))ytbeGti1Qe.of$l;;l11\l!n<ileam .reebnOl@w patent panel,
whldhhas been wo&'king w1th the University "Pus;i.ness officen to
~Z'1ve, at e su;l.t$l)lEl\pol!ey. .

MtssJ?~emt .iIl'l\\lCoJ:lllll!lln(le¢!. ,thlitoW::~E!l!l! tCil tM.. X.1dh~~'uilte.i.n .
'development $te~l:I,t.ba submitted as a suw1emsnt ll'athelit t1"@n
iIl'e4oinq the ent!re docUltiElnt. .

\Ilhe~~e!f!l:l.sugge!'l1;!ql:llif ~1.dh ~ll'e ~~in .my$esS.'l.CiIn wlth .
(I"~liIne. !mel 'UiItlnt .!nc:::1J.,l~ the. ~011ClW~9;

,': ,'. '. ' "', . , . .- . , .

. •,1. rneStateement. $hOuld ·.l:le.1:>X'Qa~ned.1;0 inc1~e S:lfllthElt1.c
myX'!s:t!C~. . ,

a. Whe.e~ent ()~ ()~r I$pQlUlOrsh!p liiIhould be.d$t.ea:mined
alll,d st.at.e¢!..

3. we m!ght.. P01n'l;:. Out. that a s:vn~s1.l$may .have tCiI.:J:>e>­
(ifllvieed .i.no..~.r to adh!eve si~!ficant. proC!uct.10n of'
my*lS1;;,le1n undeJ:' 51:>.

4.. l1me&' ~c Wl!l, menj;.!on tM possJ;I:>1.11ty·of d1ifell7ent. t9ler",
MCEl$ of m;a1e and fem.ali\1l· inseQt.~peQMil~. C1ee~x- sai¢!.
WEI C(:Iu;1.d IiItJ;lilI:I,9'thenth!.sby pQ!nt.!n~ out that. the
d!ffex-ences in tolex-anees would have to be de01,lt. w;l.th.

5. . :tn ow:: pUagill'aph 6. we talk $bOut .the necessuy
incent:ives .' fo&, a company to undfilrtake the developmente.
prOgram. Clesner suggests making this "pr:odoot.i.on

, and 'incentives." {j,.



6. On page e,wedonot adequately support the seleotion
of Uniolll Carbide as the l.i.censee, in the opinion of
Cleaner and 'tarent. ]:'a.sked to what. -extent would/we
have to document our seUch for alternat.ive licensees
inorqell; to sat.isfy thisrequirElltlElnt. Clesner said
that he had no cOmmE:llllt· and tMt he was sure that I ,
undell;stood t.he spill;!t. o:f 'the requirement????

7. On ~aqela, paragraph q, we should stat.e our wUlinq­
neSS .~.• assign either thEil ~atent or pat;ent. appUc:ation
to .the Surgeon General.

- 8. WNW should S1=,ate 1;,hat. a. eoW of the patEilnt. appl.i.c:atioll
. as f;l.led,wUl ·bEI p:l:'o'lT!decil. to the $ti:I:'geon Gena:l:'al. AlSO
if at. any time aft.er3yem:s it is the int.ent. of W~
t.o abanci!.on the ~roseClut.1on, it.wlll.fi:rst offer the
peooing <:lppUcatiQn to the government.

9. We WEl:l:'a askea t.o c::uefuUy :l:'ElV'iew subparagraphs e, :Ii,
9 and h Of thfll. President. 's MemorandUiilancil. ~. sure·
'that we gavEl these propeX' consideration in the develop..
ment st.at.Eilment.

Wh4ll<.lrtly point at. wh1$ the cOnversation elalll$ at all close i;o deal:l.ng
td..ththequesUon of how broadly an inV'ention must. bEl licensed at the
el!CPiretion·of exclusivit.y of theprime~ Ucensee, then followed.
Clesn1ilr asked that. we add a puag1l'aph st.ating t.hat. -it! after exp;!.rat.ion
o:lithe plil'1ma~ licensee's exclusivit.y therewOulcil. be a complaint. that.
the ;rc~dationWa$ unreasonably reluct.ant. to grant additional Ucenses~

then th$ government Qould grant. li(lenees. .. J: allilkea whethelil' requU"1ng
a QOmpI.my e~kfng l1~e t.o Joe well <i[U&.lified was unreasonClble
:&'Elluetance ana waS aClvised that'WElcould- qualify the~ase, Le. I

if .th\9.re wereum-easonable· reluct.ance to·. UcenSEi ~ gua.lifiecil. company
~en the government. c:oulcil. 9:l:'aIlt. the license. ' .

C1EiliinEillil' offered .to s~l.Ul;l formal lansuage on thiS l~tte:t po:i.nt. and .
C'n the mat.ter (;):Ii pelrtlLt.t:l:ing a sec:ondar}( Ucensee to Joegin proceed:i.nga­
p:&'1.or to the exp1rat.ionof an exclusive Ucense. I asked h:i.m to"
di:ireClt this 1nformai;:t;)El t()li':&'ofe$sorYounq~ The pll:'oposed language
is as follows: .

.."1. There shall be X'Elserved to the GOve:l:nment the right
to, permit accePtablEllman~actur~rs~ifthe :i.nvention

_ is subject t.oUcens:i.ng or approval l:Iy government.al
age~1esI to p1CQducethe i1'1vention .t.n an <UlI()U1'1t.
$~fic1entto develop 1'he necessary agency subm1ss:i.on
dat.a.
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/ "20 • ~~~Elal..$) $~qu1d ~ .~~.sf3rVedtb.~Xigb~ ..••t.Q the
, <JC?~illl'l!ent .t:9.. itllsW:l.s~lleenSeliJ •• f01t e0Illllliie~Qial
~~.to. s~in~ntj,!;lntlla~tex theexP4'altion Of
th.~riodofmarket excluSivity iftllEl patent'
lieensor has not~lin),reaso~le,in issuinf;J

, , IilU~ li(lliJJl,tlIetll,,~, ~lif1e~ ¢ilo~anies.u '

:£t1s my W1derlJ~nd1~~fr~ i!l4i$9u$s;i,~n W;1th'l!~giUld ~r,enlil
, ",~d1a~lY,f()U~1~'thQ1rlile$s.iQn~1~D~glQ~.li!lld.H1lJ.er~that

Quigley's i.mIneC41atQ reSQt10n to the Un1VQrs1ty...w~aglii.'elllment was
favoraJ:)lQo It is also my impression ~tQU1'31eYWEl'tlIopt,ill\1$tie
~\\t ,:the, .POss1):l111ty ()f ,1m\1t1t,utiO~1.a9~ell\Etnts after, ~I!l •
Unlw;re,ity .buslnes~ ()f,£.iee:!:'s ..... ~yeX'~i;'. .,patent. .•panel, ,ne,gotiat:iQnl' Q()1'llP1etcaa,·'. ,H!il .l\lta.t~e1 tPat .. SQIIIQ WflY ,ll\\1S1t .be, foune1. t.o .~eUeVe
tJ1e. dePaX't,ment of/an W1d~ .pat,ent.;LQald.;ttj,13 my un~i;stiul~:u.n'if
tPat heinst.x:ueteC!, Hille:&' '\::0 '~nt,·1;;q'l!Oun'ir. ()n ~proPPsed
t1nj,ye~sitY~~ ~fiJ$"eemel)t having .1nm1nd 1.1;$, a~~a(,lYtQ .. '.
fa.Q111t.atlll .an .lonStitutL()nlil a~t~t.ween the ~"elii.'l'illlbt
anc:ntM I1n,iverElity~ Y()Ul\g Eil~Cttll HtU.;t'·s~~tswj,th.in a
few weeks.

WhUe .~;rEl ,MY ·tIe .,n~1ng SElx!ou$ly 'lo1XClng w,Li:.h thEl·add,L~10ns' t.o
the r,,1cht.enst.ein deyelQpmeft-tst.at.ement wh1ch W'Ellii.'l!l X'e~ested .by
Parent;.<and.C1Elsner .. , 1t..1s my reaet:.1Qnt})jlt..~e aglii."e~ntbet.weEiln

t.Jn;i.velii."s,tt:.y and90'lT$Z'nrI\&nt. 1E14Pt. tobEil b~e1e;l;'in'$COp$ iUld much
leEls det~11ed U! 1.'1: (liUl ,~, w<>~klite1. out at.'tIlill QU1g1eyoo~Uu.er llllvel,

"theretore.... ae~1eSCle~1a1nmanY oi. thEil' 4Eita:i.1$e1:i?01nt.sZ'a1sllle1by
C1es~u and ParEilnt 11119ht ~ prElQedent formift9 iUle1 UIln!ilcessary. '
1I0Z' 'tilLs lii.'EilUOI1. " ao 11C»t:. ~1nk w¢;l$h()ul~ :be '1n a .h~J:Y to I tl1e
t~E! sUPP1emen1;. tQ thE! itl1e)1t«mStein~veloPnJent ~tatement.,althou9h
wes)1ould,Ul1dOubte(!lY ,~, wcrJll:l.n9 Qn it. 1~ th!\'levent. a p;rQgress
1l'epoxt. is request!\'ld~ , ,


