.. Yne meeting b

Wayd ROgs

5. .@.5 g“ maDtanhey NN ¢ N-%

Re: wWashington RIH Meetings

at 9100 in Clesnexr's Gffice, %ﬁw we gﬂm
joined 20 Eﬁ»ﬁnﬁm later by Miss Parent. This group adjs
to Br. Price’s office for a session lasting one hour. w& ﬁﬁ
end of this time, Young and Lorenz went t0 their mgeting with

. guigley snd Hiller. I returned to Clesner's office with him

and Miss Parent.

- mﬁwﬁm ﬁﬁ first hour, Clesupy %ﬁ& numersus memorinds which
he seemed willing for me to see, although in sach ¢ase he
#ﬁwg the papers to wﬁgﬁm The purpose of these disclosures
was to convince us that the real difficulty in administering

the patent pelicy of the ¥IH aroge because of the attitudes

. Yup stairs®. The nemoranda was written by Hiller and dealt

specifically with a case wﬁﬁ@ wgﬁwg by the University of
Indiane PPundation. The department regulations have & paragraph
8.2{d) under which an wﬁﬂaﬁ% __ ._vi_.”% to be of doubtful
importance or one in which the government has ﬁwﬁgw a@ﬁﬁm
can be administratively left with % grantee, It @ hat
© the Indiana invention has been cono &gggﬁeﬁ%ﬂmﬂw

- importence at this point in bime. gﬁg@g‘ Clesner has
proposed & determination which would leave rights with the

- Indiana Foundation. As nearly as T could tell afier a very

superficial reading, Hiller had objected o thiz on the ground
that the invention report 4id not m@agﬁﬁﬁg the evaeluation
“thet the invention is of doubiful O .

Clasner now wants tO use our Cannon invention which he claims
has both of the gualifications which arve provided as alternatives
under 8.2{(d). In the session when I was alone with Clesasx and
Parent, I asked hiw if he was not afraid that an invention
presaantly defined as of ﬁ@%ﬁﬁw g@ﬂg might later be found
£0 have value. He said he | izad this possikility but wishes

- o test the vegulation g gww says the present ﬁ@mwﬁﬁg of
. the invention is that it be of %ﬂ%&mxw iBpOXCaAncs .

¥hen Miss Parent joined us she wished o wﬁ@agg plunge into
the details of her workload. There was some discussion of %3
Gott~Daggett heart #ﬁwﬁw. g ﬁgﬁk 's guestion concersing ‘the
claim nagu.m@m of % :




__

u..nasn.f:e\n ”Nh M‘@m&

- The discussion with Dr. Price was initiated by Bill Younyg, who

gtated that the University intends to comply with Price‘s last
letter on the Coenzyme ¢ case. Bill ©0ld him ngw g the letiex

) _ ﬁwuhw ﬁ.ww &wﬁﬁmﬁ wﬁ.& »ﬁgﬁg wﬁ ﬁg govear

mw_wg gﬂ g %ﬁmﬁ& ﬁﬁww wﬁﬂgﬁ would g ﬁﬁg ﬂg&ﬁwm m@ﬁ _

: o ‘certain of the people involved in the HIN program st this time.

_ mﬁ.@aau gnww aweﬁwﬁ bave some wﬁn ge | ) :
. he would have the right to review the ww&gaﬁ Boreoment and mﬁ

. that reports on the progress of the development program should be

o wwa avenue g@# which K

&w@w wm, .ng ww@ﬁm&w not aﬁ,m. to ﬁmﬁ% &ﬁw g the m§§ ang#w

frd
gﬁaﬁ gﬁﬁ.ﬁ g mgwgw@ ﬁ* itn
mﬁ.ﬁw %ﬁ%@ﬁg &ﬁw gﬂ & w_&ﬂﬁgﬂ mﬁ. &ﬁgvg ﬂ%ﬂﬁu o

w&g@ wﬁm ng_«. aﬁwm nﬁm..@wg mgwg &,wwmmﬂna o gﬁg
_ ﬁﬁwwﬁw&g , would be reguired.

.%w&gﬁﬁwg

" areas _g government &wmﬁw@ﬁgu is involved; i.e. drugs and
: - pasticides, a potential competitor could begin his efforts

sbtain Pederal clearance prior to the expiration of the primary
wgﬁg gwﬁwﬁ.ﬂw‘ ﬁwﬂgﬁw faur of wﬁ.ﬁ&@ﬁﬁﬁg w.w @ﬁ

g session he 2 ﬁégﬁgw w%%%»% -

o _ggﬁﬁ%@ﬁﬁg%a%ﬁwg |
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for mw of licenses should be b "compliance :w.r m |
'WY sptexpraty m ﬁhat:. hy this m mmt mt the governsent woul

Young asked Price the present status of institutionsl aureon

snd Price said thet ne new ones had been granted and m'ﬁzﬁm
had been canceled. They arve waiting now for m decisidn ﬁ&i@h
will be made by the Office of Science and Techsx '

which has been working with the m&iwmmy mimw cfficers o
srrive at 3 suitable pollicy.

',ﬁaw&m& tem:m m m&tmﬁ m' & mmmm mﬂmr than
- yedoing the mim docupent .

m specific suggestions which were made in my session with
lasner and mﬁ mlﬁﬁa the following: .

dened to include synthetic

B mmwtwmmmtnmmmamwww
devised in order to achiove M%&.ﬁwm producticn
myristicin ender 5b.

4. Under 5¢ we méntion the possibilivy of diffezent toler
- aces of male and fewale insect species. Clesper said
wm&ﬁaﬁmmthmhywmmmmm
B rances in wxmm would Emm 0 h& m with,.

5.
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%, On page &, v 40 not a&&qw&t&ly support the seleciion
of Uaion Carbide as the licsosee, in the opinjon of
Cieaner and Parent. xm&m&mwmm
have to document Qur search for altersative licensees
in order tO satisfy this reguiremsat. Clesper a&iﬁ
'ﬁﬁa‘ﬁ m bad no comment and thai: he m W& m‘k« o
mderstood the spirit aﬁ the réguirémon

7+ On page LI, paragraph ¢, we should mm aw wuzi.ng-
ness £0 m&gﬁ aither the patent Or patent a
geon Genexal.

8, WARR should state that 3 copy of the patent zpplication
as £iled, will be provided to the Surgeon Geperazl. Alsc
_ zﬁmmmaﬁmxsmwmmmaﬁw
bandon the presscution, it wili fiyvst offexr the
-:1: ; application to the government.

2. Ve werae agied to mﬁy mvm ammwam &, £,
4 and h of the President's MHemorandum snd make sure
mtwawwwmmmawmmm&ww
mant gtatement. -

The only point at which the conversation came at all close to miﬁg
with the guastion of how mw an imvention mﬁ be licensed aﬁ the
-W%m o exclusivity of the prisary licenses, then £ol)
g 8 askhed mtmmammsmwmﬁﬁmmmm
of the primaxy licenges’'s exclusivity there would be a complaint ﬁm:
the Poundation was upressonably m&wﬁm& O grant mw&
Wﬁ m gmwt could grant licenses. I asked whether requix:
spany sesking license o e %3.2. mmm WEE VAL e
w&w am& was aﬁv&mﬁ a&m we wlé mzw m phrase,

m m mtw ﬁﬁ Mﬁtm & Sary lice
' Wm to the mmm of an mmaiw license.

. ST | W ¥ :
aﬁemm, o @m@w& m mwmim in an anount
wﬁﬁmﬁm to devalon tm NECesSETY agency smms.m
#ala . L




__m - ﬁ»ﬁmﬁ@wﬁﬁé&gﬁ@%ﬁg%g?%ﬁmg

w@wﬁ g&wﬁ .»m »ﬁ uﬁ ba worked out st the Quigley-Riller level,
- zfore, acguie wﬁ many ﬁm the &wﬁﬁg @@gﬁ nmwaw..w g
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R Qna meating began at 9:00 in Elasnar 8 oﬁfice, where we ware

"7fjoinad 20 minutes latax by Misa Qarent. This group adjeurned

 to Dr. Price's. offlca far a session lasting one hour. At the
. ené@ of this time, Yaung ‘and Lorenz went to their mesting with
"Quiglay and Hillar.f I returnad to clesnar & effiae with him
-and M&ss ﬁarento o , ) _
Buxing ‘the fxrst hour, Claanar shcwe& numeraus memozanda which
‘he séeemad willing fox ma 4o see, although in each case he.

'._handed the papexa £-:% ¥Bung,. Tha purpose of these disclosures

. was t0 convince us that the real difficulty in administering.
the . patant palicy of the MNIH axose because of . the attitudes

“gp atairs". The mamoranda was written by Hiller and dealt

specifically with a case ‘being handled by the University of

- Indizna Fhundation. - Ths departmsnt xegulat;ens have a paragraph
8.2{d) under which an invention conceded to be of doubtful .

'1mpmrtan¢e ox ong in which the g@vernment has minimal equmty,

- can be aﬂminiatrativaly left with the grantee, It appears that -

. the Indiana invention has bean conceded to be of doubtful
1mp0rtanca aﬁ this point in tima, and therefare, ‘CleBner ha;

© proposed a determination which would leave rights with the-

' Indiana Foundation. AsS nearly as I could tell after a vexy

. superficial reading, Hiller had objeeted to this on the ground
" that the invention report did not substantiate tha avaluatman ‘
_that.. the 1nventi¢n is of - doubtful impartancan o

Clesner now wants to use our Canncn inventian which he claims -
has both of the qualifications which are preva&aé as ‘alternatives
under 8.2(d). In the session when I’ was alone with Clesner and
~_Parent, I asked him i he was not afraid that an invention
Tpresently defined as of doubtful importance, wmight latexr be found

' ©0 have value. He gaid he racognizeé this pcssibility but wishesQ_

to test the regulation which only says the present evaluation of
the invention is that it be of doubtful ;mpartance, N

When Miss ?arent joinad us - she wished to xmmediately plunge 1nto _
the details of her workload. There was some discussion oOf the -
Gott-Daggett heart valve, and Clesner's qpastion cancexning the
'claim cevexage of the Tobeymwest casa, ) ' :

-
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_ Memo to Mr. Ross D .7 Septewber 22, 1964 .
f The diﬁcuﬂﬂi@n with Dy. ?rlca w&s initlataa by Bill ﬁbung, who .

-gtated that the University intenﬁs to comply with Price's last.
. letter on the-Coenzyme ¢ case. Bill told him that in the. letter

'“‘-whieh will assign this invention to the dovernment, the ﬁnivexsity

- will take the opportunity to make a record of what we congider to
‘be the governwent's nistakes in the oxiginal ﬁatarmimation, Bili
t0ld Price that vhereas in wmost of the other situstions that have
‘been under discussion, the University had made certain errxors of
-omission or commission, in this case, we feal tharﬂnivaxsity and
WARF did evezything properly, but that the g@vexnmmnt,mads certain
exrors. These exxors proved to be fatal to the successful
development of the invention. Price did not object and, in fact,
‘stated that he thought this letter would be good xeading for
Vcextain of the pecple involved. in the NIH pxmgram.at thig time.

Attention was than devotad o tha &iahtaaatein nattex fox the _
-remainﬁex of the meeting. ?xica asked for the reaﬂtians of ?arent
and Clesner te the develcpment statemant whimh they had studied.
Migs Parent volunteered the £irst comments. She thought (1) the
Surgeon General should have soma 1anguage in the statement wherehy”
- he would have the rxghﬁxtm review the 1icanse agreement and (2)

that reports on the progtass O£ tha dsvalopment program should be o

- made by the licensee not only to WARF but to the Surgeon Ganexal.

o The entive meeting was spent in the diacusslans of these two

points. We pointed out that reports £xom the licenses could be

 the avenue through which know-how would be made available to its’
- future competitor and that a requirement Ear ﬁatailed raports o

the Surgeon General would undoubtedly be as difficult to work with

- ae the Coengyme Q d@tarmination Had beeri. ALl three govaxnment

empl@yeas were guick to state that detailled repoxrts were not
. “intended and that only raports shaw&ng "dlligenca to achieve
) utilization”* would be required. :

At this point, ‘Clesnex asked Price Whether it would not be

- appropriate for the davelopment statement to0 provide that in thg
areas where govexnment regulations is involved: i.e. drugs and

" ' pesticides, a potential competitor could-begin his efforts to

obtain Faderal clearanca priox to the expiration of the primary
~ ‘licensees exclusivity, without fear of prosecution by the
~ Foundation. He stated that this was a condition which nad hean
~written into the pxoposad Cancer Socaaty agreement. In the -
aubaeanent aasszan ha agre@d o sand the foxmal languaga which

”.jlfhad been worked out for this pxaviaionﬂ
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E mcpxeam = mluctamﬂ ta suhmit ,licenss agxeaments i:.o the
. goveynment £ox réview, based as much on .a genersl ryeaction.as to
.. anything specific.. Bill Young agxeed. that this waz not & pm.nt .
- which we ¢ould accept without Eurther discussions in Madiﬁ@n.
AL this point, Dr. Price used the masa that the xequimmnt L
fox xeview of licenses should be a vgompliance review.” It is =
-y interpxatamean that by thiz he meant that the g@varmmnt would -
 not be in B position of being a party to the negotiations but -
- that the finighed, fully executed document would be made avaé.l«- '
“able te the government to establish that all of the l.ic@ns:i.ng
policies stated 3.:1 tha daveimpmnt statement had indeed hm
adhaxad £0. : .

: -'Yaung aa%;ad ?x:ica the: pmmnt ataﬁus of institutmml agmamanta B
- and Price said that RO new ones had: bean grantad and no old ones
© had been cencelaed. . They sxe walting now, for the dacision which

. which has beén working with the Uni.varsity business officers to
- arrive at a suitable palmy..-.c-, S S e

! "'mss Parent mammnﬁad thm: our Qhanga- tea tha Lé.ehtensmm
' davelopment etatenent be submitted as a supp iemnt rather than _
redmi.ng tha am:.i.z*e document:. _ , '

ﬁ?he spm;ific: auggestim w%m::h waxe made :m my aaaa;i.en with
' Glasnam' and. &’m'am:. anl.ude t.ha :Eo!.l.owing.. , e

i @ha statement. shaum e bmadeneti o mcluda Bynmt’w
_.-myrmmcmu,_,.,_-_ B el R S

" 2. The extent of oi:har smmorahip shmz.d m dammmd -
g R Md ﬁtﬁtﬁdq S E . i PR

3. We mig‘m:. wn.nt out thai’; a aym;hasia may have to h@ o
- devised in okdex to achieve’ signifz.cant praﬂuctmn oﬂ
. myﬁfistiain unﬂax 5.

KX '!Jndex S¢ wa mentien tm pmaaibxlity of diﬁﬁexent talaxn -
- anees of mala and female insect speciss.  Clesnsx said
wa could strengthen this by pointind out that the . . .
. ﬁ&.fﬁex'encas in tolerances would have to be dealt W.'J.‘i‘.’.ha S

g 5.  In our @axags:aph @, we talk about the n@messaxy .
ingentives for a company to undertake the development
program. Clesnex auggests making this "W

| . and igcentiveso'.‘

- will be wade by the Office of Sclence and Technology patent panel,
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6. On page B, we do not adequately support the selection -
- of Union Carbide as the licensee, in the opinion cﬁ ,
. Clesner and Parent. I asked to what extent would we
have to document our searxch for alternative licensees -
 in oxder to satisfy this requivement. Clesner aaid
' that he had no comment and that he was sure that I
_unﬁaxstaod tha spirit aﬁ the raquixsmant????

‘7. On page 12, paragraph g, we should state our willihg=

. ness ga,assign aither the patent ox Qatent agglgcatien
- to the Surgeon Genera&u : !
LB, WQRE ahcula state that & copy of tha patent applicati@n :
a8 £iled, will be provided to the Surgeon Genexal. Also
“iE 8t any time sfter 3 years it is the intent of WARF :
to sbandon the prosecution, it will fixst offex. th@
‘pending application to the guvernmant,

- P we WRre aaksd &0 caxafully review sﬁmparagrapha e, £,
. g and h of the President's Memorandum and make sure. _
. " that we gave thess propax eanaiﬂexation in tha davalopn
‘,'m@nt statement . : :

“Wha @nly y@inﬁ at which the s@avarsatien cans at all clase to &salinq
with the gquestion of how broadly an invention must be licensed at theé

 expiration of exclusivity of the prinaxy licanaea, then followed. S

" Qlesner asked that we add a paragraph stating that if after explyration
-Of the primary licenses‘'s exclusivity there would be & complaint that
the Foundation was unresscnably reluctant to grant additional licenses,

" then the. government could grant licenses. I asked whether requiring
2 gompany secking license to be wall qpalifiad was unreasonable
reluctance and was advised that we could qualify the phrase, i.e.,
if thers were unyeasonable reluctance to licenss a ggglified company
then tha g@vernment coul@ grant tha lxcensaa-'

' jclaaner aﬁﬁer@a to sanékaa foxrmal languaga on this 1attar pomnt an&
on the matter of perxmitting a sacondary licensee to begin pxacaedxnga
prior to the expiration of an exclusive license. I asked him to~
;dixeat this inﬁ@xmatian to ?xaﬁessar wnung,« The pxapasad 1anguaga

- is as follows: . . - ' ' : ‘

"jﬂia Thexe shal& ba re&ezv&d to the Gavernmant the gight
€0 permit amcsptable manuﬁactuxexs, if the invention
_ is subjeéet €o licensing oy approval by govarnmental
_agencies, to produce the inyention in an amount
sufficient tO davalnp the nacassaxy agenay submissxan
éata, ' : ‘ :




. Mewo to Mr.Ross %Ptmr 22, 196¢ -
e *'*,}21', mmm also should be reserved the xiht o the
. government to issue sublicenses. £or commercial
' use to such inventions after the. expiration of
" the pericd of market excluaivmty if the patent
. licensox has not been xeamsonable in issuing . . S
'Asuch 1icanﬁas o qualiﬁiad cempanies.ﬂ,g9__ Hgﬂﬁfml_, e

-,;zt is my undexstand;ng from a discﬁasion with ?bung'ana &axenz
i.zmmediately following their sasai@n with Qaiglay and Hillex, that.

| “fguigley 8 immadiate reactian o the univarsitydwany agraemant was

- favorsbla. It is also my impression that Quigley was optimistic
‘about the possibility of inatitati@nal agxeements aftar the .
;'ﬂniveraity buginess nfficars m'govexnmant patant panel negatiatian
48 completed. He statsd that some WAy must be . ﬁ@und t0o. relieve
_ the ﬁepartment Qf an. un&ua patentquadu xt is my undﬁrstanding
that he instructaa Hillax to comment. o ¥bung on &h@ yr@pasaé '

 ””Univaxsity4w&R$ agreement having in mind its adeqnacy g0 .
- fagilitate an inatitutional agreement hetwaen the gmvaxnmant

" and the vnivaraity. rbung @xpacta Hillex a-s@mmﬁnta within a

1 f faw'weaks._;

-Whila thaxe may hﬁ nmthing seriaualy wxﬁng with tha aéﬁitians to
the &iahtenstain development statement vhich were xaquasted by
© . Parent. and Clesner, it is my xaaatiun that the agraamant between
'ﬂunivaraity and government is apt to be bxaadax in gcope and much
less detailed if it can be worked out at the. Quiglayéﬂillax level, -
,thaxafaxeg aaqu&eacenua in many of the detailed p@ints raiged by

'1_ Qlasnax and Paxemt maght be gwaaadenﬁ f@xming and WINeCessary .

© For this reason, T 8o not think we should be 'in & hurry to) file

- the supplenent to. the &iahhanstain aavalapmant Statement, although
we Shauld undﬂubteﬁly he warking an it in the evenk a pxagreas -
';repoxt is raquastaﬁg R S

_ MDWiblk




