
Whistle Blower Reinstated at HEW

obligation to the public and to other pat
ent holders. We want to make sure this js
good public policy before we star! tout
ing its wonders."

FQr more than 30 years, the govern
ment has operated on the assumption
that the economic rewards from federal-··
Iy funded R&D should be captured py
the government, or shared only grudg
ingly with others, since public funds
were used. Hence, the government's CQ1

lection of 30,000 patents. That policy,
however, has not produced an astound
ing record of economic returns. and the
conventional wisdom on public money

Continued from p(Jge 474

They concede that the biggest hurdle to
overcome is the weight of conventional
wisdom, It goes something like this.
Such a bill would permit the founding of
monopolies that can charge high prices

.for the fruits of tax-aided research. It's a
free lunch, say the critics, and it's not
fair. One Senate aide who was skeptical
i>fthe bill put it this way ...Atthe stroke
or a pen." he said, "you are creating bil
lions of dollars of property that did not
exist before, property that is created
with taxpayer support. We are not about
to jump on the bandwagon, We have an

For more than a decade, Norman J. Latker, while work
ing as patent counsel for HEW, urged the department to
give the patents derived from HEW-funded research back
to the universities that originally did the work. During this
time, HEW patent policy became a model for many federal
agencies. Then, last December, Latker was bounced out of
government service after denouncing an attempt by his su
periors to put a lid on patent transfers. He has now. how
ever, been reinstated.

Latker returned to his pastas HEW patent counsel at the
end of July. The action was called for by a civil service
review board that overturned Latker's firing on procedural
grounds. HEW, which hedged for I month before com
menting on the action of the review board, has decided not
to appeal the ruling.

The reinstatement is timely. Support is now building for
the Bayh-Dole patent bill, and Latker's return tQ HEW is
seen by many university researchers and patent-transfer
fans, to whom Latker is something of a hero, as a shot in
the arm for their cause.

Latker is anything but a revolutionary. A 22-year veteran
~of government service, with 15 of them in HEW's patent
office, he is credited with helping develop such mild-man
nered innovations as Institutional Patent Agreements
(lPA), which aid the flow of patent rights from government
to universities. The story of their rise at HEW is simple. In
1968, the Government Accounting Office (GAO) investi
gated the pharmaceutical programs at the National Insti
tutes of Health (NIH) and found no evidence that drugs
developed with NIH support ever reached the public. GAO
blamed the lack of technology transfer on HEW's practice
of retaining all rights to inventions.

After a departmental shake-up in 1969, Latker helped de
velop a system whereby HEW automatically gave patent
rights to the university where a discovery was made and
allowed it to license the patent to a private company, which
could then develop and market the product. Such IPA's
were issued only to universities with a good track record of
technology transfer. Latker, however, also urged the trans
fer of patent rights to universities without such an IPA,
eventuallv releasinu 30 to 40 oatents a vear on such a case-

and private gain may Ile
change, The inpoVll\!QII
over, i~ be~Qll\ilisijib~',
deuced net Q~¥ by !I1lil:;A
domestic I"'liCy~vie.\'I:
coverage su~" l\8 t~lil4'J
cover story ··Qn woo,.
"Has AJjlerica lost il~ e!ll
of opinion are shifting, It
take a leap of logic to see
lic I"'licy ll\ight include
private gain •especially i
tive is patent porttolios I
on government shelves,

-WI!.I

send all requests for patent waivers up to the 1
counsel's office. And there they sat. Up unt
Latker had final say on patent transfers. But n
public position of HEW was that all patent n
"under study," and that no one in the genei
office was quite sure just when the review \\
ished.

By the fall of 1978, more than 30 requests f.
patents and three requests for IPA's were gath
the general counsel's office. Universities go
complained to Congress, So did Latker.

In September 1978, Senator Dole accuse
"pulling the plug" on biomedical research. To
charge, he quoted an internal memorandum frr
general counsel's office. "Recent experience v
cost of proliferating health care technology,' il
gests that there may be circumstances in which
ment would wish to restrict or regulate the ave
cost of inventions made with HEW support." J

tary Califano and his advisers had decided to \
"runaway medical technology." One way to d
parently to deny universities the transfer of I
from government-funded research. On 13 Sep
Dole and Bayh held a press conference and tl

bill that would cut through the backlog. HEY,
quickly, The next day Califano ordered his sta
the patents back to the universities. Within y.

released 20 of the 30 patents. SQQn afterward I
leased Latker.

Departmental spokesmen now insist that La
given the boot for blowing the whistle on H
was dismissed, they say. because his supen
Beattie said Latker did not meet "professional
and because of "specific instances" of mls
eluding "forms Qf lobbying flat out forbidden
ernment's codes of conduct."

Latker .recently told Science. however.
charges were never brought against him. He
fired. But now that the civil service has reinsta
HEW has decided not to appeal the ruling, La
is simolv elad to he back. "It's been a difficult I
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lieed for Changes in Department Patent Policy to Permit 'Effective
Collaboration wi'ch Industry

f>,UG 1 4 1964

Director, NIH

Surgeon Gene:!:'al, PHS

l\T!H does under some circUlllStances, e..g. CCliSC, aid .its intl'smural and 
extl"amm'al organ:tc ~helOists in bringing a compound Which suggests ther

the point of commercial use by financing the aevelopment

you kn01T~ the DllEW Paten'" Begulations provide for reporting of all
inventions generated in the l?erfor:cmnce ot' a HID funded grant to you
for dis))ositfon. Oi'f'id<tlly, llaragraph 8.2(b) of the regulations
permits the disposition of patent rights to a grantee institution if

is ev1d<;lnce that this will result in faster development of the
invention for pul)l1c use. In practice, tbis paragraph bas not been
used in apprOXimately ;five years and proposals Which have been advanced
for Departrnent approval have invariably resulted in decisions to keep
title in all reported inventions with the Federal. Govermnen~.

The Department has determined that Vb.en compounds are synthesized by
grantees 'With lUll funds llnd the grantee IS suggested therapeutic utilitY'
is confirmed by an independent screener-, the. resulting invention, as
above, ;;ill be rCllorwdtOY014 to:!' disposition.~:J;tle to the invention,
as above, accrues to the Govermnent Whether the screening is done
gratuitously orj~or hire.

The general J?l'ob~ .

As you know, the DepilXtment's patent policy' has been a controversial
subject for a number of years. Dr. Endicott ,laS so concerned about
the area that he wrote to you on April 18, 1962, suggesting a thorOUgh
reviev. Since that time our problems in the area have increased to
the point 1Jlmre it appear-s to be inl.perative that the Department policy
be subjecteo. to a prom.pt:!:'eview. Many of our most, pressing problems
occur at the point,fnere our scientific investigators feel that it i$
essential to collaborate with a commercial. organization in order .to

their work. lis Dr. EmUcott stated, drug menufactltl:'e:I:'s are·
mmilling to develop drugs ,lith limited l;lll;t'kets 'r.ithout some degree

patent protection.
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:Penittng. cases.

We have $OmElet these ceses pending ;lovin both, theil1t),'l!U)l).\t'al· and
extramural a:r-eas, and it, appears that podt1..~ :resolution !'lay not
:result .\i"ithou,t eo~ Qhnnge in our policy. . . .
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of clinical c1!'lta l1Iilededto eu;pport. an approved new dl:'ug application
(n .D.A). Further, lITH ;!.ll sUPllOrtinlJ; e. number 01' inVestigators 'Who
are developing c~linical data on industry omwdoonwoundfh These
data ulti$tely form e.portion of the data accUllllllated by industry
in supporting theil:' If.boA.'s. 13ut in a. number of Situations mIl's
ability to aid its intramural and extl."amural organic,Cchemistll.is
limited to the funding o:fthe actuaJ. synthesis o:f' the compound, and.
providing or aiding in obtaining screens designed to distinguish
possible useful from non-useful drugs, and pOlllsibly a portion o:f'
the clinical data needed for an N.D.A. :SUt an N.D.A. requires (1)
extensiveelinical data 19.1ong \l1th (2)toxieity data and (E) any
data shoWing adverlle side effects that develop in the course at .
clinical use. 'l'hus, 4!le lllH G\Wported acientist who possesseS a
coll!poJ.U1d ,lith a suggeeted utility or ll1.tha utility confirmed by
an ind.epend,ent lICree;ner and WQu).d l:iklO to have it brought to the
point of commercial USe tinds that the drug ind:ustrr 1s Mlit able
to accuw.ulate an. thq Q.at\t necessary :for li<::ensure of $ lj-ElW drug
because of' or~liz1itionalstructure and ccmtin1.lingfamil1art1;:r
with va.rio\tsre(j,u.il:'elllentseseeni;ia1. to their objectives,.. .

Attitude of thedruginQusttl.

But the drUg inclus1;ry has refused through-the l'har\J:lEIceuticl11 Manu_
facturel;" s AIISO(~is.tion (l?MA) end in acme instance$ ind;l.vid\lallY to
collaborate lI1th our scientists in bringing their drugs to the ~oint

of' In"l3.ctical application without some guarantee of e2l;clueive patent:
rights as compEll:\Sat;l.on 'tor and protection 01: theil:' posSible invest
ment. Since.l'J.rt invest~n1; Ultimately may tl:mdunt to between $200,000
and. $4oo,OOOi"or an N.D,A., fNA feels. the l"ll1questedexelusivity ie 
needed because the riel,s of ultimate non-marketli"~il;l.ty,dueto uncer
tainty as to ultimatElsatety ame:tfectivenells, cont1n\lal obsolesoenc'il
of drugs, as ~J.l as the ever pl."esen1; cOlllJ?etitive .fe.ctoI's •., .Under
;preS0nt De;partmenta.l ;po).icy, it is clear thee-bove gu!ll'antee cannot
be given. All YOl,l. can l3ee~ thie situation result$ in e. $e:.-10u$ 10s$
of ineentiveto inve.st1n, the perfeotionan~marketing o:f' PHs. supported

c,inventions, ' . ,"
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AI", an example or a.s:Ltuat:Lcn existing i:o. our intramural )?rogre.m,
Dr. Sjoerdsma of ow: }lea.ri; Inat:l:t1.ltehas devised a. n¢w test :ror
l?neochromocyto~~1:>a.sel). on pressor r<;lllpoJ:jsivenells to tyre.m:Lne. ~e

use of tyramine in testing for PMoohromocytoma has reS1.l1tel). in no .
morbidity as is auociated'llith the commonlY used test, fm: th;is
eondition. ~:l!l test is cEll:'tainJ.y of medical. ilnportance but could
.not be con.side:r~ld f1r:w.nCiial,;l.y important to ll. cOll'Jl'iW:ra:l.a1 organil:e:l;iou.'

. .

Sinc,ethisi;nv!imtion involvellltih'il tl'eatment of the human pod;\', an
li.:O.A.wouldhave t;ppe cbtaiulllQ. hefore the invention oould be ]placed
in 'i:he. hlindaof the:pu:b;l.ic. lr.lli has no ~rogr!U1l whiah \,ou1d provide
'l;h,e tO~.1.Q.:L...• ;;..y..... an.dill,. i@.c~ test.i.•.. I:lg; dat.a ,1"'.. O~BStU7 #O'P. $.,us....•• h an..]I.D.A.

. . ...........-'-... . . ., , .. ', . . .

)feral! COm.PallY,a leader i1l the .WEertension tield., hall ':j.tldicated to
Dr. Sjoerdama that the)" 'lroulQ.,1);>e willing to <iompita tM neceBs~y

data for an ;N.D.A. 'but 11llsrequeeted that the;( 'pe granted a 5Y\l!ar
exclUsive liceni1ie in ord.e;i- to recoup the:4' .1pV'estment.·· Presentl)",
the :!lu:I'eau ·of Med:Lcal Services :!.$imre,st1gating thefrcapability in
accumulating tlle, cLinical dat~ peceztlary for aufJ.pproved N.D.A. for
Dr.Sjo¢1"dsma's teat. h ilil ll9t clliar at 1;h;ill till\ll1ihethel:' they w.l.l1.
be able to )lJ:'0cflied.

In theextr!lIl\1.U'al area vl$have a sinlilar j;ll:'oblemw.l.th a:Dr. Roseot
McG:l.ll¥niVer"ity'ltho hail t'olIDd that Schering COll!lli;l.n;y't .'4-. ;l¢ader. in
the field of antihistamines, is Willing to co~ile t~ necessary
toxicitY and !1l1;l.nica.:J. data for a drug I;lynthelil·ized in p}tt":f'ormanceof
a. PHS gra.nttor USe as an. antihistWllj,.ne ~ In retarn .t'Q1' th:1.Ji serv1ee
Soheril'ig asl;e 'for.axclusive patentright$•

.)?resident's 1963 lJlemcrandl1nl

:Perusafof th¢ Prl!lisidenio IS ¢etober J,o,1963 t memor anil.um ok :patents
indica.teethat the Gqver~nt )1a..i3 a. re~p¢ll$:l.1:>ili ty to foster the·
tulles'll ex;pJ.c:l.tation of its inventio>ls j.'O:t' the :public bene:!':l:!" 'rhe
lJlemol'audum :f'uJ:'tlll;ir:prQVid.el'l. that thl>. :pu'pl:!.o intere,t lllight be i,lerved
by acco~dinaexdus;tve!lCJJllllel'Cial rig4ts t~ aqoll;bracto;t' :l.n Iilituations
~heree. CO>l~ctoX' Msan Ellirtablil.lhed non"goverl1tIlental.Qollllllercial
positionllnc1 where. thel:'e :l.1il a gl'ee:~(lfr likel:Lhooti tnat tbe invent-i.on
~,·ould .1», worked and ::P1.lt into public use ,th<ln koul,d be the casEl,:l.f the
invention WB.lllJ1<l1ie morefree+y a.vaUable. :If Buchrighta are acOOl:'d.ed
a cont1"actol', 'tiM memorant1um ~'J)J.irell safegUardsagainstl:'e;presaive
:practices and1nllurelll th,at,the'-yublicWill be adeque:t;ely :PX'otected by

,.a c:La1.lSIl s:lll1:l.;Lar,to ,'I;h<\l "\lillrch..in" .c~USe, Qt ourCl:mce);' CheJll.o,\;he):.'f1PY
.• :".'.', . Rellea):'cll Progre.m. . .

:Yf;,~~"i;"c~;:'.>' ~Li,,·\>i ., .'i··L;;iJjLdLc::""LL.L:c '.,,' ." .:L".,~. .::,",.;;!.,2i?;;"2.:if0,-L;,.iLli,,2~Ui2,;,:Sui;;;.;,, Ed
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It 'ro1l1d l:Lj;l:p¢a,r :f'l'0lIl the"El provisos. t1ll:L'1; it :ts tJ1.<;I(i'bli!;4:l;iOuoi' the
Dopar'i;,tler),'\; to see that &l'ug :l.nvQut:l.ona synUhea:LZ<;;Q ai;;l:ts e~nse t\rlil
bl·OUg].l1; to thi\! ;p6:Ult of ;J?rectioe.l ;J,;(l;pliC>;i.t:ton by MY" llleWl:;ai; ;1:1;$
d:tl1lpQsal, on" Qt' whiqh lilS:,! ~ tllEi grantil1$i llnw,:r proper s<ltezuards, 01:
exclusive rigl:J,ts: to :private :l,nd.US'l;,r'J &ilan 1neenti~ tqr :f\:wt;her
developm<:mt. ...

•

! 'IlOuld pointou'\; th!>t, in J.:l.eu of granting auch~xclus:l.v\1l rights, ~
;dZ!,i,);),j",r,;,; ,coJi,1.ld (lnt",r int<,>,,"ontr<l.Cta to dev~lop },"U( ::i.1'lVll1nticms, and 1ft!:Y the full

includ:ttlga r"asonable prot';i.t lllal'gin, l>t would seem obvious, ,
howev'Oll", that it is infinitely to the Government!a ad.va.ntage toencoul"age
indust!"J to fina.nce the COlilt and. take the, risk through the granting of
eXclusive :rights un9.<jlr th<:> l?~'ov:tsiona of th..;,'I'resi<J,ent! lil ~ora.ndullH

a further thought in r.egar& to this matte"s I would. J.ill;e wpO:U~t

that, as the Depllrtment patent policy read,s MW, CCI'!SC ,could entel:" into
a contraGt with. a drU/ii lilQl1U:f'~ture:t' for drug d<wel.OplOOnt and leave );laten;!;

3;'"\,,,,,,<:: rights with the lIl11n,.tacturel' through thll' ",l:i;,Ol"l:ls,'qe »zl'\1ent :rife,ht!' clause.
:if this same drug was synthes;l.zed. by one of our grant<1les orelllJ?loyee~T

'We could do nothing to give exclusive );latent ZOisnt~ t<;l the same !1Umuf'ac"i;,w;ezo.
in order to 'bt1ng the l1:vug 1;¢ thi\lJ?Oint o!pract1i.lEJ,:l.aPp:l.j,¢@,tion;.
seems to be inCQxla1liltlllnt 1;l.):lQ. j';lAould pe;reet;l,;t'i0d.- "-\

.c,,' tJi"-'±Anyi;h.ing you c.Wl do tobzo1ng theae problem.~toth~!~~:~io~:cit'~e·
DeDari:ment for ;pqaitiV$ l'<;Isolut:ton \'10u1d be~'\;lY$,pp,r~c;l.4:~!ld. I?il;
OWl l?roy:\'<W you ,71ii'U. i'1.;;rtb.e:r 1nfo~'ml1:1;10non tp.iJt.ll).ll;t't;~!.· :!flease:l$i;know, . .'" - " " ,

m l'ecollllllell(l~,tioI!:

.:t :r>crson1l.l1y am in tavor of l>l'Wlting short pel'iods (:l.l' relation to
the usual rr year paten)v rllOMPoly) oJ:' paten:b exolusivity in a situe.tioll
laS discusliled abovlil, s:u,ee ¢olnpO'!.lndll 'Whi¢hiho~r SOllIe J:lrOliliSe in early
staz¢s of inveetigatiol:l a,r" of no bMetit to the VUblio end do not aewl1I
th<> ))\11:>11c intexest unlesa l;,iliniG&l testing fox at'l1i'!f:t'¢¢tivEl N.D.A. 1$

,-,'it;,.", _i~;'i::~~~~:~~; and tb.@ :l."Elr;.ulting~ l11a:~k$ted. Jr-u:rtlJ,er, since thE! risks
A 91' ultil'lW-ti:l non~mm:-lcete.1:>:l.l:l.ty of such compounds ~ vel':¥' s,reat, it llGell1$

to me that the GOVEll'Illll{\l'lt $houJ.d f.<nt6tttage indtli>j;:l'Y to ,take the risks
developme.nt in the vublio ;l.ntereat s providlild, of: ¢ourEUif, this is done
under thlil lll.afesui9Xlliil l>.elt ~orth ;l.n tlll.} )?:r'$s;l.dent 's ~ra:ndum.

I,:

i

I
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But e","" the most casual exanrinauton of am' f'ile of invention reports
d i s cLor.o s a general lack of ~:WG:'''l. l:~SS of' the nature of' inventions on
tbc· pa:~<; of scientists and. ins\,)itL~;ions.. T suspect that manyinven....
t:I.G::18 .inrepor-ted , It isunli}cc'ly that the information in many of
tb' ];nf,:,'"ished paper-s constitnte 5.:wentici"n discloslll'es sufficient to
e:::<::.::<p cthe r s from aCCJ.uiring pauerrc s ,

I am deeply concerned ovel" our present pG-tentpolic~rand OYe)-:
operating trenclswhich appear t o 'be developing vrithin the DeyG,rtment
of the Publ.f,c Health Service. tn implem.en'ting the policy. Itpil1k
our policies need examination by an external study~grou:p selected.
so as to provide broad. competenci': ::Ln economics} finance) industry
and 18.,\·;';, as 1'1ell as science and ~ik:clicj.:cw~ I1J.rge that you seek
support ~rom t be Secr~tfn~y for t1-)-<:: ap:;;ointment?f such a body q

OD/NCI
April 18,

COP~\{

Surgeon General, PHS
'I'hroughr. Director, NIH

FROH: DIrector, NCI

TO:

SUBJECT: Patent Policy

Our pJ:'(O;;:':cnt patent policy 1"01" and grantees has not created.
many rn.'G81ems for us and has f·oL~r:.cL s orne approbation tn the Corigr e s s ,
On the .sur f'ace , the polipY appf;'CtrS "to p:cotect the public interest
,.,itbout imposing a .8eriousadm:Ln:1.stratlve burden. In general, 'We
advocate publication in lieu of' pa.tentsand in those situations 'where
pa.t en't s appear desirablewedeo.icate the paterrt sveo as to make the
inventions f'reeLy available. We :"ely on individual scientists and
the:LX' :Lnstitutions to dete.rmine when 8.11:l.DVentton has occurred and to
in:i:"'oI'ln us 80 that appl'opriate action ;;'ie.y be t aken ,

G:c,:;"idng awareness of gap8:in QU:::' OpC:r'2:t:i..ons has led toa recent f'Lur-z-y
.o:C act:i.':Y('ts designed to tighten U}) "c})o :::'(-:porting procedure andvt nus
g:i.ve re,:;,l substance to OUT patent pol1c'Y"~ rrr'nesoteps .taken thus far
are 8u}jerficia1 and i·rill probabIy not Mange things much but the::ce is
1.:C:'~~1'·28..s:1.ng pre ssuz-e to put l'e8.1·1:;,~~eth hi the pJ::'ocedureand tOl~eCI'uit

2. '~u:tf'f to handle the anticipated. -,;·;rol~kloa.a.~ . Thet'otal impact o:" such
D. is difficult to aElSeBS ~":tut t.here 18 .illuchto suggest th:.'.t by
processing thousands of' 'stimulated. Lrrvcnt.Lori reports the Depa:"t;ir..ent
couldp:coDablycreate a patent po:rt~c'ol:Lo ~vhichi,rould come to do,rd.:c.ate
the entire field or d.:rugsand medLc al. technJ.calequipment.. I am
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nnce~:'tcd.n 1~-rHJ,t thif! vo uf.d aceol'fl.plir.;h 'but it vlOuld. aureLy imIJcSe
Bctentj.:J~·ic commumc at.Lon and migbt 'have profound et'fect on our
dom.cr:rtic: and. :foreign COmmeTCE.'"

To f'ocus Qcn·m on specificS may J: offer the :f'oJ.low'ingcomment,g on
the regular patent policy wh:Lch has thr'ce rna tn elements ~

/q \ .L-r,!- emphas Ize a C'",,:1--'; "'-r,)-:"oy·' ,","'" Lnvent.Lons +0 +-r.1:.1\."".) v .u../:':, ...."'" 0 .<.,-__ ,_.C_.-Io.L"--,,, vol _ .Lo.!. A .... V v_A'--

public trrrough put}ications;

I~' \ t" L. .., ... . ~". ,
\, 1) i .ne grarrcee s ann '."1::JIL.OYC:C8 are l~eqU.Lrea. ·CO r'epor-c

inventions to the 8t\:(~geon. Gr0neral; and

I
I
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! !

I
1

I
I

f',

(~\ fin"1 d"'·ern,'·,·d·!y .j.> ·'·>C' ,·,<·.··o·c "'0 p"t"n"l's\""J .. a. ,-v il..l.~l...l,v._'..,.J. V,.<, V~.l~ - ....bHl.< v . (.\ .... v

LeLy "he -""TO"'''/'''''" " ~h, Surgeon Cenere.LSOlt;;; l,,'~.l ";':::>.d\~",,;;}.;.;J~.J.._t 0,1.. V~":': I,,,, ,,,,,,U . u. ..

Ea.ch of the a'oove components of
some obvious; some ~bscure~

PD13IXCA1'TON

t policy presents problemd . t,
~

~ ';
~

t;l'li.~~; _,

TI}F::l"(-;; Ere g:cm.1.l'ld.8 fOI' doubting
a:t~~-'c·~ro BurmJ.80)Sth{':Sd

(;2:CVO -[.[;",:: publ:Lc i-ntE::c(-':; ...,
:L'~'l;e1" of

;Ii~:(~ }.~,.'~J_icatioTI policy pres2!J.t:3 a of dif'ficulties, 'I'he
oi- m.1:plJo:rte:rs ofth:LG -Chat rn.fblication J:~eJ3ults

:''/(-:'3:-::tioD.s becornlng open to ';",;W Ji'lU'th8:r'lnOre, it 'Has
]p·.Lac:1.ng an :1.nvE'nt:L·:il iD })\].''o·.L1e dO.main wou'l.d al.most

i
u

:j
:Lons oi' Bc:teXlt:t.fica.att:~ sndgTantei?:s j like"cho8~

genel"'~J.ly? are no. £.'lIx,,(~ u. ::..ca,J..1.:r ,clcstgl1co.. to disclose)!
Conae cuent.Lv one '-'C" ,!-'\"",,:,,.' 'T':>n'\T' ·<">u"l·' ''''J...,,~,;;I ac Len.J-:-,'.;1.o; '"'-" .- ·_.<.uc -1- ..·.."."~.I .. ~_..:~ \,.,,;'. Vl.U,l<".l~c.~,~.) j:' ,I) .Lb ..,<>::;u.' ~' __ '~~' .. v..l-~i~r,.,;

will. x'emain aVl1.J..'lab1e teo 1j".- otbe""s Since. the pat·ent ~11"

offu:i.l>d.isclosu:t8 w:L:LL :Jut 11aV8 been. mat ~ 'I'he J.?ha~cma-j!

hCJUiSe can ibe .. expected.. tOC8];rita:Lize on such .. an op}?ortu9-itY;1
~),i":.dti:'_'2Y of'ten employuniYersj.ty Sc:1.E:Dtists ,consultants \,(nohejlp
+h~m ,~o ~o i
~ __ ~ .. '~~ 0 ~ .., _ . .'. . .'. .... ...• ..... j
lh_l-olic:;;,tion ofnewprocesq 01-< new US;! pn,tt::D.t,s'.1,·,r\.'i;ls.tj.ng to an al:readyt

rnateJ~ialjlnGrely, give addecL oenefitsto 1101de:C'B of procLuct ,I
~·o·:-'he CO-:lcET.l.l.'of ~<;!~ < •• "" frt'-r:J·"'~~' ,!": .t'\.y:".,_;:". '~"I'C' ::"111' "'" tot· ~., . .ib lJ ~.,~ ..• J.; U',', ..•L ~~,.';: u.vc..L.Le"',OJ.,;':.l,':-' 'v";' Gu-0 '.' ~ vcn ...o~_s 'I

LH; Ul1i/li1J.e S3":'1

-'I

1{nere ',y~iblication Goes result in. an or.en :Lnventiol1,it:Ls not cLeaz- th~t
'.'~"~'-' .,....., .. ':,1 .f,~ "·..,,..l·e~ec·G· i"8- i.".~;""·,r",.\-"{·, ql'h,"~ <":='" 'Y ·\;·'~j/in ~J·I"Y··· ·1·11 th'n,< Un<{t'."",~ p.l_ ~,+,.::i.L-_,
vdC.i:::'i..U--'_.J.. .....LUI.> ... >:J .' <~ ,\'''~u..~ .J..H.... .J.". V.b .J_l.~,.","-l.'v .... .... ~.'" c ..... ~,.n..u",'-',G

~ ~J 4-0 P aYo·"""t ~:x.t.::-ln'~ 1-'u11 or, n"tc.,'n-'- ';r,-: ,..;-'h.!·,;, r-p. ,::J ccmoound dr"o''-''<;,;n' .: :I!,.l.' .., .... ,~.9· 'Vu.. ~. \.It.::, "'. ~ . _ .v·· .1._ J. c. .", ... 1.- ·'-b"~\.i •• " J., ...... \..; >Ja;;:-lv . ~.Q. };/I:.::. Ji,

I
j'
i

..-----~---.-----
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£'retthe~C' tD.e H1"r policy s{ia-cexnent nor irc"plenLcD:i~il1ginstx·uctj.ons

\<rhe..t an invention' is, or at "rrrlat the px'o.cessbetveen C0l1C0p....

t 4 on o-..,,~1 ,';) emcn C'4-"r·a~.. j on ·OI'~ ~~.I·"I i .; -cv (O'n ~: ,rv';~'-·lJ· .; 011' .1/ CJ made 11.l.. ~ o..l<..l. u.~ ;;;>\.1_.\.1.. . ....u.lJ~ .....--.u" ,~_'-'- ..... ~ ...,<~l~.v...., .. .l..O. .'-<> .. ~.

REPOHTING OF T0J\r.0~NirrONS

attempts Will be made t o o.e'VcJ_cp n, 1·(:?~:L:,:te0. c ourpound , not ne,c€nne.:r-:tl:r
better J "Thich can be 'patentea" IThus J :::yLftJl:Lcatio:n tends to S-r,il·::.u.lute
the mD.rketing of pat.errtab'Le subst :LtuteG :rather t han. the o:cigina.l' and,
l1Grl18,ps7 even l.lct.:tc'r drug"

There is fl. considerable time and c:ollal' span be:tween a conce Ived and
a marketable pr oduct, Applied 1"e~3earcbJ occve·lo}/61ent'J, production)
enginee:c:Lng} testing, securing a ne~\'r dx'ug app'l.Lcat Lon, . and mar};:etil1g
take much effort and Bubstant:i.al :Lnvestment" There are l'caSOl1S

believe ~dlG.t a no-patent ccnc epc ma:cl,:,eting of iuv(:,>n"i.:Jo:ns
because ther0 is no pl:'oteetlci:J. :i:'(yt tbc ::.nvC'tTtmen-G of' the cleYelo::,!c;1~Q

"I.;'le know :from experience that "':;·c; have -'~-;:!:"o1.1ble gett:Lng manur....act.urers
to produce new drugs with lim:Lteet mar>:ets ana. 'j-Tllich are not protected
by }?ab:;'rrts ~ The s Lbua'tLon :regal'dJ.'tlg c:;(1)101tHtion of unpat.errt abi.e
drugs of K.f'eatel~ value :tg not Clt::S.l~ 01jt there ar-e good groUY,ds for
believing that the delays in gett:L:ng such an open compound to D1o.x'l':-et
is aubrrt an't La.L unless thecom.pi.:3JJ.}' 0C1.ll 8.cqUiJ.-'8 other means of
its in~,i"eztment ":

".-
._~

like the volume
Df.scus s j on of

and apathy or

Inventio::::1G simply are not being ~ce}Jorte.c'l ir-. anybh Lng
one expect in such am.86ui""'{2r8Search pr ogr-am ..
th:L·; p} ':;,C;:i.mnenon v:Lth sc5.entfstfi :cc·yeal:s l)otrl :lgxlorance
c.,./(:'!·; ad';~ngoni8m to 1)8:ten'~s'anCL i:;c) reports ~

I} It has been our o"bEJerYa,tfO:1-i-·_·-"~:·-:1.t-~~f,o:,~·;~11~~of'iirife)TGions;.anE---·-
~Secision7making on paberrcs , elDsely' J(n:I~t:organizationJ
''-''0''- Lvated ""'0' J-'n.':> need ..(.'0.... 'n..a.... e11·1- ,,:,"! ~;o\." ··,-",.-;-:t<~ n,-i-o;'-·eo."ures .... nd r eco..... Qc<".\.,> ..... v~v'-'l.o .... 1.1..... ..... .L.J.. ,/I:;' v.~ v "',... _,I-J\.J.l.J;!, c.z ....'- ~~' .. 0.. _ J. 'Q

i'ol' establisning priority'o"f c.1.SC()v-::1':l,.23:.d ·;J.igh-ris:1d. z·taf'f':r incluo.ing

}i'0"';·;- sf' ~'i1iS' 3cie:nt:ists. k110\~i c,;:,: of a patentable
tj_m:~ most of t-:nem are. 1J,D.a:~-rGTC '~:,'O.8:t Lrrverrcor-s , ThoB::::" "'NnC

do \':no\·-- 'ccefer publication ana. ~~(:,::: lJoint in f'iling. an invention
:~Lce any, patent \o/11lCh t''i'mt;.ld}?l~O-b8.:blY-bed8:d.icHted.

t:) :~hc :::)~'d)lic arr:/';day~ They' ;,~'"" LhemseLves , th(.;i:eiuJ3-G
",'~': ."i.:111? the ,goy,:::rnm~ntJar . ic ypthel'S8J:'e openly. aFtagonJ.~'bic
o» the cronnd.s "thatthep:coce6o:_ y,{; cleldys :qubJ.j.ca't;:to1: j wa s -c c s t11c:dr own
t:Lme 8,ncltends 'to l:"elegate . to categoi~~rO,f'il1Yel1tOl'l'Ei,thel"

sc::tentist. '., If tf1e~:c',J:'e.s~arch i:·; 2U}?r)O::'t~d by mor-e .than one s poriso'r ,
are x'eluctaht,tp,.be . .caught ir:, thE: r:1ic1.~ile ·b(~t"f,v-een:the c ont'LLc t Lng

}?6:L.5..eies of' t.he rsevez-a'L sponsor "j.
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In the area of' pha'rrnaceu't Lca'L ut i"KU.'G Ls the adcU.tional
dif':ficulty in lG10}ling·~rhothe j:"'1rer.d:;Cf,~~;:, .. One man c onc e tve s the
Lde a , another ayrrthe s Lze a the G110thE:::t' proves its r::truc:'Cure)
another t.e s t s it in animal;-:; and. otherB prove its utility :Ll1
the clinic ~ The total p'roc8ss ui::.:uaJ.ly inYolv,S'3 non...grantees as \{cll
as g;rantees and not inf'requent1y LnvoLve s a pharmaceut Lca'L company
as tre Ll. as sevara'L ind.ependent :l.nsti·~utions. }re have given no gu.'id"~

ance as to who reports, or when~

DET1~iUy[CNN.rIO:N C.? l'/{!'?i"n.' I\IGHT,s

'I'he third. portion of the]?ate:nt })J'ovid.ea thct the Su.:cgeon
General has the sole right 0:[ ,cL(,,:,t~'::rr(tinr{t;:Lon ag'-to wlletl1er an :!-1'17(3).1 ...
'tLon >:.)Iiould be i"1atentea~ "(\Thel1 ,.,.:C. 1_1rr(:;T:t:LO:tll'epor'G is i'ilea.. tl1e

~ ' ' ~"'" , ' " ,
CGYl,:::ral and his staf:t ;:;: v; in121i.C'clj'_f!.tely· con:f\"ontedwith rnbJ;~inz

~-'>I,"" Q-",,,,,,·,·',;·-ron ,·r',.-,etl'er ~p'~,+,_.:),.."I~{y,C,. ":-1'"'' Cons Lderab.i.e ",-,c:<--a-::"(:'
'''~A'''' ,.,_J_.:J~. Nu, ~ o.vc~...l<,"""~f:~ .,.. _'-" __,- ~ ..t. .:J~, ..... -'.

t:Lme 11:-J,B 'been taken onthev0";,"f j\.;\'r :1.i:cv-cT.rt.:l.on :r'ep(J:ctsth13.thaY(~ c orne
Ln , Unlike the drug industry) PCi.'b1ic Health Service does not
the slr:.:i.lls and the environment to jU.db111ent s a a to -whethe:c Q

d:noulCi. De pur-sued or abandoned s i.nce the- major consiclerations .DlU.f be
e cononric and c ommez-cLa'Lvand not; ccientif'ic ~

Tlit,2 cl::::i.c,ed :eight, of theSu:tgC:;C::i Gene:cal to make -bincltng unilatE;I'8.J.
(~c:':c:iBJ.Ol"li3 concerning patents p:re:'~3nt8 ~naJ()rJ?:cobJ.emJ.s8.s·'({e have
iD.Yol'V"!:!Q in multiple....auppor-b O:fh:::,:-c,<::ttim'-l~L Und8T' the e~~ist1.ng po l.Lcy
<'llldpl'acticej the Slll"geoD.Ge:nel'8.1 is 0:x:pected to claim all rights
t:Lough PHS support is negligible~

,-):t at J_ca.s-c e qua'L' importance:f.'rom. the standpointo? stimulating col...
Laber-at.Lon 1·rith ind.ustry; "ehe po1.J.cy a.088 not now permit an agreement
in advance on the disposi~cion of' :date·nt' !>ight,s ina collaborative.,
l"'cseaX'(;n prog.camil1vol·v-ing. sUP110:;:t :fl'O;{L PHS andotl1eragencies and
organi:,.s:cions;, Insteadj:'chepoLLcy :;i.u.i.resthe:b'jll',an:>\. f'und.s i'rom
PHS $.1:'·:; involvl::Q.y,the S~'geon "I'2s6J;yssole, right to dis-
pc;::;\} of the invention a:fte:rtr.ltJ

C,),',(!Lt:;,(.;':C.:: .:...u J>harmaceut:L'::~3,1

Ott::' C1..Lt'l:'en-c· patent policy r e quIr-es H
~;'7e to be cleat' as to \·rh8.t ·'d0

'~.'j,:::- to accompLl sr; J.t.

-{:·Qi:::{~T(C-·puf(~rc6-n.):J:::'::::::-=:~··".·,--:'':"i'" -. __ . ---,._-. ' ... v , .....":;:.~-_...:;~••,._~:-:;:-:-~';_~,.: ~:>'::::-;-~~.,--~

i8essenti,~-;'tl* One f'in,1u

;-"':' c;ol'~cluB:Lol1; I believe that
n:c .__'eexaminEJtion~ In so

t:;." /J.:cu:!: to 8.ccom:plifJ1) ano.

houaes '~)l:t :i.t :ts :fal':; r-emoved :e:~"or;l l~'l-K:; ':n_ Cue.t:i.Gl"_:, :)~i.'C;; ::"'1.D.o..8 in t~hE-:

2;c:;.E~:nt:LficenY:Lronm~:ni.~ :fin0. :L:c: ies ncnpr'of....it medJ'x:al
}.~e;;ee.Tch orgen:Lzationso-.
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Fu,rthermore) we need to tUJ,d.C:cstGEd. ond. define public 1nterest) and
measure rights r'e ser-ved to goYe~:'ntnen-c in te~cms of :practical Jniprove-;
merrt of the pubLf.c hea'Lt.h , Kno\·,rledG~~ of' "the interplay of' potent lcn-r,I
thed.yn~'3.:mic8 o:t"'industry)' E:;T<:tn~cce in~Jtitut:tonB and the behavior of':
,scientists are all es sent.ts.L to the resolution of this complex subJectlJ.
I suggest that arrangeme"ilts be "by _contract J 01" other~rri_se j to :
have this VlholematterJ~u.b,:)ect,f.:d-Co Ei, 'thoughtful and. imaginative study
by a d.ist-ingu1.s11ed group oi' 8~KY:<'~I'tS Dut:~=)ide government -rtTho can bring f
a freah Yiey and broad experience to oear on our p~oblems~
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:.:~~;: :.: t:.:;:/·: . . .
'.. , Reed tor Cll.:4"ZCll1n lXlpartl::Gntl?atcnt l?olicy-l~ttnJ.o:! Dr. Shonno1:l'

.... ;~.>:,,:. V.cr.o• ...ndU:n dLltw "ueunt l4;19~
).::'::.:"::'i:.. .' " ,
':",1.\':::'::'1...! era D..ttc.cl1:t:n.z Cl ~ranc1:um :?rO:::l tee Director" nuticno.l Ir..=titutc.::l ~

::'.:':.:::.::", !Iealth, Cl.:ioOl~tiili> on the :;;>robl= of' co11c.1ooration \lith indu$t:ry both'
,o,!:;:"":,<:.," Dy ou::: (>rentee!> and by our a',m in"'c:c=.1J:al invellt1(;:l.toro. He h:l.·,:.c z-cc...
..<i/' ':':;;""', a.:;nizcd thia :;'>l"Oblc::l tal: 0. con.:l1Ccr:lb1.c :r-c::.-lad. ill: t1= and beliove 1:0
. ;:,~,.,\:.:;; caaaot, ~ol'd to 10-:' it eo unrc:::alvcd =ch lollLl:e.... •

" '-;. ,•. ' :::'~ ,

'},,,,>'>:'; 'W'c.en 've :t"irst bc~ to cliscuss it, tec :f)::cblc2l = =re thcoreticlU th:l...'l·
: ::'~:::'''::~',::. :rcnl OCCllUZO e:.:pcr1anca had not clcurly id.c:J.t1ficd caecc \,~cc~c cu;: ~tcnt;,

/ ..•. , , '- - .
:/';:::'."':,:: ~ 'r~licy l'revcutcd D. tYJ/,i o::t indn",;t::i.al coJ..1D2Jo...~tio~ neccacary to t?1c cue-
'././:,'" C;::C£ll'\U. dcve~t 0:1: an in=tion to tbo :poL~v of ;public o.v::lilnbUlty.
",::.:: \ .' . 'f . . :::,:<.::.:-:. !:\ o.d.di'c1cn to Pllecific cases citc(l in ))-.:. 8h=on's l:!:...."'n:Ol"a11clul:l, '£.IC lw.vo'

"'.<".':';:~.:.;,' t~o.·Jcfi'cr.:;onl-icdicul Collc5,e-Itohra D.1~d.l:L."l$.Z;-~:tCl"· l'lr.?2:otio.tionc thut.. .
': .:;;:::tc

::.:, '£.IC diccu:::ccd in r;y oi'i"icc on .\U£;'.!.St 20. Thcca tend to cm;phacizc thc.t '"
!.:'::.:',t.... our :i?olicy doca not facilito:ca ~.cc:n.sc:zentn :tor 'b!"ir~1nz to 1)cu:r the.' .

.':.:. ':'~'~;',;' ::ick C~Fit8.l and tcchnoloZica.l :..-..no':.).....nov 0'Z the r>:civrr'c.o oCC"""vOrc. .'\n·~OU

.::i~:' :':'\>" '..kr.O'l;,f:) I CWC\.U'" in thG: I-loint o'Z v1C";~' th~t i"c. id pl"cfcro1:>lc to croata
':,:'::<'.'.:;·i·:~'· co.."1ditic;n::; thn:'c tTJ.J~ attra.ct p:ci:v'U.to initia:~iw ro:the;: ·~C...O,.i1 ..~O \.L"1C2.'r- ,
:.: .::. ,:,;: 'vuko co:::;:>la/;o zov=ent :f'inc.nc:l.ng c;f thc coct ot· z-eccarca end dzvolop-o'
..:.' ::'.':':., =t oJ: W-linvCIftioll3 ·tha.t f!.):'CII1 out. of t·he eovc=/;':l proZ;C,""··.· , .,

':~':".;':::' , , " • • I '. " .

:,i.;. I shot:1dJ.:il.o".o 'to' o£ter 'Wh.::ct;ovcr ~sistUnce''the stut'i.' 'ao? JGha Public
:.' l:!c-c.lth Sorvica cca {>iva toward. = ='llar .:rosalution 0'5: 'Chill lJcrpl~ :",

'< ""01="h;,;~;i:L;':::';: "... .•....... ··,tJ"C. ji..!'
/.\\.. " ... , .....

:.',,:j/;'~\ \( .'" ::,

, ' '/.:,' '.' '. ',' v" 'jyJ~;,r.;;$);.
~~ , fh: )r~,.· '.:::.:' .'\/il,Y' 'r,Jiv:';' ....,::.:':....,::.",.,,,.

~.: k~;;:.<'~ .' ~:<.k~:·~:·::·.;., .:'.:;',:'>';::-:':.}::,:::,.. .
.th." I/...u <- ~ , 1\.:~"'" ." .. , ,'.' .", ·'~·);;.0.':c.:::~~",'···· :.. '.':/' "::'.:;::. «'.;::::
7)1)'. i'1CV:.,1!J,;,...:.. ,C"" ;~",'. '.. ". . "'/ .. ': ..:' ".. .. ''' ..:;':.''''

.' ,"'/(" \·,·;~;ki.;;,/;:' '.' "


