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BOB DOL.E

KANSAS

~Cni£cl) 's'fafc.G 's'cnafe
WASHINGTON, D.C. 20510

August 14, 1978

~.Q,~

Mr. Howard W. Bremer
Patent Counsel
Wisconsin Alumni Research Fdn.
P.O. Box 7365
Madison, Wisconsin 53707

Dear Mr. Bremer:

.~
STANDING COMMITTEES:

AGRICULTURE, NUTRITiON. AND FORE«.TRY.
BUDGET .

FINANCE

~"::LLf - ~'i €-f]

I should like .toapprise YO\Jof my activities in the area of patent
legislation and its relationship to the problems of transfer of technology.

While federal patent policy transcends all agencies of government, the
present emphasis is in the area of biomedical research programs at HEW.
As you may know, I delivered a statement last week on the Senate floor,
describing the unfortunate situation in HEW's biomedical technology program.

This past week I have raised these issues in the context of proposed
legislation. The amendment I introduced to Senator Kennedy's Health Research
Bill represents a positive step in ameliorating the particular situation in
HEW. I plan to follow up the amendment by introducing, on September 13th,
along with Senator Bayh, a bill which would establish a government-wide
patent policy. Should you be interested in receiving a rough draft of this
bill, please contact Brenda Levenson, on my staff, for a copy.

Patent issues may appear to be only a small factor in establishing productive
collaborations between the government and the private sector. In fact,
patents are crucial in establishing working relationships between government­
supported scientists and the private sector. Passage of the Do1e-Bayh bill
provides an opportunity to make a symbolic statement of purpose that government
and the private sector intend to work as partners in solving the many problems
confronting our society.

I solicit your support and advice in these matters.

Sincerely yours,

~Q
BOB DOLE
United States Senate

BD:b1k
Enclosure
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Counselhas ri6ti"ec.elvoo~ry rn:iitili..PUl>~'
llclty. It bas boon "ble ro t.ransfer ro the
public more'~.a.n75 life.,t;avit1.g Inven­
ii9"" and pl)arjn®"utlcals.

Noiwll.!1stl\ndlnf\; the abOve '",,';OIn;
plishment-G",m~'a efforts tC,t~sfer

mOOlcal technology llave not ""hlo"oo all
that mlgllt 1l>e expected on th~l.lasi$ of
the $2 bllliC1:1"nnual lnvestmentln bIo­
medical res~!'ch~Inthe:ma1n~:this'lad>:
of performal'J.ce .is-due to··.·.the.under~

emphasis of transfer of technology with..
in the DIn.VW. It is in an effort to'correct
this situation that the senator from
Kannas is introducing an amendment to
the bUl under consideration,

III addition, r point out that we' are
working on legiSlation that I will be in­
t,l'Odu.cing at a later time that will mod­
if"!! the present Pederal patent pOlicy.
But the present amendment does not
address polky"

Thi'S neglect. of an absolutely .crucial
aspect of HEW's biomedical·' research
progn'~msismanifest in the lowviaibility
and lack of resources assigned 'to the
Office of the Patent Counse1;"Fotex~

ample. in apitA~ of the accompJishm,ents
of trw Patent Coul1,<;el, HEW has per­
mitt..ed the staffing of t,he Office t,obe
redu(~edfrom 16 toO 7.

I-IEW's decision. to deny to scienti.<;t.<;
at universities ownership rights:t;om-nny
of the illventions:'made wlth·:H~¥,:sup­
port precludes" the possibUity'oftJ:1ese
potentiallY. lite-saving brea,k.~h..: ..r.p.•...U.,,~>h~
ev-erreachingthe·public. ..•.•. "\:':» .•.•.•

I have I>eenadvlsect thatt\!~~~ are
now 29'ca."i,es whel'ea uniV~l1ii~Y:'has

been joined. by·· thesponsormg·:;~,t;tlt~fe
of NIH in ita peti tiian to UE,\Y:ts:~:qen~

eral Counsel· .• forp-qrmission;.:t?i·:1:te\'"~p,
the In,\rel1tion .·for Introdueti9p::;{i~it~e.:
public. HEW'S resPOnse h~b,¥,~'~lg,

nor. the pctltlon~lnan efforttp~StoI;le­
wall" the univerB~ty-:~u~~t\~~~~~;.J~
own dopaltlllOllt. ." ..ii. '.•....... ")

Who is "erVsdbyll, polley ·~t.1>Olu:'
back from. <:!welopl!'ent a9lif~'"nstll,Ill.~
lng inventton,$?,potentla.tgut-oo;;:::tOl":.QQ1.\<'"
cer, het>.t!t~, IljlIBOulJ.p,'.
M:cthodsfor':~rl:V: diaW;~l'
!.\l'e beingdC11~ed totJ:1e;~
hecause of t;lWactlolIB .tal '.',.'
I-IF":W General··.. COUll8el' .111~ ,.~il.tOr
from Kansas dust does M~ 'l!'ll¢rstri;rt(i
thn-se attltudes th.at noW~l.'C.rat.l :.!tl
HEW, , .• '> .•.

Per-haIJS w<t major rOOJ;i,On.for.~h.9,1(j~
v~31hmty oft~H~ HE\V Pat~.ntqO\p,':a~li~,

it placement in :HEW. The,HIirfff,:'P~~i;ent
COunsel resid~ ro, the Office 'Qt':,~~,~ ":
C"xe-neral C(),unset:f;3eca:um.'l"t.~""-',·,I'<"""""A_l. ,Z.'

Coonsel }lai!"ot i v\cwc-4.. '., '.',
trl1IlSfer ""~P<Jnlro'Y n1lsii1\>l:l'ji"jIM
conslst"ntJy~oWll!ll'!l4oo_~,'tlon.
III the l",,~ ye!U', 'the .jtuat",ni!l~~ ~~
.till. Xmther 'thtOllg!l t11. llltr9(111.ctlon at
an addlliollal.r"vley: I>y tll".G?'1era1
Counsel of all\>etli1"n. olll>mlI*\l<11)Y lml­
ve-raitles fo::~ll;.;,{'..ation ot pa~t.~jgbt.~.
In the l"s~ YOO~, l.he faUure of the C",n­
i}ta'l coun,~el.:t'..l.eV8nrer,;pond .to .. any of
tl;O$e petitlOJj)j. desplUl the posltlve ree·
OllmlJ:mli~t1QrfiJYNUi,has done mUch to
4~tr~'1I,1;1l,-$'::~K~stinfI,technology tr:;\118"
~et''{)ro~''~t ltEW. ..

.. ,/l~:~,~mm:f.J.l.couns(~l's decision to it\~
"l;it\1~",na.tl\the tt"""fer Of tMhnology
:w~orp'a:tn:'1"~,~21.dearViolation of DHrW~J~S
rtf~ati~.':Accorillllg·to chapw:r 1->;)01
(,fl""I?ili1ilW oTganlz~tional manual.
~~eA'M.Ui~$X!t Becre't.ar-y for l-It::e-lth m
~es.))Z!-'nf>'l:blet(n' evulu~tion and develop...
':mcnt of cu.ttent pattmt PoU(:Y~;an<J.sh.aU
~tak0 thedetermumtton of rl~ts in in..
vantiO:(13 £lrld patont.i involvitig:'.-lmpo-r..
tanto ):j:olicYCol1s1der-ations/' '. '.,

cles are devoting considerable resources,
In excess of $120 mi1J.\on tnr II,. evlllu­
atton of the safety and effica,ey of mo!.'"'.':
tr~'~3(}important m~~dica.l ti!chnvlogies,
Ol>lWI<101:lng the llmlte.d rC1lOurees of the
new office, I would rmtietpat-e that every
effort would be made to- a~i!d dupl1ca­
tion of the ongoing proiects of these
established agencies, '~

A',second concern raised in my pre·
vicms statement on S, 2466 was the trep­
ida.tion that. through. its power to set
standards. the omce, woulfJ be trans­
formed j,nto 9,Ilother regulatl.}ry agency
in HEW. I am aJ5ftured by the committee
that no such regulatory authority i.e
being .assigned to thl~ office. The st,ated
purpose of the ofllc,e is to coordinate
and evalun.te medical technology in col~

labol'ation with IUn. FDA, and CDC
and other a.gencip,.g and to transfer this
information to t,ile varlou;-, State and
Federal health e.genc}.e~-i,

As dearly stated in the committee r"":~

port -on S. 2466. two major issues have
been raised in conneetion with the man­
agement of medical tecb.n.ology. The first
relates to the t.oo~rg:p.id application of
jnsufficenU..v evaluH.1J~d 1;(~hnology. The
sE:.~Qnd issue, commonly referred to as
the l'bendl to bedside" pl'oblem refers
to the inordinate lag in the transfer of
kuoW)tld.gt1 lrom th0 laoorato.ry to the
p-atient. AdditJonnl s,ttention might well
be paid to this problem of t.ransfer of
technology,

With. this in mine!. and in order to
strengthen the .transfer of technology
capabiHty of DHEW, I will rooffer in a
moment an amendment that previously
had heen offered. The amendment would
create no focus for t<::'Chnology transfer
activities within the Office of Health
Technology, This ""ill be accomplished by
transferring 'the administrative responHi~

bHiUes of the nrm:w Patent, Counsel,
who prcsenU:,' ser-vC's as the principal
technology transfer agent in DHEW,
from' the-' Office nf t.heGeneral Counsel
t,qJheOfflce of Heal'~h Technology. ­
~ understand why this amendment j,~

necess~n'Y, let me l't)vicw briefly how hio':'
m~ical technology developed with liEW
funds reaches the public. All biomedl'3ul
inventions and pharmaccllt,icnls emanat­
.tng' !l'01It llEiVl extramural (that L-:;, at
umveh;itIer-s) and intramural research
prO&Tam.s 'He repo:rwd to t.he HEW
Pat.ent Counsel. Th,0'..;:e inventiol1& are al­
most; always in an.-eari.y st.age of develop~

ment.H~ulring·s:ubs1:antjal ,>.dditin-Ilt-\l
devew~)ment, and evaluat.ion before t.hey
~an' be introduced to the public.

'Tl'ha develo1ml€n1; precess. iB ''i.:ery ex­
pensive. man}' t.imt~1 more expensh,'e tha.n
th~ original !eRca:tch grant, and therefore
l'eQuire.s the pv,rtlc:lpit.tlon of t.he private
r,ec.to1·, n;st.abliBhing' tho n~)cssary eol-­
~.~»f):t'aM.on hetv/f.~en t:he. m:Vl··supported

'r>cientisc s.t the U111versity and the pri­
VL\.tB ;"C;;:.tOl' :ftrm is therOO})onsibility of
tht) :FLEW PatiL."Dt OOUJ:l.J;;el. Through the
au.ocMJou('.f p~,lteUJtrlgh·ts. t.o t.':1e univer~

~~tt.-:f t;he PatmitCo'l.:thsel$ceks to creak; -a.
.,wcx:k$ng:r.:e1ationshlp bE:tw!)'cn the t,w-o
;..:~t1j,~~~.;fQ:r-~tlY;PUl~lX).~O,·tif b.rlnging the
~¥~~1'i~'irl~ft~tlm,lt0thopUbllc.

'~':i;;,::9'~'~:14~i~$~I,VJfeam;~~~developrueJ}1,
·'~~'·$~~j!'h!*~~tlJ".~JJof tIm 11,},,"W Inv-an-·
'f:'~i?~,h~.:,.:;~~;:t1l1if~ to ,the trnTh~fer9f
t.~h~~l~;$:rt~vit.~~jaof the Pat,ent C;)U,t)~'
,,is¢l,··rll,l.lft~$-:h1!€tla~}rupUshoo thl'011gh
~\~e8tit~]J~tm:tJ;,~th~ Patel1t C(f(..Juse]
of !-.\. n~t~~~Qr~ bi' O'irm' 'lfJ tedu--wlogy COl.>};';
dirMl.tom:~t!rJ1l:iY nItae. country's m3JQ:r:'

• •>,/t4""liVera:ity ~:Udmedjcr,.;l resea:f\'":·h certterf;~

"AIth-ouga the Office of t.he HE\¥ Paten~

'~;':~~~rrN~?16~O
"'iH'W:f4lf:: !To t!:ll;':~:~,()m«cptHCoalt.b. 'l'ech,...

l!olWor certfrln~mhrLtb:IAtr.at..i,v~l'oi;mponmbm...
~_klJ~

';i1i"tfr ~:lW;t\l),~--;;k~~!~ti~>~) •••'pw~
l":_'<"~; '<:!nj)S1:nte~lk~~';:~,umbe1.~ 'l6;'J6 to
"..'l.pxm~, aUal;;~t1$.nuni~:1627' Pf-o~

F';~;~db:rMr. Krnry~~~,':,':-'

At. th~ rfl:'opm<plu~/:in.Sm(tJ1f1' toUowlng:
"Sr-:o:H1. (a)/rJ;\I·i..he&m~tlt;secteta.ry for

n;'!.'_'th.actIt.1gtb~R}q~btheotileoof Health
'1"lcbnology,:, ", l?i1.u~ll;:"b.l'INet:ne "l"-.:!SpOl'l.slblUty
, 1.l rot' Cl~voltltiplng tht) t..olle!ea dl t.ho ncpart­
~nollt.l}l E:e.n.lth,."ll~d.U~f:.uonllnrt.Weltt\l'$witll
t·(',';p~~ct W tJl~)r: ;dgbU to inventions -of its
";y,ployeC8•.wwr!.v~~k ~UM'l. (01)tf11,ctorl]~ BUbJflct
}() !~ppttc~bl{$lll',Vl~)lI,naregul&ttOnl'i; (2) foT.
j:;u.>,lng in'iT(ml;ll.'l-n Qnd.pllwnt sdml111stration
j'loildc"i ,\l\I:td.pr~\lresf:(3)tor't\d.tniU1Et.er­
ing- thl!' receipt ,of ·Qnd·· processing invention
Tf,pOrw. »'1 employm,'gTli<.nrees ·snd contra<:·
1;.'),$. ot'tbG~i'U'tmenta:ndl'ntdntnln1D.g :r-ec~

orda -Mid documenta incideut to patent and
j H v(:mi,iOi-t,.IHl~lGtmtt{Jn; ••. (4) .. tor mnk!ng
d{,t(l.J:"mlna.i1oM·:,O~]lghw·il1 .1n"cntlQIlS lU'l,d
p,,-t(\n~ ·.•. 1~V,~1y.~g::mven,ti~nsot employooa.
gmntooii-.fffid~'nttnetors·ot,th6:~1>Utment:
(md (8)'i'.tW::'fuQklngdetorn'1.inatl0t),,'l with
}>e~JgecttQ;t:1P!'tll~tr()n!I:t.~,:Ueen80Hunder
pata:G.tfilpp1t~tl;?~":a11d:'})t\tnnts.. owned by
l.(){; QJ:il\:f.\d'Jitfi~.:~,rep~teQ. a.nd for
'i\c<.:,i}pttn,guOO!lS~,'iis~ed':t.I'),:tha.,l)')'dk4Stl.).t-e3
m' I\~?1'C:'l,(;'Jltl.Ulh:v:tJ!0· DGp.~tmeut.

{b),All·:tl,t\l~.~U$y:r,thet,omco of G~'lUeral
CO\1lJwst. roh\tin:g":m .... pate:l1t l\dmmiatrn:tion
~:.\'ld aunrjnS,ut:rI:ll.Unn .ot ·1nv01ntl<..nt r.opwts hy
'm·'1.'}16Y-e!'.s,~out:'j[I,iJ.1;QrS"l\-ndf51'ih:n~ or tho
.l.X!pnl'"t;ment'nrtF,'/;l'G~11Irerred,l;o:t11t~ Office of
n:Of~ttll"~'~~1,\01f"~i,:Pl:t),!19~~;:~(;:wevor,tbat
noU l~g~':S~"t1.~;:~~d::;w.l'i~W?J1s;':;rela.'Ung t.o
pfl,tel;lW,' )~1,V~"t~~~:,.J;r1:e,~plC!:r~, .grante~
;;.nd.~()?<1,tl'Rt;~~'1a>~!:;~e.:1?fJ~.~nt IlhQU. r~,~

.'n~il1.,I:~~ .. tll~'~ti~~~.:}~!1~~l,,R~~L
Ml', P()L:!5,'M:(",'Presden( ! \!eho wha.

t! l,P;:•. diEj(~1)g\1~-Wl¢q:.',~na~~,Jron1. Renn­
.'ylvan1" ",n~"MaSSaellu$etts have saId
'n"~th~f~reil¢~,~,:tq;'8.' 2466>'Amended S.
24()6 J8 ,~. ~nr~~"k~4'JrrrprO,"~Irientover the
()rlfi:in~'i':<biIt ··.~~,"g,oes.. fttr,ip:.~,aneyiatlng
;ium~' or tl'l~,pQllc,erns:Xraised in my
"rigJ.t\(C1 :6on. $l:.~temcnt on the bUl. At
.;.Hcd"'H~lQ.,}·(t\~,li:,l~:r~t1¥.l:O~jecte:fJ .to
UH~ +~ftllhU$ht'tl~,;':t~:·f)f:,a,;,ii~W' 'a'rid' very
;.;'l) b:::t,~ntinl"'bureattera:ttW:' entity, under
iho umb",l1a of", nllUol\llllnstliute. Es­
i,,~.hlt:;bnlentot:U:d'_rpub~Ohealthservice
"b'i~nc:v cQnf,jx$tUl~,oftw~,'.l1~\Vinstitut.es
" 1:(1 ~~:;:enter):uUi:now~ndeleWd.The

",iT& ~lpq:n?'m'-s .. rtl'e, no\'{ptr~lttIT9. much
nJo~'e.··)110doot'-'!PtpPO-!H,U,.,'t1:la-t': a.uthorlze..q
the exwnsionO'f::.the N0.tionnlCertter for
J-Icfllth f\ervh~J:indtl)f.}.;[atiOn&lcentex
for rrenlth8tli:t3EtieS:fa:-~::~PidemiC)10gy.

,,':d Pl'oVid~!:i: ..qeglslatl~::'Jtuthori?.at.ion
,n' the Oft'je~ ,(,t::';~efl,lt!f:r~i:':hnol(Jgy.

Lewis of •.u1:!i",.;z:>Ut\!1 In thn or4Jlnal
';;\ll ha.ve..alSP<~.~~,p~~:t~.()JV~:;l;:.~'}nslr,1",
01',,\)11', No, !Ol.l.g?t.are we b$!l' asked to
,'.' pJ)r;)y~ ::: R:.~9~D~n~etit.:.:~n.t?:r(;'J1lellt . over
,1.he :~idstl.l1~r","~PPfOP17i~~,~qt'1.·' '~stead tit
;no~e rea..wXJjl,p:~~l::::iX1e:reIt..CJe".()f ftbout 3(1:
i~':-·,xmt. jf; .bcln~'" requested, In light of
i·he ir:[:i.PQl't~~llC:Q::;Qr,l;beb~~~hcaro issutm
h:{,}te 'the C6t'i,.~,tnf, th~rie.he:w funds are

)t very mucli:(JU1; of linei.at least when
i;:,t'~,l.f;t:;red in ;tetnlli of the. absolute dol¥
:n.,n;.'retl~!.~.~t{'.f,~;\::":./::

'''/In:~<~t -eil,llS,e:Q,:me thegreatest concern
lJW, n:rj,g;~at:';bill WI~S th,~ cl"cation of

"n f)n,Ltl.·ely:n~}l.5:,enter.for t,110 evalua­
tion 'of m¢t\i~fl,;',teeltuologY.Alt,hOUgh
i'h,) pr6se.nt:-"-Pl'OPosfl.-l· enly '~lJJthQrises

~ 'mHltog for i:I.n:$.lrrn.lAijf established O:ffi.ee
of Re}~Jth ~oe:¥Ology .. in' HEW, I am
l: (,t f.'1ttire1yc()}:nfo:rtAlhle' With what I
': md€n;;~.ifl,nd !:.u,:.JJe. t;ho. l'e$lllinsibillties of
l.~a{: :new o'filc¢~':,i~"here si;lU'eJtist pownMa!
pr.c.bJm:n'<;~Jf~~.~,rll~),:lpir*:~uth_orltif.s with
th1;:exist,i;t1gJr¢.~e~1:r:,~~,,-:d$Velopment

(~~A~and CDC.
t tltat th~.se u.g~.:n.

'vel>



Itl<loJtbund~tly cle~' t'Iu'ib",the ~Af!­
Bistltnt secretary' for"Healtl1. who a1w
i)~irveJ;l:8.&the:Cohalrmanof:BEW'g patent
lyAll'''' jg delegated the administrative
authority for'patent matte.... The Gen·
e[f.e! Counsel's .,8.SllllIDptlon of this dele­
V',1 ted authority, which effectively und...•
, uk, the .M5!1ltsnt Secretary for Health,:,. v,t"lli'contmry to DREW 'regulations.

'.('11. nat.ural home for the focUll for
t."ullsfOl'rlnlil me<'lleaJ technology 10 clear­
ly the Public Health Service where both
! he knowledge and development ageneJ..,
I'IlR, CDc. <FDA, and tJle health action
IIgellcles are located. Coordination of the
dc!iv<l.!'Y of lnedlcal technology !s gen- ,
erally: aC!ll'lOwledged to be the r..ponsl­
"llitlo' of the": Anslstant Secretary for
HcaUI:>. I ther"f"re recommend that the
nd:m:11mtn't.tiy~17~~~B9nsi~m~~.:··of..• :.~~
DHl'TW Plltent"counsel bo transferred to
tM »roposed:Pllloo of:'H~",lth' '.t'c'l:hnol·
ogy,$ince':thJftWfmri~tw;,p>~':pla:oedunder
'110 f,tlS))!e"" ,,{:Al'o' Alil!lstant a.'Cretary
for :flealth"-(t~d(1:\Vll1:.:haye}--:tlle':me.t1dated
lwpon.slblUt:v for ericourafllng the use of
!~mCl~101~s::,a~iiA:CQS,ti:~fJ:~t~xe'-'technot",
ogle•. it is the obvioUs place;. to put the
unit. ,:r€Sp()I~~~b~ecf~.r,,:'tra.nsfeI'ringmedi..
cal tl,chnology. Consideration of S. 2466
nl'e"ents an IIPliroprlate opportunity to
make·an o:rg~iZ9:ti~na.1·'ehangethat will,
I feel, go ,far In lmprovlng thc expedl­
UOll8 ,deliver$" Of: rnedlcaj.,.technology to'
j,hn publlo. " "

." ~/tl1eJ~en~tor .·fr~~~-B:ansas· is now
sllPpori;lng ,the ,'blll, bll.Sed on what I
thought were some rather slgnlflcant
eh.a~~,~"(l1~,~g.beenmil:de.,!tis my hope
t.hat we Mmo bacl< frOm tho confercllce
not yilth t.he bUl we hal! earlier this year,
Imt'!lbmelhlnir prettyimuch Ilke IIIC one
'w<hte'tl_,~~~~p~todaY::":'i: __ ,':','';'_,

Seonnl!, It is the hope of the Senator
from;Kans.9.s::\~1it\t.:'\v;e'.~.~ri.:teranomceof
Moo!c,,1 '!'echfiolow, that will serve tech­
nology. !lOt suppress It; 1 do notshare the
view I1ldicated I>$' the S<\nator from M!lI1;
sachu&'tts,.on; the cost of teclmoloB$'.-n
seel11S:;:t-?:::TmlK'R\ll\':;:cot,A:~~,m":'l~l1_t)u1d""'_g
whe·t'h~er :or,'n:o.:'t,'·.,'we are.;,m.""k,.._m'..:. g,:,·,.p,'og,'e~s
and 'C"hat thetechnology IS.. '

On that basis ,and ,on' thS basis of th
amendment.I,lIm a", otterlng, I am pro
()'wod tOYI~!.'l:~~"!l: tl:\ofowamder of I .
t,~rrHh. , .;.: 'i:YY:;";):/~":;:";':':;':"'-:"::::):):-;>:i':;:::~" ::" '.', ..' .' :

The PRP.srolNG OFF!CER. All tIme
hav,l1g """n:ylelded pack, the Question Is
on':.agreeir1g:,:t('f,t1:leJalU~nd~~I1t.o.f the
r~enltU.lf;'frQrt'i'lt~SJ¥S,t-9:_t11a}1.m.E'peunent
of the senat;?rlfroW::M:~~l1'fSetcsto the
"ommll,tM 3Ub$tlt,ute. 'to

trhe .nmen:d~el1t,';~~,.,t}-gN~l'!d ;

':':;

*' .....~


