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(Purpoe;e: To',gUtet.bft. omc:. of Health Tech­
nology certurl admlnisttatbre. respcnsnnu-

"")1 ,
_.. I .:> ....
"J'h.. 8e~1:t2 IJmm.Ka~ ·(1fr. Dm.¥) PTO­

poA8G unprtatec:l amendment DUmber 1626 to
Ullprtnt.ed. araefmment numbered 1(127 pro­
posed by Mr. Kl::NNF.!JY:

At the proper; piece, insert 'the following:
·'SEC. 111. (a)J -r-ee As'>1~tant secreta!")' tor

lIealth. acting ~hrour;h the O1ftce of Health
Technology. tlhall have the J"ffiponslblUty
(1) for dovelopt'lg the pol1cles of the Depart­
numt of H6alth,\ Educatton and wetrere wltb
respect to the Irights to inventlons or 1ts
employees. gra~1.ees and contractors, subject
to applicable. l,wa and regulations; (2) for
Issuing inventJ<rn and patent adminIstration
pottcres and prcceouree, (3) for administer:
lng the receipt) 01 and processing mvenuon
reports by emprovees. grantees a.nd contrac­
tors. of the DeP*,:rtment and mAintainlng rec­
ords and documents Ir.cldent to pa.tont and
invention administration; (4) for IDaklng
dct&m..tnatlon.s1. of rights in In't'entlons and
patents involving inventions ot employees.
grenteee and cdntractors or the Department;
8nd (6) for inakJng determtna.Uons with
respect to applicatiOns for neensee under

~:;e~ut~~1l~~.8:an~=~owan:: f~~
accepting ucensee Issued to the Untted States
as represented ~Y the Department.

(b) All funqttons of the oeiee of General
COunsel rela:tJilg to patent admt.n1stratton
and adm1n1stri.uon of meentron reports by
employees. eodtrectcra and grantees or the
Department aie teensrerred to the omce or:
Health Technology. provided. however. that
all legal servt4es and ruccetccs, relating to
patents Inven~lons by employees, grantees
and contrac:tots of the Department shall re­
main In the otnce or General counsel.,

Mr. DOLE. Mr. Presdent, I t!nIo wha'
the dtstingutshed Senators from Penn­
6Ylvania and tMassachusetts have said
with rererenee to S. 2466. Amended S.
2465 is a marked improvement over the
original bill.tI:t goes far in alleviating
~y of the jconcerns I raised in my
ongInal floor Istatement on the bill. At
'&hat time. yo* may recall, I objected to
the establishment of a new and very
substantial bureaucratic entity. under
the umbrella or a national institute. Es­
tablishment of this public health service
agency consisting of two new institutes
and a center has now been deleted. The
bID's sponsors are now offering a much
more modest! proposal that authorizes
the extensitJnlof the National Center for
Health Servl~esand the National Center
for Health S\<'tistics and Epidemiology.
and providEd legislative authorization
for the Office of Hearth Technology.

Levels of atlthorization in the original
bill have 9.156: been pared down conatd-,
erably. No longer are we being asked to
approve a lOO-percent increment over
Ule extsttna] approprtataon. Instead a
more reasonable increase of about 30
percent is being requested. In light of
the Importance of the health care issues
before the ccuntrv. these new funds are
not very much out ot Ime, at least when
measured mlterms or the absolute dol­
lars requeste9.

What caused me the greatest concern
in the orfgniat bill was the creation of
an entirely hew cervter for the evalua­
tJon of medtcnl technology. A]1..houp,:h
the present] propo-ul only aut.riorfzes
funding- f()f itn Hln':,':_~' r~<;t.;..bli~h('d~lmce

of Hcalth'r!'cdl1)(}!(;;.v m 1'1.\':, .1 J,lll
not entirelyl c(~lHf(\':";lble \\it!l what I
understand to t,(· ji'e r('~01ll,;;j!jlltl('" Of
!lIe nrw om+: 'II;, <.iil l,x:.l'.j"-;t.-(fltfal
pr(luh·Jn~. (J( :b\'\:l ·,\lUl.lIrl;.;("; \~llJ)

Ptt:I;':"'Ull:.~l ';1 k\ ~lt
I'r ,;' ~ ;,,, ·.:C., ;d1 "
1" t
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Senate
des are devoting considerable resources.
in excess of $120 million Jar the evlau­
ation of the &alety and efticacy of more
than 30 Importantm.~ technologies,
Consiucring the limited rCSOUI'ecs of the
new office, I would unttcrnate that ever)'
effort would be made to aVpid duplica­
tion of the ongoing proje'Ets of these
established agencies.

A second concern raised in my pre­
vious statement on S. 2486 was the trep­
idation that, through its power to set
standards. the office would 'be trans­
formed into another regula tory agency
in HEW. I am assured by the committee
that no such .regulatorv authorit.y is
being 'assigned to the office. The stated
purpose of the office is to coordinate
and evaluate medical technology in cot­
laboration with NIH, FDA, and CDC
and other agencies and to transfer this
information to the various 'State and
Federal health agencies.

As clearly stated in tile committee r~­

port on S. 2466, two major issues have
been raised in connection with the man­
agement of medical technology. The first
relates to the too-rapid application of
msumcenur evaluated technology. The
s~ond issue. commonly. referred to as
the "bench to bedside" problem refers
to the inordinate lag in the transfer of
knowledge from the laboratory to tlle
patient. Additional attention might well
be paid.to this problem of transfer of
technology.

With t.his in mind, and iIi order to
strengthen the transfer of technology
capabiHty of DREw. I will reotfer in a
moment an amendment that previously
had been offered. The amendment would
create a focus for technology transfer
activities witliJn the Office of Health
TechnOlOgy. This will be accomplished by
transferring the administrative responst­
bilities of the DHEW Patent Counsel.
who presently serves as the principal
technology transfer agent in DREW,
from the Office of the General Connsel
'tQ..the Ollice of Healtb Technology. .
~ rmdersta.nd why this 'amendment i~

necessary. let me review briefly how bio­
medical technology developed with HEW
funds reaches the public. All biomedical
inventions and pharmaceuticals emanat­
ing from HEW extramural (that Is, at
universities) and mtramural research
programs are reported to the HEW
Patent Counsel. These inventions -are al­
most alwayS in anear'Iy stage of develop­
ment; requiring substantial 'additional
development and evaluation before they
can be introduced to the public.

The development process is very ex­
pensive. many times more expensive than
uic original research gr-ant, and. therefore
requires the participation of the private
sector. Establishing the necessary col­
laboration between the HEW-supported
sesentrst at the University and the pri­
vate sector finn is the responsibility of
the HEW Patent Counsel, Through the
allocation of patent rtnhts to 1-.he univer­
sity the Patent Counsel-seeks to create a
working relationship between the two
sectors for the purpose of bringing the
medical invention to the public.

Over the past 10 years the development
of :mb.'ltanUally aD of the HEW inven..
1i0as. h~~~ bf'-f'Il dlH' t.o thet:rn.n<:,f('r of
It'f:J:noll>gy !lctivlticf> (IC the Pa.tent-Gmin­
!,(:j. T: -t:) i\<l..,>--b<'t~ll Hn:ompUshcd through
the t'!:'hhlishnwnl hy fhe Patent COlm.<;d
r'f !Ki.· ...ork of O\\'j ';0 j;"f'hnolo~ ('1.,)/'-

\'. ""Hly ,,1 !.:H' (n~.ln~.·:y"',IJi;(,
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Counsel has not received:very much pub­
licity. It has been able to transfer to the
public more than '15 lifesaving inven­
tions and pharmaceuticals.

NotwiUlStanding the above accom­
plishments, HEW'1i etrort.s to transfer
medical technology have not achieved aU
that might be expected on the basis or
the $2 billion annual Investment in bio­
medical research. In the main, this lack
or performance is- due to the under­
emphasis of transfer of technology With­
in the DREW. It Is in an effort to correct
this situation that the senator from
Kansas is introducing an amendment to
the bill under consideration.

In addition. I point out that we are
working on legislation that I will be in­
t.roducing at a later time that will mod­
ify the present Federal patent polfcy.
But the present amendment does not
address policy.

This neglect. of an absolutely crucial
aspect of HEW's biomedical research
programs is manifest in the low visibility
and lack of resources assigned to the
Office of the Patent COWlSel. For ex­
ample, in spite of the accomplishments
of the Patent Counsel. HEW has per­
mitted the staffing of the Office to be
reduced from 16 to 7.

HEW's decision to deny to sctenttsts
at universities ownership rights to many
of the inventions made with HEW sup­
port precludes the possibility of these
potentially life-saving breakthroughs
ever reaching the public.

I have been advised that there are
now 29 cases where a university has
been joined by the sponsoring institute
of NTII In Its petition to HEW's Gen­
eral Counsel for permission to develop
the invention for introduction to the
public. HEW's response has been to ig­

nore the peUt1on--in an effort to "stone·
91a1l" the university-to "stonewall" its
own department. :

Who is served by a polley that bolds'
back from development 29 life-sustain­
ing inventions? Potential cures for CRD­
cer, hepatitis, muscular dystrophy.
Methods for early diagnosts of cancec
are being denied to the American public.
because of the actions taken by the
HEW General Counsel. The Senator
from' Kansas just does not understand
these attitudes that now prevaJl in
HEW. •

PerhapS the major reason for the low
v1s1hllity or the HEW Patent COUl\Se1 Is
It placement In HEW. The HEW Patent
Counsel resides in the Office of the HEW
General Counsel. Because the General
Counsel has not viewed tecbnotosx
transfer as a prtmarz mission he uas
consistently downgraded this functlon.
In the last year, the sttuetton nea eroded
still further through the introduction ot
an additional revievt by the General
Counsel of all petdttons submttted by uni­
versities for allocation of patent rights..
In the last year, the faUure of the ~n­
era! Counsel to even respond to any 01
ttese petitions, despite the positive rec­
ommendation by NIH, has done much to
d~troy the extstdnn technology trans-
fer programs at HEW. .

The General Counsel's decision to in­
tervene in the transfer' of technology
program is In clear violallon of llHEW'R
r.c!--.'1;.la1.ion'1 !\'·~:'H'd\ng. t1) __ " ,iJapl(:,r 'l-!J!) 1
oC I,he Dl n·~w organiznUoJi81' ~j·;1nntw.1.
"-'tile A,",'.;\stllnt Stcretary for lI('ldth 1;-;
r(':-lvon~i!·lc for evaluation (l,nd
nH "It qf' '~'('nt
In,; (; t
\ i; i.:f
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Iti Is! bundantly clear that' the ~AS.alBt8.nt~ecretary for Health. 1Vho also
scrvesds the chn.1rman of HEW"s patent '
IiuU-d.l'Is cl~egated the administrative
author ty for patent matters. The Gen­
erali'cdunsel's assumption of thJs dele­
gate!! apthortty, wblch etrectlvely und....:
cub'i,the Assistant secretary for Health,
Is t·.taUY contrary to DREW regulations.

'J:'~ natural home for the focus for
tranSteh!ng medJcaI technology Is clear­
ly tile Fubllc Health Service where both
the ~oFledgeand development agencies.
NIH; CDC, FDA, and the health action
agenclet are located. COordination of the
dell~enj of medJcal technology Is gen-,
erall;v "icknowledged to be the respoDBI.­
bllit;V ~f the Asslstant secretary for
HeaI,th.lI therefore recommend that the
adm1Di'!,'. l,ttlratiVe responsibilities of the
DHE;W}patent counsel be trans!erred to
the proposed Office of Health Technol­
ogy.$mbe this office will be placed under
the J\l.uspices of the _ASsistant Secretary
for ~ea1.th and will have the mandated
resPqnslbllity for encouraging the use of
emca.cioUs and eost-enecttve technol­
ogies~ iti Is the obvious place. to put the
Unlt',reSponsible for transferring medi-, '
cal t<>ch!Dology. Consideration of B. 2466
presentS -an -apnroprtate opportunity to
make afi organlzatlonal change that wlll,
I f~. 80 far In Improving the expedl­
tlous'i dc;t!very of medJcal .technology to-
the publlc. "

!l-fte 8enartor from Kansas is now
supp'(,rtfug the btll, based on what I
thou~tI were some rather slgn!ftcanC
chaui:es!having been made. It is my hope
thatjwelcome back from the conference
notwi~theblll we had earlier this year,
but si,mbthing pretty much like the one
which niay pass today.
S~ond. it is the hope olthe Senator

from,'iKe;'tisas that we create an omce of
Medi«::al U'echnology that will serve tech..
nOlo~. not suppress it. I do not share the
view ipd~catedby the senator from Ma~.
sach~,~\s on the cost of technology.~1t
seems,-tb me our concern should be
whetq.,,'er~ornot we are making progress
and wba~the technology is.

onithat basis and on the basis of th..
amendm'ient I am am otfertng. I am pre'
::;~iito!yield back the remainder of IDlY

Th~ pkESIDING OFFICER. All time
having ti'een yielded back, the question Is
on aC'rethngto the amendment of the
Senat:Or ~rom Kansas to the amendment·
of the; Senator from Masso.Chusetts to the
comrqit~ substitute.

The a1nendment was agreed to.
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