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Y;T" AMENDMENT M. 1628

(FPurpose: "o ghve Lhe Ofice of Health Tech-
nolegy certaln adminlatzative responslblll—
Ltiesy

'1’,‘1"'1 Senoator frony Kanana (Mr. DOLE) pro-
poren unprinted amendment number 1836 to
unpristod pméndment numbered 1647 pro-
posnd by Mr. Kemesoy ;

Al the proper place, insers the followlng:
“we (11, (n) Tho. Asslatant Becretary for
Heaith, acilng through the OfMce of Health

Technology, shnall have the respensibility

(1} for deveioping the policies of the Depart-
ment of Henlth, Education and Welfare with
respect. to the rights to inveullons of. lts
employces, granices and contractors, mibject
to ppplicnble laws and regulations; (2) for
lssulog inventlon and patent administration
polleles and procedures, (3) for administer-
ing the reeclpt of snd processing invention
repor' s by employees, grondees and conktrac-
tors, ef the PDepariment and malntaining rec-
ords and dosnmenis inetdent to patont and
tnvention adminlstration: (4) for making
detoricinations of rights in lnventions and
patenta ‘nvolelng inventlons of cmployecs,
grontoes and conienctors of the Dopartment;
and iAY fer making determinations wlih
rospest, to applicstions for lcenses under
patent applealinng and pntenta owned by
the Tinlted Statrs, sy represenied, and for

_aceopling Ueenacs lasued Lo the Tntted States
o3 repressnled by Lhe Depnrtoeent,

(b} ANl functtons of Lhe Oce of General
Counsel relnding to palent admiolstrallon
and Ldminigtration ¢f invention reports by
employers, contraclors and grantees of the

- Department are fransfereed te the Oflce of

Health Tuchuolopy, provided, however, Lant
il Joeal servier: angd functioos, relablng to
patents Invenlions by- rmployeen, prantecs
and ron*ractors of the Department shall ra-
mnln in the OMee of Qeneral Counsel.,

My DOLE, Mr, Presdent, T érho what
the dstinpuished Scenatoty™from Penn-
sylvania, and Mnassachuzetls have sald
with reference tn 8, 2466, Amended 8.
2466 is a marked improvement$ over the
original bill, It goes far in alleviating

many of the concerns 1 raised in my ™

original foor statement on the bhill. At
that time, you niry recall, T objected 1o
the establishmwent of & mew and very
substantial Pureavcratic entity, under
the wmbrella of a national institute, Fs-
tablibrent of this public health scrvice
agency consisting of {wo new institutes
and a center has now been deleted. The
bill's sponsers are now effering a murch
mort modest proposal that authorizes
the extension of the Nalional Center for
Health Serviees and the Nattonal Center
for Tieaith 8talistics and Epidemiology,
and provides legizlative anthorization
for il Odbiee of Heallh Teehunlogy, .
Lovels of nuthorization In the originak
bill have also been pnred down consid-

eralis M Toneer e we belne osked to

are devoting considerable resources,
excess of $120 million for the eviau-

alion’ of the safety and efflcacy of more .

than 30 important medical technologies.
Considering the limited resowvreces of the
new office, I would anticipate that every
effort would he mads o avpid duplica-
tion of the ongomr, projects of these
established agencies:

A second coneern lsused in my pre-

vious stalement on 8.2466 was the trep-
idation that. through its power to sct-

standards, the office would be {rans-
formed into onother regulntory agency
in HEW. I am assured by the committee
thal no such. regulatory autborily is
being assigned to Lhne office. The stated
purpose of the ofliee js to coordinate
and evaluate medicnl technology in col-
Inhoration with NIH, FDA, and CDC
and other apencies nnd to transfer this

Cinformaltion to the varinus Staiec sand

Federal heallh ngencies.

As clearly stated in the comunitiee rn-
port on 8. 2466, two major issues have
been raised in conneefion with the man-
agement of medical technology. The first
relales to the too-rapid application of
insuflicently evaluated technology. The
:auqoml issue, commonly referred to as
ihe “bench to bedside” problem refers
‘to the inordinate log in the transfer of
knowledge from the laboratory to the

_patient, Additional nttention might well

be paid to this problem ol transfer of
technology.

with this in mind, and in order to
slrengihien the transfer of technology
capahility of DHEW, T will reafler in o
moment an amendment that previously
had been offered. The anmendiment would
ereate a focug for technology lransier
aclivities within the Office of Health
‘Technoiogy. This will be accomplished by
transferring the administrative responsi-
bililies of the DHEW Palent Counsel,
who presently serves as the priucipal

- technology  fransfer apent in DEEW,

from the Office of the General Coungel
ta the Office of Heulth Teclinology.
o understand why this amendment is

necessary, lebme review briefly how hio-
medical technology, developed with HEW
funds reaches the publie. All binmedical
inventions and pharmaceuticpls cnanal-
ing from HEW extromurnl (that is, ol
universities) and indramural research
prepgriung  are reported to the JIRW
Patenl Counsel. These inventions are al-
most always in an early stnge of develop-
ment, yequiring substantinl additional
development and evaluation before they
can be introduced to the public.

Tho dew‘lopmf‘nt pmcet;s iq vmv (~\—

maeere e

Counsel has not recelved very much pub-
licity, 1i has becn able to transfer to the
miblic more. than 75 lifesaving inven-
tions and pharmacetticals.
Notwithstanding the above ' ‘accom-
plishments, FIEW's eflorts to- transfer
medical technology have not achieved all
that might be expected on the basis of
the $2 billion annual investment in bio-
medical research. In the main, this lnck
of performance is due to the umder-
emphasis of transfer of technology with-
in the DHEW. I{ 15 in an effork to correct

“this - situation that ‘the Senator  from

Kansas s Introducing an amendmeoent tn
the bill under eonsiderntion.

In addilion, T point out that we are
working on legislation that I will he in-
troducing at a later time that will mod-
1fy the present Federal patent policy.
But the present amendment does not,
ackdress policy.

This neglect, of an. ahsolutely crucial
aspeet of HEW's: blomedical research
progroams is manifest in the Tow visibility
and lack of resources nssigned to the
Office of the Patent Counsel. For ex--
ample, in spite of the accomplishments
of the Patent Counsel, HEW has per-
mitted the siatfing of the Office to be

. reduced {from 16 to 7.

HEW's decision to deny to sclentists
al universities ownership rights to many
of thr invenlions made wilh HEW sup- -
porl precludes the possibilily of these
potentially | life-snving  hreakthroughs
ever reaching the public,

I have becen advised ibat there are
now 29 cases wherc a universily has
been jeined by the sponsoring institute
of NIH in ils petitlon to HEW's Gen-
cral Counsel for permission to develop
the invention for introduction to the
public. HEW's response has heen to ig-

nore the petitlon—in an effort fo “stone-
wall” the university—to “stonewall™ m
own departmens,

Wha is served by a policy .that hof&s
back [from development 29 life-sustalu-
ing inventions? Potentinl cures for can-
cer, hepatitis, muscular dystrophy.
Methods for early diaghosis of cobcer
are belng denled to the American publle,
hecause of the actions taken by the
ITEW General Counsel. The Benatos
from Kahsas Just does not undersiand

- these attiludes  that now prevell in

IneEw,

I'crhaps the major renson for Lthe low
visibility of Lhe HEW Palent Counsel 8
it placemient In HEW, The IIEW Patent
Counsel resides in {he Oflice of the HEW
General Counsel. Because the General:
Counsel hns not  viewed. technology

truml‘or a% A pr lnmry mlbqinn he has
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It 15 abundantly clesv thab the "Ag-
sistant Secretary for Henlth, who also
gerves as the chairmon of HEW's patent
board, 1s delegated the adminlstrative
authority for patent matters. The Gen-
ersl Counsel’'s assumption of this dele-
grted authorlty, which effectively under-
culs the Assistant Secretary for Health,

1= Letally gonbrary to DHEW regulations,

" 'Lhe natural home for the focus for
tronsferring medical technology is clear-
1y the Public Health -Service where both
the kfbwledpeand development agencles,

NIH, CDC, , ‘and ‘the health action .
agencies are lodated. Coordination of the -

dellvery of medical technology 18 gen-
erally acknowledged to be the responsl~

bility of the Assistant Secretary for '

Health. I thetefore recommend that the

administrative’ responsibilities . of the.

DHEW patent. counsel be transferred to
the proposed. Office of Health Technol-
ogy. Bince this office will be placed under
the aiispices of the Assistant Secreinry
for Health and will have the mandated

_ responsibility (or encouraging the use of |

efiicaciouy and cost-effective technol-
ogies, it §s the obvious place, to put the
unit responsible for transferring medi-
cal technology. Consideration of 8. 2466
presents -an appropriate opportunity to
make an organizational change that will,
X feel, go far in lmproving the expedi-
tious -delivery of medical.technology to
the public, - :

The Senartor from Kansas is now
supporting the bill, based-on what I
 thought were some rather signiflcant
changes having been made, It is my hope
that we come back from the conference
not with the bill we had earlier this year,
but something pretty much like the one
. which may pass today. :

-Second, it is the hope of the Senator
from Kansas that we create an Office of
Medical Technology that will serve tech~
nology, not suppress it. I do not share the
view-indicated by the Senalor from Mg?,-
sachusetts on the cost of *echnology. Tt
seems ‘o me our concern should -he

whether or not we are making progress
and what the technology is.
“On that basls and on the basis of th
amendment T am am offering, I am pre
- pared to yield back the remainder of
ERTHTR
he PRESIDING OFEICER. All time

h;:{:ilsg been yielded back, the ‘I“CSt‘OI_lhl?'
on agreeing to the amendment of ¢ i
Senator from Kansas to the ame'ﬂdmeln
of the Senator from Massachusetts to the
cotmmitbee substitute.

The amendment was agreed to.
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