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U AMENDMENT RO. 1828

(Purpose: To frive the OOice of Health Tech-
nology certdin administrative responsibili-
ties)

Tone Benator from Kansas (3Mr. Dorr) pro-

poses unpriotad amendment pumber 16848 to

rinted ankeéndment numbered 1637 pro-
poacd by Mr. %ﬁt:.ﬂx«mur:

At the pro'ﬁer piace. insert the Ioliou_rlng:

~grc. 111. (f) Tho Assistant HBacretary for
Health, acting through the Ofoce of Health
Technology. shall have the reaponsibiiity
{1) for developing the policles of the Depari-
ment of Bealth, Education snd Welfare with
respect to the rights to jnventiona of 1ts
employees, grantees and contractors, subject
to applicable llaws and regulations; {2} for
{ssuing invenifon and patent administration
policies and procedures, {3) for mdm!nister-
ing the receipt of and processing invenilon
reports by emiployees, grantees and contrac-
tors, of the Department and maintaining rec-
ords and dociiments incldent to patont and
invention nd( istration; (4) for making
determinations of rights in inventions and
patents involving inventions ©f employees,
graniees and contractors of the Department;
and (5) for; mnking determinations with
respect to applications for licenses under
patent applications and patents owned by
the United States, ss répresented, and for
accepting Hoenses tssued to the United States
&8s represented by the Department.

{b} All functions of the Office of General
Counsel ryelating to patent adminjistration

phd sdministration of invention reporis by -

employees, contractors and grantees of the
Department ®re iransferred to the Office of
Menlth Techhology, provided, however, that
all legal services and functlons, relating to
patents invéntions by employees, grantees
and contractors of the Department shall re-
me&in in the Dfice of General Counsal.

Mr. DOLE, Mr, Presdent, I étho wha
the distinguished Senators from Penn-
sylvania and Massachusetis have said
with refererice to S. 2466. Amended S.
2465 is s marked improvement over the
original billi It goes far in alleviating
many of the concerns I raised in my
original fiocor statement on the bill. At
that time, you may recall, I objected to
the establishment of a new and very
-substantial :bureaucratic entity, under
the umbrelld of a national institute. Es-
.ta,blishment}_.of this public health service
agency consisting of two new institutes
and a centel has now been deléted. The
bill’s sponsors are now offering a much
more modest proposal that authorizes
the extension of the National Center for-
--Fealth Services snd-the National-Center
for Health Statistics and Epidemiology,
and provides legislative authorization
{for the Office of Health Technology.

Levels of authorlzation in the eriginal
bill have also been pared down consid-
erably. No Jonger are we being asked to
approve o flﬁo-percent increment over
the existing appropriation. Instead a
more reasonahle increase of about 30
percent is peing requested. In light of
the importance of the health care issues
pefore the éountry, these new funds are
not very miich out of line, a$ least when
measured in terms of the absolute dol-
lars requested.

What caused me the grealest concern
in the origina! bill was the creation of
an entirely new center for the evalua-
tion of m‘g:t_iica.l technology. Although
the present proposal only authorizes
funding for an already established Office
of Health}Technolopy in HEW, 1 am
not entirely comforiable with what 1
understand to be the responsibilities of
the new office. ‘There still exist potential
problems of overlapping authoritles with
the exisinye rascarch and develonment
progrems ptothe NI, FLA and o %0
T would Hice L point oub Dot B

___umiversities) and intramural research

Saniversity ard m

Sencate

cies are devoling considerable resourees,

. in excess of $120 million for the evinu-

ation of the safety and efficacy of more
than 30 important medical technologies.
Considering the limited resources of the
new office, I would antlicipate that every
effort wonld be made to avpid duplica-
tion of the ongoing projects of these
established agencies.

A second eoncern raised i my pre-
vious statement on 5. 2486 was the trep-
jdalion that. through its power to set
standards, the office would be trans-
formed into another repgulatory agency
jin HEW. I am assured by the commiltee
that no such reguiatory suthority is
being ‘assipned to the office. The staled
purpose of the offlice is to coordinate
and evaluate medieal technology in col-
laboration with NIH, FDA, and CDC
and other agencies and to transier this
information to the various State snd
Federal health agencies. )

As clearly stated in the committee r-
port on S. 2466, two major issues have
been raised in connection with the man-
azement of medical technology, The first
relates to the too-rapid application of
insufficently evaluated technology. The
sernd issue, commonly referred to as
the “bench to bedside” problem refers
t0 the inordinate lag in ihe transfer of
knowledge from the laboratory to the
palient. Additional attention might well
be paid to this problem of transfer of
technology. .

With this in mind, and ix order to
strengthen the transfer of technology
capability of DHEW, I will reoffer in a
moment an amendment that previously
had heen offered. The amendment would
create a focus for technology transfer
aclivities within the Office of Healih
Technoiogy. This will be accomplished by
transferring the administrative responsi-
bilities of the DHEW Patent Counsel.
who presently serves as the principal
technology transfer agent in DHEW,
from the Office of ithe General Coumsel
‘tq the Office of Health Technology. .

understand why this amendment js

necessary, let me review briefly how bio-
medical technology developed with HEW

" funds reaches the public. All biomedical

inventions and pharmaceuticals emanat-
ing fromr HEW extramural (thal is, at

programs are reported to the HEW
Patent Tounsel. These inventions are al-
most always in an early stage of develop-
ment, l'equiring substantial additionsal
development and evaluation before they
can be introduced to the public.

The development process 1s very ex-
pensive, many times more expensive than
the original research grant, and therefore
requires the participation of the private
sector. Establishing the necessary col-
laboration between the HEW -supported
scientist at the University and the pri-
vate sector firm is the responsibility of
the HEW Patent Counsel. Through the
hllocation of patent rights to the univer-
sity the Patent Counsel seeks to create a
working .relationship between the iwo
sectors for the purpose of bringing the
medical invention to the public.

Over the past 10 years the developraent
of substantially all of the HEW inven-
tions hos been due Lo the transfer of
technelogy activitics of the Patent Coun-
s¢l. This has been accomplished throuegh
the establishment by the Patent Coun:ii
of & network of over 70 technology cuor-
dinators at many of the countfy's major
b resencclh eenlers,
o the AW Palond

Shihougn the Cnl

Counsel has not received veéry much pub-
licity, it has been able to transfer to the
public more than 75 lifesaving inven-
tions and pharmacenticals.

Noiwithstanding the above accom-
plishments, HEW's efforis to iransfer
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 lack
of performance is due to the under-
emphasis of transfer of technology with-
in the DHEW. It is in an effort to correct
this situation that the Senator from
EKansas 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-
troducing at a later time that wiil mod-
ify the present Federal patent policy.
But the presen! amendment does not
address pclicy.

This neglect of an absolutely crucial
aspect - of HEW's blomedical research
programs is manifest in the low visibility
and lack of resources assigned ta the
Qflice of the Palent Counsel. For ex-
ample, in spite of the accompilishments
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 scientists
at universities ownership righis to many
of the inventions made with HEW sup-
port precludes the possibility of these
potentially life-saving breakthroughs
ever reaching the publie.

I have been advised that there are
now 29 cas€és where a university has
been joined by the sponsoring instituie
of NIH 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 petition—in an effort to “stone-
wall” the university—to *‘stonewall” its
own department. -

Who is served by a policy that holds
pack from development 29 life-sustain-
ing inventions? Potential cures for can-
cer, hepatitis, muscular dystrophy.
Methods for early diagnosis of cancer
are being denied o the American publle,
because of the actions taken by the
HEW | General Counsel. The Senator
from nsas just does not understand
these | mttitudes thet now prevail in

W e o e .

Perhaps the major reason for the low
visihility of the HEW Patent Counsel is
it placement in FEW. The HEW Patent
Counsel resides in the Office of the HEW
General Counsel. Because the Genernd
Counsel has not viewed technology
transfer 25 & primary mission he has
consistently downgraded this functlon.
In the Iast year, the situation has eroded
still further through the introduction of
an additional review by the General
Counsel of all petitions submitted by uni-
versities for allocation of patent rights
In the last year, the failure of the Gen-
eral Counsel to even respond to any of
ttese petitions, despite the positive rec-
ommendation by NIH, has done much to
destroy the existing technology trans-
fer programs at HEW. .

The General Counsel’s decision ta in-
tervene in the transfer of technology
program is In clear violation of DHEW s
rezulations. According Lo chapter 1-50¢
of the DHEW organizalional ranual,
“the Assistant Secretary for Heamlth is
responstble for evaluation and deovelog: -
ment of current patent policy, angd abntl
make the dotere inntion of vishis In
ventlons nod pelards fnvelving Loapon

s ooy comesides o ity




Slstanfg Becretary for Health, who alco

serves as the chairman of HEW's patent

board, 15 delegated the administrative

autho ilty for patent matters. The Gen--

eral 0punsels assumption of this dele-
guated guthority, which eflectively under-
cul: the Assistant Secretary for Health,
is l.f;tally contrary to DHEW regulationsa,
J.he natitral home for the focus for
érﬂng medical technology is clear-

]y the Pub]ic Health Service where both
the knnwledge and development agencles,
NIH, GDC FDA, and the health action

agenclés are located. Coordination of the
dellvery of medical technology is gen-.

erally ficknowledged to be the responsi-
bility pf the Assistant Secretary for

Health; X therefore recomrnend that the
sdministrative responsibilities of the -
- DHEW] patent counsel be transferred to

the proposed Office of Health Yechnol-
ogy. Since this office will be placed under

the auspices of the Assistant Secretary
for Health and will have the mandated -

respon.{lbihty for encouraging the use of
eﬂieacmus and cost-effective technol-
ogies, 1.. is the obvicus place to put the
unit respons:ble for trensferring medi-
cal technology. Consideration of 8. 2466
presents an appropriate opportunity to
make an organizational change that will,
T feel, go far In lmproving the expedi-

ticus dtlivery of medica) technology to-

the pub;uc

' The Senartor ‘from Kansas is now
suppo g the bill, based on what I
thought were -some rather significant
changes having been made. It is my hope
that gﬁ come beck from the conference
not with the bill we had earlier this year,
but sonjething preétty much like the one
which mhay pass today.

Secoqd it is the hope of the Senator
from Kansas that we create an Office of
Medical Technology that will sexve tech-
nology, not suppress it. ¥ do not share the
view indicated by the Senator from Ma%
sachusetts on the cost of .echnology. {1
seerns io me our concern should ‘be

whethe? or not we are making progress -

and whét the techmnology is.

On tl-}at pasis and on the basis of’ the- :

amendment ¥ am am offering, I am pre’

pared ) yield back the remainder of my

- FF'ICER All ‘time
The RE.SIDTNG O

hawng]!ieen yielded back, the question is

on agreesing to the amendment. of the

dment-
Senator from Kansas to the amen ‘
of the Sénator from Ma.ssn.chusetts to the |

rmmittee substitute. .
co'rhe amendment was’ agreed to. -

Ik 13 _sbundantly clenr that‘the*Ag-.
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"TP AMENDNENT Ro. 1626

{Furpose: To give the Ofice of Health Tech—
nology certadn administrative responsibill-
tiex} :

The Senatof trom: Kansas {Mr. Dere) pro-
Posos unpriutod smerciment number 1826 to
unprinted ameéndment numbered 1627 pro-
Pposed by Mr.Ennmr:

At the propér piace, Insert ‘the following:
“Brc. 131, (a) The Assistant Hecretary for
Health, acungm through the Office of Health
* Technology, ahan have the responsibility
(1) for developing the policies of the Depart-
ment of Health, Education and Welfare with
respect to tha rights to inventions of its
employees, gra%nt,ees and contractors, subject
to applicable Jaws and regulations; (2) for
issuing lnventlion and patent adminlstration
policies and procodures, {3) for agmhrister-
Ing the reoelpt of and processing invenilon
reports by employees, prantees and contrac-
tors, of the Department and maintaining rec-
ords snd documents Incldent to patent and
invention administration: {4) for making
determinations of rights in inventions and
patents lnvolvmg tnventions of employess,
grantees and contrs.cwrs of the Dopariment;
and (5) Ior}maklng determinations with
respect to nppnc-.ations for licenses under
psatent applications and patents owned by
the United Sgtat-els as represented, ana for
accopting lice issued to the Unlted States
RS represen by the Department.
(b} ALl !unct.lonz of the Office of General
Counsel relatmg to patent administration

and nd.mi.njstirauon of invention reports by -

employees, contractors and grantees of the
Department 8re transferred to the Office of
Health Technology, provided, however, that
all légal services and functions, relating to
patents love htlons by employees, granteces
and contracters of the Department shall re-
main in the Office of General Counsel.

Mr. DOLE. Mr, Presdent, T etho whay
the distinguished Senators from Peénn-
sylvania and Massachusetis have said
with reference to 5. 2466. Amended S.
2465 i1s a marked improvement over; the
original bill: It goes far in salleviating
many of the concerns I raised in my
original floot statement on the bill. At
that time, you may recall, I objecied to
the establisiment of a new and very
substantial bureaucratic entity, under
the umbrella'of a national instituts. Es-
tablishment i)i ‘this public health service
agency Cons, g of two new institutes
and a centeri has now been deleted. ‘The
bill's sponsors.are now offering a much
more medest proposal that authorizes
the extensxoﬁ { the Nationzal Centler for

~ Health Servites sand the Natlonal Center - -+

for Health Statlstlcs and Epidemiology,

and pmwdes legislative authorization
for the Office of Health Technology.

Levels of aut.horimt.ion in the original
bill have als[o been pared down consid-
erably. No lenger are we being asked to
approve o 100 percent increment over
\he exlst:l.ng appropriation. Instead a
more reasonable increase of about 30
percent is bemg requested. In light of
the import.a.m-e of the health care issues
before the cuuntry. these new funds are
not very much out of line, at least when
measured ln terms of the absolute dol-
lars requested

What caused me the greatest concern
in the ongma.l bill was the creation of
an entirely Incw center for the evalua~
tion of mé’dlcnl technology. Although
the present proposndl only authorizes
funding for; fan alrendy establisheé Oflice
of Meallh Techmoie:y i IHEW., 1 am
not entirely comformbm with what I
understand! to be tiie responsibililies of
the new offivre. There sl exisi poloentlal
nroblicins off overlapping apthorild s with
[SRTEENEE S N ]
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Senate

cies are devoting considerable resources,

- in excess of $120 million for the eviau-
ation of the gafety and efficacy of more

than 30 important medjeal technulogies.
Considering the limiled resources of the
new office, I would anlicipate that every
effort wounld be made {o avpid duplica-
tion of the ongoing projects of these
established agencies.

A gecond concern raised in my pre-
vious statement on S. 2486 was the trep-
idation that, through its power to sct
standards, the office would be trans-

formed into another regulatory agency

in HEW.. 1 am assured by the commiftee
that no such regulatory authority is
being ‘assigned to the office. The stated
purpose of the office is to coordinate
and evaluate medical technology in col-
laboration with NIH, FDA, and CDC
and olher agencies and to transfer this
information to the various State and
Federal health agencies,

As clearly stated in the committee r~-
port on 5. 2466, two major issues have
been raised in connection with the man-
agement of medical technology. The first
relates to the too-repid application of
insufficently evaluated technology, The
seqond issue, commonly referred ito as
the “bench to bedside” problem refers
to the inordinate lag in the transfer of
knowledge from tbe lahoratory to the
patient. Additional attention might weil
be paid to this problem of transfer of
technology.

Wwith this in mind, and i order to
strengtlien the transfer of techhology
capability of DHEW, I will reoffer in a
moment an amendment that previously
hagd heen offered. ‘The amendment would
create a focus for technology transfer
aclivilies within the Office of Health
Technology. This will be accomplished by
transferring the administrative responsi-
bilities of the DHEW Patent Counsel,
who presently serves as the principal
technology transfer agent in DHEW,
from the Office of the General Counsel
tq the Office of Heallh Technology. .

understand why this amendment is

necessary, let me review briefly how bio-

“medical technology developed with HEW

fitnds reaches the public. All biomedical
inventions and pharmaceuticals emanat-
ing fromr HEW extramural (that is, at

_universities) amd intramural research
~ prOgTamis | are reporied -to the HEW. ...

Patent Tounsel, These inventions are al-
nmost always in an early stage of develop-
ment, lequiring 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
the original research grant, and therefore
requires the participation of the private
sector. Establishing the necessary col-
laboration between the HEW-supported
scientist at the University and the pri-
vale sector firm is the responsibility of
the HEW Patent Counsel. Through thc
hllocation of patent rights to the 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 substantlally all of the HEW inven-

tions hzs been due to the transfer of

technology mctivities of the Patent Couts-
sel. This has been accomplished through
the estabishiment hy the Patent Counsel
of o network of over 0 L-\rpm\lorry :nor-
dinato: 4"1‘““" = ibe cmnd T major
v oy gnd o : ’\llur"

Tl L Patent

Counsel has not received very much pub-
Heity, it has been able to transfer to the
public more than 75 lifesaving inven-
tions and pharmaceuticals.

Notwithstanding the above accom-
plishments, HEW's efforts to transfer
mediczl technology have not achieved ali
that might be expected on the basis of
the $2 billion annual investment in bio-
medical research. In the main, this lack
of performance is due to the under-
emphasis of Lransfer of technology with-
in the DHEW. It is in an effort to correct
this situation that the Senator from
Kansas is introducing an smendment to
the bill under consideration.

In addition, I point out that we are
working on legislation that I will be in-
troducing at a'later time that will mod-
ify the present Federal patent policy.
But the presen{ amendment does not
address pclicy.

This meglect of an absolutely crucial
aspect of HEW's biomedical research
Programs js manifest in the low visibility
and lack of resources assipned to the
Office of the Patent Counsel, For ex-
ample, in spite of the accomplishments
of the Patent Counsel, HEW has per-
mitted the staffing of the Office to be
reduced irom 16 to 7.

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

I have been advised that there are
now 29 casés where a university has
been joined by the sponsoring institute
of NIH 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 petition—iIn an effort to “stone-
wall” the university—to “stonewall" lt.s
own department.

Who is served by a policy that holds’
back from development 29 life-sustain-
ing inventions? Potential cures for can-
cer, hepatitis, muscular dystrophy.
Methods for early diagnosis of cencer
are being denied to the American publie,
because of the actions taken by the
HEW General Counsel. The Senator
from- Kansas just does not understand
these attitudes that now prevaeil in
HIW

“"Perhaps the mujor reason for the low
visibllity of the HEW Patent Counsel is
it placement in HEW, The HEW Patent
Counsel resides in the Office of the HEW
General Counsel. Because the Genersd
Coupnsel has not viewed technology
transfer as a primary mission he has
consistently downgraded this function.
In the last year, the situation has eroded
still further through the Introduction of
sn additional review by the General
Counsel of all petitions submitted by uni-
versities for allocation of patent rights
In the last year, the fallure of the Gen-
eral Counsel to even respond to any of
tkese petitions, despite the positive rec-
ommendation by NIH, has done much to
destroy the existing technology trans-
fer programs at HEW,

The Genernl Counsel's decislon to in-
tervene in the transfer of technolesy
program is in clear violation of DEEW's
regulations. According to chapter 1.-u01
of the DHEW organizational raanual,
“thie Asslstant Secretayy for: Health is
responsible for evaluation and develop-
maent of current pnt.z\nt -m!hy H! 1(i
make e ofefee 0
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b ] m,nbundn.ntly clenr’ t‘hat t.he"As--

aistant Becretary for Health, who slco
‘_Bcrvesias the chelrman of HEW's patent’
'b{.a.rd, is . delegated the administrative
: autho ity ‘for patent matters. The Gen-

Jeral unsel’s assumption of thig dele-
~gated huthortf.y. which effectively under-

“cuts the Assistant Secretary for Health,
‘18 ttally contrary to DHEW regulations,

~ “the; natural home for the focus for
transterring medical technology is clear-

1y the Public Health Service where both
the kmowledge and development agencles,
‘NIE, €DC, FDA, and the health action

agencips are located. Coordination of the
dellvez§y ‘of medical technology is gen-

‘erally ,acknowledged to be the responsd-
ihihty lﬁnf the Assistant Secretary for

I'therefore recommend that the
administrafuve .responsibilities of the

: -D:i:Eﬁ.vé patent counsel be transferred to

: _‘the proposed Office of Health Technol-

ogy. Sihce this office will be placed under
the auSp:ces of the Assistant Secretary

. for Health and will have the mandated

respon.g.xbuity for encouraging the use of
efficacibus a&nd cost-effective technol-
ogies, it 1s the obvious placg to put the
unit responsible for transferring medi-
eal technology. Consideration of B. 2466
presents an appropriate opportunity to
make an organizational change that will,
I feel, igo far In Improving the expedl-
tious livery of medical technology to-

. the pub

o The Se.nartor from Kansas Is now
sup‘po ig’ the bill, based on what I
though ‘were some rather signlficant
changes having been made. It is my hope

that wé come back from the conference

" not with the bill we had earlier this year,

but solflething pretty much Hke the one
which lpay pass today. .

Second, it is the hope of the Senator
from If‘ansa.s that we create an Qffice of
Medical ‘Technology that will serve tech-
nology, not suppress it. X do not share the
view indicated by the Senator from Ma}
sachusétts on the cost of technology. 1t
seems g,o- me our concern  should ‘ba
whether or riot we are making progrcss
and what the technology is. -

On tB at basis and on the basis of the
amendl:pent I am am offering, I am pre’
pared to yield bhack the remainder ot my
time..

The DRES]D]NG OFPICER An t.ime
havihg been yielded back, the tuStioféhis
on agréeing. to the amendment of ihe
Senatot from Kansas to the a.mendmet!:t-
of the éenator from Massachusetts to the
committee substitute.

"TTe hmendment was’ agreed to.




