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The Division of Legislative Analy51s;_1n'cooperatnon'w1th the NIH
Pollcy Development and Implementation Committee, s in the process of
examining recently passed legislation for laws reguiring direct imple- -
mentation by the NIH and others impacting indirectly on NIH programs.
The recently passed P.L. 95-623 (5. 2466), the "Health Services, Health .
Statistics, and Health Care Technology Act. of 1978," has certain language
in the Conference Report which may be of interest to'the NIH Patent -

. Committee. As you kuow, there was ‘much debate im the Senate, initiated
primarily by Senator Dole, concerning the DHEW patent policy. It was
reflected late in the session in a Senate-passed amendment to’'S. 2466 .

- which would have transferred. all functions of the Office of General

“‘Counsel relating to patent administration and admﬁmlstratlon of invention

reports to the Office of Health Technology.  Althwugh the House bill

contained no similar language and this amendment was eliminated from the'.’

conference bill, the conferees voiced their concemns about patent _
administration in DHEW in their report (No. 95-17&3, p. 29) as follows:

: The conferees strongly urge the Department te review the L
manner in which patents are currently administered within
the Department. The conferees are aware of expressed dis-

' satisfaction with the pace at which patent applications are
currently processed within HEW. Unnecessary delays in 7

‘determining rights to inventions devéloped wifith Federal =~
‘'dollars deprive taxpayers of the potential benefits of
research and development financed with Federzl monies. The:
conferees wish to note that they intend to giive a thorough
review to patent proceedlngs in the near futwre. o

This is merely for your 1nformat10n as NIH Patent Offlcer, but, Should
vou have any questions or comments, please do not he31tate to contact
elther Mary Miers or Dr. Malone._ e : -

©oee:
PDI Committee
Dr. Perp“ch
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made for health service research. evaluatlon,
and demonstration activity undertaken OT
supported by the National Center for Health
services Research: £35,000,000 for fiscal yearl
1979, $40,000,000 for fiseal year 1980, and §45.-

000,000 for fiscal year 1981 At Jeast 20 per--

cent of tne amount appropriated for any
fscal yvear or £6,000,000, whichever is less, 15
required to be made aveilable only for ac-
tivities directly undertaken by the Center,
At least 5 percent of the amount appropri-
ated in any fiscal year or $1,000,000, which-
ever is less, is required to be mede available
only for dissemination activities directly un-
dertaken by the Center. The conference sub-
. stitute contains no line-item authorization
for health services research tralning.
AUTHORIZATION OF APPEOPRIATIONS FOR THE
NATIONAL CENTER FOR HEALTH STATISTICS

Under the Senate bill, the following au-
thorizations of appropriations were made for
health statistical activities: £43.400,000 for
fiscal year 1970, $47,000,000 for fiscal year
1980, and $50,000,000 for fscal year 1981, Of
the funds appropriated Ior a1y fiscal year, at
lesst 15 percent was reguired to be available
only for health statistical pnd epidemiologi-
cal activities directly undertaken by the Cen-
ter. .
Under the House amendment, authoriza-
tions of sppropriations for health statistical
activities of the Center were a5 follows: $80,~
000,000 for fisea) year 1878, £175,000,000 for fis-
eal year 18980, and $80,000,0600 for fiscal year
1981. In addition, under the House arend-
ment, of the amount appropriated, at least

$1,000,000 in fiscal Fear 1679, £2,000,000 in '’

fiscal year 1980, and £2,000,000 In fiscal Fear
1881 was required to be made svaflable for
health statistics training.

Onder the conference substitute, the fol-
lowing appropriations are authorized fof
‘health statistical activities undertaken oF
supported by the National Center for Henlth

- Statistics: £50,000,000 for fiscal year 1978,
- $65,000,000 for fiscal year 1980, and $70.000,-
000 for fiscal yvear 1981. The conference sub-
‘stitute does not include a requirement that &
.certain percentage 0f funds must be made
available only for activities underiaken [
‘the Center, nor does it contain an earmark
of funds for health statistics training.
AUTHORIZATIONS OF APFROPEIATIONS FOR RE-

SEARCH, DEMONSTREATIONS AND EVALUATIONS

BY THE NATIONAL CENTEE FOR HEALTH CARE

TECHNOLOGY

Under the Senste bill, the following sppro-

pristions were suthorized for activities re-
specting healih care technology: $15,000,000
for fiscal year 1979, $25,000,000 for fiscal year
1980, and $30,000,000 for fiscal year 1981. Be-
ginning in fiscal year 1981, of such funds, a¥
least 15 percent was reguired to be made
avalisble only for activities directly under-
taken by the Center.

Under the House amendment, the fol-
lowing appropriations were anthorized for
the Center for Health Csre Technology: $16,-
000,000 for fiscal year 1979, $25.,000,000 for
fiscal year 1080, and 35,000,000 for fiscal
‘year 1981. Eepinning in fiscal year 1981, not

- Jess than 20 percent of amounts appropri-
ated was to be obligated for assessments
directly undertaken by the Secretary.

Under -the conterence substitute the fol-

iowing nppropristions are suthorized o
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the Center for Health Care Technology: $15.~
000,000 for fiscal year 1979, $25,000,000 for
fiscal year 1080, and $33,000,000 for fOscal
year 1981. Beginning In fiscal year 181, not
less than 15 percent of amount appropri-
ated is to be obligated for assessments di-
rectly undertaken through the Center.

MNATIONAL NESEARCH SERVICE AWAEDS

Dnder the Senate biil, the authority of
the Secretary to provide Natlonal Research
Service Awards was extended to authorize
research at the Natlonal Center for Health
services LResearch, the National Center for
Health Statistics and the Center for Health
Care Technology, as well as training at such
centers.

The House amendment contained no com-
parable provision.

The conference substitute conforms to the
Senate bill.

TEICHNOLOGCIES UNDER DEVELOPMENT

TUnder the Senate pill, the Director of the
Netional Institute of Heslth, on a0 annual
basis, was required to make available to the
proposed Ofice of Health Technology and its
Council a list of all technologies which the
Director is aware are under development and
that appear likely to be used in medical
practice in the near future.

The House amendment contained no com- -

parable provision. -

The conference substitute includes the
provisions of the Senate bill, with techni-
cal amendments. - B
HEALTH STATUS OF THE MEMBERS OF UNITED

MINE WORKERS :

Under the Senate bill, the Secretary, aci-
ing through the National Center for Health
Services Research, wat reguired to arrange
for & study to evaluaie the impact upon
the utilization of health services by and the
health status of members of the United
Mine Workers and their dependents as a
result of changes in the United Mine Work-
ers collective-bargaining agreements of
Mareh 1878. -

The House amendment contained no com-
parable provision. -

The conference substitute conforms to the
Senate blil

EFFECT OF THE ENVIRONMENT ON HEALTH

The Senate bill required the Secretary to
develop & plan for the collection and coordi-
nation of statistical asnd epldemioclogical
dats on the eflects of the envircnment on
health.

The House amendment required the Secre-
tary to establish guidelines for the collection,
compilation, analysis, publication and dis-
tribution of statistics and information reces-
sary for determining the effects of conditions
of employment and indoor and outdoor en-
vironmental condttions on the public heaith.

In addition, the House amendment re-
quired the Secretary to conduci a study
focusing on the costs of ‘environmentally
related diseases,

The conference substitute combines and
integrates the provisions of the Senate biIl
and the House amendment. Although the
form of the Senste bill was asltered slightly,
the conferees agreed with the Senate’s intent
that the study should be undertaken In ciose
cooperation with the Administrator of the
Environmentsal Protection Agency and the

Secreiary of Labor, P

H 12833

HEW PATENT POLICY
Under the Benste bill, the Assistant Secre-
tary for Heslth was granted responsibllity
for (1) developing the policies of ihe De-
partment of HEW with respect to the Tights
to inventions of its employees, graniees and
contractars; (2} issuing iovention and pat-
ent administration policies and procedures:
{3) administering the receipt and processing

. of invention reports by employees, grantees,

and contractors of the Department. (4}
meaking determinations of rights to inven-
tions and psztents invelving inventions of
employees, grantees and contractors of the
Depertment; and (5) making determinations
with respect to applications for licenses,
under patent applications and patents owned
by the United States. In addition, all func-
tions of the Office of the General Counsel
relating to patent administration and ad-
ministration of invention reports were trans-
ferred to the Office of Health Technology.
However, all legal services and Ifunctions
relating to patent inventlons were to remsain
in the Office of the General Counsel.

The House amendment contained no com-
parable provision, and the conference sub-
stitute conforms to the House amendment.

The conferees strongly urge the Depart-
ment to review the manner in which patents
srTe currently administered within the De-
partment. The conferees are aware of ex-
pressed dissatisfaction with the pace at
which patent applications are currently proc-
essed within HEW. Unnecessary delays in
determintng rights to inventions developed
with Federal dollars deprive taxpayers of the
potential benefits of research and develop-
ment financed with Pedersl monies. The con-
{erees wish to note that they intend to give
& thorough review to patent proceedings in
the pear future.

STUDY OF HAZARDOUS SUBSTANCES ON HUMANS

The House emendment contalned a provi-
slon, mot included in the Senate bill, that
required the Committee on Vital and Health
Statistics to conduct a study of the issues

respecting establishing a Federal system to

facilitate studies of the effects of hazard-
ous substances on pumans and to assist Fed-
eral, State and other entities 1n locating
individuals who have been exposed 10
hazsardous substances to determine the effect
on their heslth of such exposure and to asslst
them in obiaining appropriate medical care.
The conference substitute conforms esseh- -

tially to the House amendment, except that -
{1) the study is incorporated into the larger
study of costs of environmentally related
diseases and is to be conducted by the Secre-
tary of HEW, acting through the National
Center for Health Statistics; (2) a consoll-
dated consultetion provision hss been in-
cluded; and (3) the Nationul Comrmittee oh
Vital and Health Statistics is included
among those groups which must be con-
sulted,

POSITIONS FOE SPECIALLY QUALIFIED PERSONNEL

The House smendment authorized the
establishment of %twenty-four new positions
within the Public Health Service for spe-
cially qualified sclentific, professicnal and
administrative personnel. Thess positions
were to be for the National Center for Health
Services Research, the Naticnal Center for

i
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.Before-adjourning,.the 95th Congress passed and sent to the President
for signature the Conference Report on 8. 2466 (see attachment), "Health
Sexrvices Research, Health Statlstlcs, and Health Care Technology Act

of 1978."

Salient features of the bill for those familiar with the'previqus House
and Senate measures are the following:

1. The National Center for Health Care Technology (NCHCT) was established
with authorities reflecting the House language, specifically requiring

the Center to '"undertake and support (by grant or contract) assessments

of health care technology. Such assessments shall take into account

the safety, effectiveness, and cost effectiveness of, and the social,
ethical, and economic impact of health care technologies.’ '

2. The Natlonal Counell onTHealth Care Technology reflects the Senate
‘provision to advise the Secretary on the impacts of health care technologies
"after consultation with appropriate . . . entities; develop, when

appropriate and to the extent practicable, exemplary standards, norms, .‘fi.fb

and criteria concerning the use of particular health care technologies;
and promptly publish and disseminate, through the Natiomal Library of

- Medicine, standards, norms, and criteria . . " ." This Council now
includes individuals who are representatives of-business entities engaged
in the development or production of health care technoloegy.

The legislation directs that the Secretary make his "inmitial _
_appointments to the Council within one hundred and twenty days of enact=
ment of this section," and, once formed, it shall meet at the call of
- the Chairman, "but not less often than four times a year."

3. The provision of the original Senate bill with respect to training
under NRSA's in health services research, health statistics, and health
sl d Sem lua [ DT

care '-:E.\..u."'lv...ug“ is required in the .Lt:gJ.S.s.at.J.uu, but no additional fundi_ng
was authorized or appropriated.

4. The provision of the Senate bill requiring the establishment of
extramural centens, presumably within established schools of public

health, survived and requires that "three such centers shall be operatlonal
by September 1, 1981."
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5. The Senate provision to transfer patent administration to NCHCT did
not survive; however, the conferees "wish to note that they intend to give
a thorough review to patent proceedings in the near future."

6. The Director, NIH, is required on an annual basis to make available
to OHT (now the Center) a "list of all techmologies which the Director
is aware are under development and that appear llkely to be used in
medical practice in the near: future."

7. The funding authorized for NCHCT is as follows:

$15 million for FY 1979
$25 million for FY 1980
$33 million for FY 1981

8. Fifteen experts who have "appropriate scientific or. profe951ona1
qualifications" have been authorized for the NCHCT, as well as seven
208(g)'s. However, recent changes in the status of 208(g) appointments
resulting firom the Civil Service Reform Act of 1978 may complicate the
implementation of this portion of the.legislation.

Attachment

ce

Dr. Fredrickson
Director, DMP
Dr. Malone

Dr. Perpich

Mr. Schwartz
Mr. Whaley

Mr. Peart
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ANSW!{BRED “PRESENT"-—29

AkekE Burton, Phillip Miller, Calif.
Alaxander Camey Ottinger
-Anderson, Chisholm Price

Callf. Damielson Runneis

“Bellenson Dellums Ryan

Biaggl Duncan, Oreg. Sikes

Boggs Edwards, Calif. Speliman
- Broomficld Harrington - Stark

EBrown, Callf. Johnson, Callf, Van Deerlin

Burton, John Leggett .  Whson,C.HK..--

NOT VOTING-—31

Flood i Quie
Armstrong Frey " Rudd
Badham Hammer- Sarasin
. 'Burke, Calif. . achmidt Bhipley
-Oochran Hyde _ Skubitz
- Orane Lujan Smith, Nebr.
Dent McFall Teagus
Dickinson waxman
‘Diggs Moss Whitehurst
. Eilberg Patten Young, Tex.
Bvans, Del. Pettis ’

. a8 above récorded. :

-Mr. AKAKA chenged his vote from
d-ayen tD "pl'esent.” . .
Bo the resolution was agreed to.
The result-of the vote

- A motion to reconsider was laid on the
table. : : ;

e

. HEALTH CARE TECHNOLQG—YJA_GT i

' CONFERENCE REPORT ON B. 2468,

. HEALTH ~ SERVICES RESEARCH,

- HEALTH ‘STATISTICS, AND

" OPF 1978 :

- Mr. BSsTAGGERS submitted the follow=
ing conference report and statement on
" the Sensate bill (8. 2466) to amend the
Public Health Service Act to extend and.
_revise the assistance programs for health
‘services research and hezlth statistics:

10 establish the Office of Health Tech-
nology, and _.for other purposes:
" CoNFERENCE REPORT (H. Rerr. 85-1783)

The committee of conference on the dise
apreeing votes of the two Houses on the
smendments of the House to the bill (8.

"2465) to amend the Public Health Service

Act to extend and revise the assistahce pro-
grams for health services research and health

© sh.tistics; to establish the Office of Health
i Technology, and for other purposes, having
: met, after full and free conference, have

apreed to recommend and do recommend to

their respective Houses as follows:

That the Benate recede from its disagree-
ment to the amendment of the House to the
text of the bill and agree to the same with
an amendment &5 follows:

In lieu of the matter proposed to he in-
serted by the House amendment insert the
Tollowing: - :

SHORT TITLE, REFERENCE TO ACT
SecTion 1. (8) This Act may be cited as

the "Health Services Research, Health Sta-

tistics, and Health Oare Technology Act of
1978", - .
{b) Whenever in this Act (other than in

- sections 12 and 13) sn amendment or repeal

15 expressed in terms of an amendment to,
or repeal of, & section or other provision, the
reference shall be considered to be made to
a section or other provision of the Public

WAL #moioo A o
Health Service Act. -

EXTENSION OF AUTHORIZATIONS

Bec. 2, (s) Bection 308(1) (1) is amended—
. (1) in the first sentence (A) by striking
out “and” after “1976,”, and (B) by insert-
ing belore.the period a eomms and the fol«
lowing: “$35,000.000 for the fiscal year end-
ing September 30, 1978, 840,060,000 for the

: fiscal year ending September 30, 1980, and

* ber 30,-1981"; and

$45,000,000 for the fiscal year ending Septems-

was snnoiunced .
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(2) by striking out the second sentence
and inserting in lieu thereof the following:
“A% least 20 per centum of the amount ap-
propriated under the preceding sentence for
any fiscal year or %6,000,600, whichever is
-less, shall be avallable only for heslth serv-
ices research, evaluntlon and demonstration
‘activities directly undertaken through the

- National Center for Health Bervices Research,
and st least 5 per centum of such amount -
or £1,000,000, whichever is less, shall be avail--

able only for dissemination activities di-

- rectly undertaken through such Center.”,

(b) Bection 308(1)(2) is amended (1) by
inserting “and epidemiolegical”: after “sta-

© -Histieal”, " (2) by striking out “and” after

“1976,", and (3) by inserting before the pe-
riod & comms and the following: “$50,000,~

000 for the fiscal year ending September 30,

1679, $65,000,000 for the fiscal year ending
September 30, 1880, and $70,000,000 for the
fiscal year ending September 30, 1981".

“GENERAL AUTHORITY
B8ec. 3. (a) Subsection (a) of section 304

- '1s amended to read as foliows:
“(&) (1) The Becretary, acting through thie .

National Center for Health Services Research,
the National Center for Health Statistics, and
the National Center for Health Care Technol=-
ogy, shall conduct and support research,
demonstrations, evaluations, and statistical
&nd epidemioclogical sctivities for the pur-
pose of improving the efectiveness, eficiency,

and quality of health services in the United

SBtates.

“(2) In ecarrying out paragraph (1), the .
~Secretary shall give appropriate emphasis to

‘research, demonstrations, evaluations, and
statistical and epidemiological activities re-
specting— -

“(A) the mecessibillty, aceeptabllity, plan- = to

ning, organization, distribution, utilization,

and financing of systems for the delivery of -
. health care,

“(B) alternative methods for measuring

. ‘and evaluating the quality of systems for the

delivery of health care. .

“{C} the collection, analysis, and dissem!i-
nation of hesalth related statistics,

“{D) aliernative methods to improve and
promote health statistical and epidemiolog-
ical activities, . .

“(E} the safety, efficacy, effectiveness,
cost effectiveness, and soclal, economic, and
ethical impacts of health care technologies,

“(F) slternative methods for disseminat-

ing knowledge concerning health and health

Telated activities, .
“{G) ithe special health problems of low
ineome and minority groups and the elderly

to insure that these problems are assessed’

on & periodic regular basis,
“{H) the prevention of Uiness, disablitty,

- and premature deaths in the United States,

“{I) heaith care costs, incresses in such

. ensts, and the reasons for such increases, and

“{J) the impact of the environment cn
individual health and on health eare,
© *(8) The Secretary shall, through the Na»

tional Center for Health Services Research,

the National Center for Health Statistics,

‘and the Natlonal Center for Health Care

Technology and using Nstlional Research
Service Awards and other appropriate au-
thorities, undertake and support training
programs to provide for an expanded and
continuing supply of individuais qualified to
perform the research, examination, .and

" demonstration projects set forth in sections

305, 306, and 309.",

(b) Paragraph (1} of section 304(b) 1is
amended (1) by inserting *, when appropri-
-ate,” before “enter into contracts”, and (2)
by striking out ail after “entities and in-
dividuals” the second time it appears and
Inserting in lieu thereof a perlod.

{c). Subsection (c¢) of section 304 is
amended to read as Iollows:

- “(c} (1) The Secretary shall coordinate ail

a

health services research, evalustlons, and
demonstrations, all heaith statistical and

. epidemiological activities, and all research,
‘evaluations, and demonstrations respecting

the asséssment of health care technology
undertaken and supported through untts of

October 13, 1978 S

the Department of Health, Education, and

Welfare, To the maximum extent feasible
such coordination shall be carried out
through the HNational Center for Health
Bervices Research, the National Center for

for Health Cere Technology. = -
“(2) The Secretary shall coordinate the

health services research, evalustion, and

demonstrations, the health - statistica]l and
(where appropriste} epldemiological activi-

" Hles, and the research, evaluations, and

demonstrations respecting the assessment of-
health care technology suthorized by this
Act through the National Center for Health
Bervices Research, the National Center for
Health Btatistics, and the National Center

for Health Care Technology.”.

(4) Section 304(d) (3) is amended (1) by
striking out “experts and”, (2} by insert'ng

afier *“ad-
visable”, and (3) by adding at the end the

following: “The Secretary may, fof the pur- -
-pose of carrying out the functions set forth

in sections 805, 306, and 300, obtain (in ac-
cordance with section 3109 of title § of the

-Health Statistics, and tre National Center °

““but In eecordance with section 3108 of .
ilfle 5, Untied States Code”

United States Code, but without regard to

the Nmitation in such section on the num-
ber of days or the perlod of service) for each
of the centers the services of not more than
fifleen experts who have appropriate scien-
$1fic or professional qualifications.”. -

“(e) The heading for section 304 is amended . -

read as follows:

“GENERAL AUTHORITY BESFECTING BRESEARCH.,
EVALOATIONE, AND DEMONSTRATIONS IN

HEALTE STATISTICS, HEALTH SERVICES AND

| EXALTH QARE TECHNOLOGY™.
NATIONAL CENTER FOR HEALTH SCRVICES
RYMGEARCH - ‘

8gc, 4. Bubseciion (b) of section 305 is
amended— )

(1) by striking out “may undertake and

- Bupport” and inserting in Meu thereof "shail

undertake and support™;
. (2) by striking out “construction,” in
paragraph {3);

(2);
(4) striking the period In paragraph (8)

and inserting in lieu thereof “, and"; and
(5) adding st the end thereof the following

-new paragraph:;

“(4) the wuses of computer sclence in

health services delivery and medical infor-

mestion systems.”,
© NATIONAL CENTER FOR HEALTH STATISTICS

(3) striking “and” at the end of paragraph )

. 8ec. 5. {(a) Subsection (b) of sectlon 306

is amended (1) by striking out “may”, (2)
by inserting “shall” after *{1)" and after
“{2)", (8) by striking out “and” at the end
of paragraph (1), (4)- by striking out the

~period at the end of paragreph (2) and in-

serting in lieu thereof a semicolon, and (5)
by adding afiter paragraph (2) the following:

“{3) may undertaken and support by grant - -

or contract) epldemiologieal research, dem-

onstrations, and evaluations on the matters

referred to in paragraph (1); and :
*{4) may collect, furnish, tabulate, an

analyze statistics, and prepare studies, on.

matters referred to In paragraph (1} upon
request of public and nonprofit privaté en-
tities under srrangements under which the
entities will pay the cost of the service pro-
vided. . . ] ‘

Amounts appropriated to the Secretary from
payments made under arrangements made
under paragraph (4) shall be available to the
Secretary for obtigation until expended.”.

(b) Section 306(c) is amended by—

N
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- {1y inserting “and epidemislogical™ after
“statistical” each place it oceurs; rad

and Lnsertlng in lieu thersol “Human Re-
sources’”,

{c) (1) Subsection {e) ol sectmn 306 is
~ amended 10 read as follows:
-({e) ¥or the purpose of prodiucing com-
parable and uniform health information and
statistics, there is established $he Coopera-
" tive Health Statistics System. The Becre-
tary, acting through the Center, shallw—

*{1) coordinate the sctlvities of Federal
agencies involved in the design and imple-
mentation of the System:;

- *(2) undertake and support (by grapt or.

‘coniract) research, development, demonstra-
tions, and evaluastions respecting the - Sys-
tem;
. *(3) mnake grants to and enter into con-
- - tracts with State snd local health apgencies
. to assist them in meeting the costs of data
collection carried out under the System; and
. *{2) review the statistical activities of
the Department of Health, Education, and
Welfare to assure that they sre consistent
with the System. *
‘States participating in the Bystem shall
designate a State sgency 1o sdminister or

‘be responsible for the administration of the.

statistienl nctivities within the State under
the System. The Secretary, acting through

the Center, shall prescribe guidelines to as- -

sure that statistical activities within States }
. ence™; and

'v. participating in the systern produce uni-

- form and timely data and assure appropri-
ate access to such data.”.

. {2) Paragreph (4} (D) of subsection'(i) o

" section 806 is amended by inserting before

‘the semicolon the following: *, with Tespect
-10 the Cooperative Health Statistics System

- -established under subsection (e), and with
respect to the standardized means for the
collection of health information and statis-
ties to be established by the Secretery under

-gubsection () (1)". -

(4) The first senience of subsection (f)
of section 206 iz emended by inmserting *,

" -acting through the Centet,” after “the Secre-

tary’’, .

{e} {1} Sectlon 805{1) {1) 15 amended by
striking out “United States”,

... .. {2y Paragraph (2)(A) of section 306(i}
is amended by inseriing “nhealth planning.”
after “health statistics”.

{f) Section 306 is amended by redesig-
nating subsection (1) as subsection (k) and
by inserting after subsection (h) ihe follow-
‘Ing new subsections:

“{1) The Center may provide 0 public and
nenprofit private entities engaged in health
planning activities technieal assistence in
the effective use in such activities of statis-
ties collected or compiled by the Center. .

*{}) In carrying out the requirements of
section 804(¢) and paragraph (1) of sub-
section (e} Of this section, the Secretary
shall coordinuate health statistical and epide-
miological activities of the Department of
Health, Education, and Welfare by—

(1) establishing standardized menns for

- 'the collection of henlth information snd

‘Etatistics under laws administered by the .

-Secretary;

*{2)} developing, in consultation with the
National Committee on Vitel and Health Sta-
. tistles, and maintaining the mirimum sets
of data needed on & coniinuing basis to Tul-
fil] the collection requirements of subsection
(B} (1):

*(3} after consultation with the Nntional -

Committee on Vital and Health Statistics,
-establishinpg standards to sssure the guality
of health statistical and eptdemiological data
collectlon, processing, and analysis;

“{4) in the case of proposed health data
. collections of the Department which are re«

".quired to be revlewed by the Director of the
Ofice of Mensgement and Budget under

(2) -striking “Labor snd Public Welfare” '
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sectlon 3500 of title 44, United Btates Code,
reviewlng such proposed collection to deter-
mine whether they conform with the mini-
mum 5ets of data and the standards promml.
gated pursuant to paragraph (2} and (3),
and If any such proposed collection is found
not to be in conformance, by taking such

action &5 may be necessary to assure that it -

will conform 1o such sets of dats and stand-
ards, and

‘'{B) periodically reviewiny ongolng health
data coliections of the Department, subject
1o review under such section 3509, to deter-

mine if the collections are being conducted

in accordance wiih the minimum sets of
data and the standards promulgated pursu-
ant to paragraphs (2} and (3) mnd, if any
such collection is found not to he in con-
formance, by taking such action a5 may be
hecessary to assure that the collection wil
conform to such sets of data and standards

-not laier than the ningtieth day after the.
" date of the completion of the review of the

collection.”.

. HATIONAL CENTER FOE HEALTH CARE TECENOL-
NATIONAL - COUNCIL ON HEALTH CARE -

- ogE;”
TECHNOLOGY
Sec. 6. (8} Section 309 is amendeo.—-

(1) by amending the section heading to

read as follows:- ) .
“HEATTH CONFERENCES AND HEALTH EDGCATION
INFORMATION";
{2} by inserting “(a)™ before n4& gonfer-

(3) by striking out 309" and inserting in
lieu thereof 310",

‘(b) Section 310 (as in effect before the
date of the ehactment of this Act) Is amend-
atl--

{1) by striking out fhe section headtng:
and

(2) by striking out “See. 310.” and insert-
ing in len thereof " (b)”,

{e) Part A of title m is amended by add-

ing after section 308 the Ionowing new sec-
tion:

“HATIONAL CENTER FOR HEALTH CARE TECHNOL" .

. OTY: NATIONAL COUNCIL ON HEALTH CARE:
TECENOLOGY
“Sec. 808. {(a) There is est.abhshed in ‘the
Department of Health, Education, and Wel-

. fare the National Center for Health Oare

Technology {hereinafier in this section re-
ferred to as the ‘Center’) which shall be un-
der the direcilon of n Director who shall be

appointed by the Secretary and supervised-

by the Assistant Secretary for Health (or
such other officer of the Department as may
be desipnated by the Setretary as the princi-
pal adviser to him for health programs).

“{b) (1) The Secretery, acting through the
Center, shall undertake and support (by
grant or contract) assessmelits of Zealth
care techmology. Such assessments shall
take into acount the sadety, effectiveness,
and cost efiectiveness of, ahd the social, eth-
ical, and economic 1mpact of nealth care
technologies.

{2} The Secretary, actmg through the
Center, shall encourage, ulidertake, and sup-

.port {by grant or contract) research, dem-

onstrations, and evaluations respecting—
“(A) the faciors that affect the use of

health care technologles in the TUnited

States; B
*{B) methods for diseminating informa-

. tlon on health care technologies; and

“{C} the efectiveness, cost efectivemess,
and social, ethical, and economic impacts of
particular medical technolopies.

*“(3) The BSecretary, acting through the
Center, shall encourage and support {(by
grant or contract) research, evaluations, and

- demonsirations respecting the safety and

eiflicacy of particular health care technologies.
“{4) The Sedcretary, acting through the
Center and in consuitation with the Natlonal

Council on Health Care Technology, shall es- -

tablish pricrities for the activities prescribed -

by paragraphs {1); (2}, and (3). In determin-
ing  an activity respecting a particuiar
hiealth care technology should be given prior-
, ity, emphasis shall be place on—

actual or potential benefite to patients asso-
-ciated with the use of the technolegy,

“{B) the actuel or potentlal r:.ost of the .

techmology,
{C} the actual or patential rate of its nse,

_and

“({D) the stage of development of th.e
technology.

“{5) The Center may make recommenda-
tions to the Secretary respecting health care
techniology issues in the administration of the
Inws under the Secretary’s jutisdiction, in-
cinding recommendations with respest
reimbursement policy.

“{t) (1) 'The Secretary, acting through the
Center. shall, by grant or contract, assist pub~
lie and private nonprofit entities in meeting
the costs of planning and establishing new

centers, ahd operating existing and new cen-

ters, for assessments, multidiscipiinary re-
search, evalugtions, and demonstrations re-

specting the matters reterred to in para~. 7

‘graphs (1} and (2) of subsection (b). To the
extent practicable, the 'Secretary shall taxe
such gactions, in accordance with the require~
ments of this subsection and section 308, to
assure that three such centers shall be oper-
ational by September 1, 1981,

*“(2) (A) No grant or contract may be
.mede under this subsection for planning and "

establishing a ceriter unless the Secretsry,

‘scting through the Center, determines that. -

when it is operattonal it will meet the re-
quirements listed in subparsgraph (B}, and

no payment-shall be made under a grant or a

contract for operation of @ center unless the
center meeis such requirements.

“(B) Each center shall meet the Iouowlng'—'

requiremenits:
“{1) There shall be a full-time director of

the center who possesses s demonstrated ca- -
pacity for sustained productivity and leaders

ship in =ssssesments, research, demonstrse
tions. and ewaluations respecting the mate
- ters referred to in paragraphs (1) and (2)
of subsecticn (b), and there shall be such
additional professional stafl as mey be s,ppro-

priate
’ "(:1) The staff of the center shal] hs.ve eX~

pertise in the various disciplines needed to

conduct assessments, multidisc:pllnary re-
sedrch, evaluations snd demonstrations re-
pecting the matters referred to in paragraphs
(1} and (2) of subsection (b).

“{iil} The center shall be located within

an established peademic or research institu-

tion with departments and resources &ppro~

priate to the programs of the center.

“{lv} Each center shall meet such addi-
tional requirements as the Secretary may by
reguiation prescribe.

. "{d) Any grant or contract under subsec-
tion (b} or {c), the direct cost of which winl
exceed 335,000, may he mede or entered into
only after eppropriate review for scientific
merit by peer review groups composed of ex~
perts In ithe relevant fields and only after the

National Council on Health Care Technology -~

has had sn opportunity to review the project

‘with respect to Which the grant or contractis | -

to be made or entersd into.

*(#) To assist in carrying out this section, -

the Secretary, acting through the Center,
shall cooperate and consult with the Na-

tional Institutes of Health, the Veterans'.

Administration, and any other interested
Federal departments or apencies and with
State and local hee.lth departments and
agencies.

*(£)(1} There is established ‘the Natlonal
Council on Health Care Technology (hergin«

-after in this subsection referred to as the -

*‘Council’). The Council shall--
*'(A) advise the Secretary and the Director

‘of the Center with respect to the parforme

“{A) the actual or potential Tisks and the -

O 1Ldbae Ui
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ancé of the’ functions prescribed by this
section;
“(B} review spplications for grants and

- ‘contracts under this section in excess of

-$35,000 and provide the Secretary its recom-

mendation respecting the approval of such

.. gpplications;

“(C). after consultation with appropriate
public and private entlties, advise the Sec-

‘retary respecting the safety, efficacy, effec-

tiveness, cost effectiveness, and the social and

" economlc unpa.cts of particula.r health care

technologies:

“(D) aiter consultation with approgrlate
public and private entities, develop, when
appropriate and to the extent practieable

exemplary standards, norms, and ¢riteria con- .
- -cerning the use of particular health care.
technologies; and

“(E) promptily publish, dlssemlnate and

-otherwise make aveileble, through the Na-
- ttonal Library of Medicine, standards, norms,’
.and criteria developed under subparagraph’

(D).
*{2) 'The Council shall consist of—
*{A) the Director of the National Institutes

-of Health, the Chief Medical Officer of the
‘Veterans' Administration, the Assistant Sec-
- retary for Health and Environment of the

Department of -Defense, the Chairman of the
Nationsl Professional Standards Review
Council, & member of the National Council

B on Health Planning and Development (estab-
- lished under section 1503), the Director of -
- the Office of Sclence and Techmnology Policy,

- the head of the Food and Drug Administra-
" tion (or the successor fo such eniity) who

- -head of the Center for Disease Contirol (or

the successor to such entity}, and the head

. of the Health Care Financing Administra-
- tlon (or the successor to such entity), the

(or their designees) .shall-be ex. officic mem-

“bers,; and

“{B) eighteen members appolnted by the
Secretary.

The Secretary shall make his Initial appoint-

ments to the Councll within one hundred
and twenty days of the date of the ensctment
‘of this section. Six of the appointed members

- ghall be selected from individuals who are

distinguished in the fields of mediclne, engl-

- .-neering, or sclence {(including social science)}.
" Of such six members, &t least two shall be

selected from Individuals who are representa-
tives of business entities engaged in the de-
welopment or prodguction of health care tech-
nolozy. Two of the appointed members shall
be physicians, two of the appointed rembers

.chall be selected from individuals who are

hospital administrators, two of the appointed

" members shall be selectéd from individusls

who are distinguished in the field of econom-
ies, two of the appointed members shall be

-selected from individusls who are distin-

guished in the fleld of law, one of the
appointed members shall be selected from

- individuals who are distinguished in the fisld
.-of ethics, and three of the appointed mem-

:bers shall be selected from members of the

general publlc who represent the interests
of consumers of heatth care.
-*(3) (A} Each appointed membher of the

- :Council shall be appointed for & term of four
. years, except that— .

“{t} any member appointed to fill & vacancy
occurTing prior to the expiration of the term

. Tor which his predecessor was appointed shall

_three years, four shall b

T amralridod faw fhn mamanlvedan of ;b s
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Bnd

“{i1) of the members first appointed after
the date of the enactment of this section,
four shall be appointed for a term of four
years, four shall be appsl . 4 for a term of
appointed for a
term of two years, and four shall be appointed
for & term of one year, as designated by the
Secretary at the time ~ appointment,

Appointed members may serve after the expl-
ration of their terms until thelr SUCCess0rs

"have taken office.
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*“(B) Members of the Council who are not
officers. or employees of the Uniied States

shall receive for each day they are engaged.

in the performence of the functions of the
Council compensation at rates not to exceed

_the daily equivalent of the annual rate in

effect for grade GS5-18 of the General Sched-
ule, including traveltime; and all members,
while so serving away from their homes or
regular places of business, may be allowed
travel expenses, Including per diem in leu
of subsistence, in the same manuer &s such
eXpenses are authorized by section 5702 -of

title 5, United States Code, for persons in

the Government service employed intermit-
tently.

*{4) The Council shall annually elect one
of 1ts apolnted members to serve as Chaliman
until the next election.

“(56) The Council shalli meet at the. call
of the Chalrmean, but not less often than
four times a year.

“(g) The Director of the Center shall (1)
designate & member of the s‘aff of the

Center to act as Executive Secretary of the
-Councl], and (2) make aratlable to the Coul-

cil such s5taff, information, and other assigt-
ence as it may reguire to carry out its fune-
tions.

“{7) The Councn shall be subject to_the
¥Federal Advisory Commitiee Act except that

‘the Council shall terminate Sept.ember ‘30,

1981,

*{g) The Director of the National Insti-
tutes of Health, the head -of the Food and
Drug Administration (or the successor to
such entity), the head of the Center for

Disesse Control {or the successor to su'ch en-.
“tity), the head of the Health Care Financing

Administratipn (or the successor to such ene-
tity), and the head of any other entity of
the Department of Health, Education, and

- Welfare designated by the Secreiary shall

each make svallable annually to the Center

snd the Counell a lsting of all health care.

technologies of which he s aware that are
under development and appear hkely to be
uzed in the practice of medicine.

“(h)} For purposes of this section, the
term ‘*herlth ~care technology’ means any
discrete and identifiable regimen or modality
used. to diagnose and freat ilimess, prevent
disease, maintain patient well-being, or facili-
itate the provision of health care services.

“(f) There are authorized to be appropri-
ated to earry out this section $15,000,000 for
the fiscal year ending September 30, 1979,
$25,000,000 for the fiscal year ending Septem-
ber 30, 1880, and $33,600,000 for the fiscal
year ending September 30, 1981. Not less than

* 15 per centum of the smount appropriated

for the fiscal year ending September 30, 1981,
shall be obligated for assessments, research,
demonstrations, and evaluations directly un-
dertaken from the Center under paragraph
(1} or (2) of subsection (b).”.

(d) (1) Subsection (a) (1) of section 308 1s
smended (A) by inserting “and sectlon $09"

after 307", and (B) by striking out “henlth -
.statisties” and inserting in lleu thereof *,

health statistics, and health care technology”,
(2) Subsection (b) (1) of such section Is

amended by striking out “‘or 307" and in-

serting in lieu thereof “307, or 309".

(3) Subsection (d) of such sectlon is
gmended (A} by striking out *or 307" and
inserting in lleu thereof 307, or 809", and
{B) by inserting “or epidemlialogical” after
“statistical” in clause (1}.

(4) Bubsection (e) of such section i
amended by striking out “or 307" each place
it oceurs and Inserting In leu thereof “307,
or 309™.

(6) Subsectlon (I} of such section Is
amended by striking out *or 306" and inser{-
ing in lieu thereof *306, or 3097,

{6) Subsection (g)(2) of such section is

emended by striking out “and 806" and ine
serting in lieu thereof 306, and 309",

{7) Subsection (h)(1) of such section is’

it occurs and inserting in lieu thereof “306,

~ar 308",

. .{8) The hea.djng for such section 18
smended by striiking out “AND 3o7” and in-

-serting in lieu thereof “307, AND 308",

ETUDY QF COSTS OF DISEASES. AND ADVERSE EU-
. FECTS ON HUMANS WHICH ARE ENVIRON-
MENTALLY RELATED

- 8Bec. 7. Sectlon 304 (as amended by sec-
tion 3(d)) is amended by adding at the end
the following:

“{e)(1) The Secreta.ry and the National
Academy of Sciemces (acting through the

Institute of Medicine and other appropriate
‘units) shall, jointly and in cooperation with
- the " Administrator of the Environmental

Protection Agency, the Secretary of Labor,
the Consumer Product Safety Commission,
the Council of Economic Advisers, the Coun-

-¢ll on Wage and Price Stability, the Council
‘on Environmental Quality, and other en-
‘tities of the Federal Government which the -
Secretary determines have the expertise in
the subject of the study preseribed by this -

paragraph, conduct, with funds appropriated
under section 308(1){2), an ongoing study
of the present snd projected future health
costs of pollution and other environmental
conditions resulting from human activity
{including human activity in any place in
the indoor or cutdoor environment, includ-

- jng places of employment and residence). In.

conducting the study, the Secretary and the
Mational Academy of Sciences (hereinafter .

in this subsection referred to as the ‘Acad- .

emy’} shall, to the extent feaslble—
“(A) identify the pollution (and the pol-
Iutants responsible for the pollution) and

_other environmentsal conditions which are,
- or may reasonably be anticipated to be, re-

sponsible for causing, contributing to, in-

cereasing susceptibility to, or aggravating

human diseases and adverse eflects on .
humans;
“({B) identify each such disease and ad-

verse eifect on humans and specifically deter-

mine whether cancer, birth defects, genetic
damage, emphysemas, asthma, bronchitis, and
other respiratory diseases, heart disease,
stroke, and mental illness end impairment
are such s disease or effect;

“{C} tdentify (on a national, regional, or’
other geographical basis) the source or
sources of such pollutants and conditions
and estimate the porition of each pollutans
snd the extent of each condition which can
‘be traced to a specific type of source;

“(D) ascertain (i) the extent to whlch

the pollutants and conditions identiffed un- .

der subparagraph (A} are, or may reasounably

“be anticipated to be, responsible, individually

‘or collectively, for causing, contributing to,
‘increasing susceptibility to, or aggravating
ihe diseases and effects identified under sub- |
paragraph (B), and (i1} the effect upon the
incidence ‘or severity of specific diseases and
effects of individual or collective, as appro-
priate, incremental reductions in the pollu-
{ants and changes in such conditions; and

“(E) guantify (1) the present and pro-
jected future health costs of the diseases and
effects ldentified under subparagraph (B),
and (il) the reduction in health costs which
would result from esch incremental redue-
tion and change referred to in subparagraph
(D) (1)

“{2) The Secretary shall enter Into appro*
priate arrangements with the Academy un-

- der which the Secretary shall be responsihle
- for expenses incurred by the Academy in con=

nection with the study prescribed by para-
graph (1).

*“(3) The first report on the study pre-_
seribed by paragraph (1) shall be made to
the Committee on Humsan Resources of the
Senate and the Commtttee on Interstate and

Foreign Commerce of the House of Repre- .
sentatives by the Secretary and the Acad- .

emy not later than elghteen months after
the de_\.te of the enactment of this subsection.

e i ey

October 13, 1978.

-emended by sirlking out “or 206" each place
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._Subs;quenﬁ reports on, the study shall be
mnade by the Secretary and the Academy

every two years after the date the first report
{s submitted, Each report shall (A) identify
deficiencies and llmitations in the data on
‘tire matters considered in the study and
recommend actions which may be taken to

“eltminate sueh deficlenctes and lmitations,

{B} include such recommendations for leg-
islation as the Secretary determines appro-
priate, (C) include recommendations for

- facilitating studies of the eflects of hazard-

ous substances on humans, and (D) include

_.a description of any administrative action

proposed to be taken by the Secretary, the

"Administrator of the Environmental Protec-
. tion Agency, the Secretary of Labor, and the. .
- Consumer Product Safety Commission to re-

duce the costs which have been quantified
under paragraph (1) (E} (1). In conducting
the study, the Secretary and the Academy

- shall seek assistance from public and private

health financing entities in securing the
data needed for the study.

‘“{4) For purposes of paragraph (1), the

" erm ‘health costs of pollution and other en-

vironmental conditions’ means the costs of
human diseases anhd other adverse eflects o

humans which pollution and other environ- -
mental conditions are, or may reasonsbly be .
" anticipated to be, responsible for causing.

contributing to, increasing susceptibility to,

‘or aggravating, Including the costs of pre-

venting such diseases and effects, the costs
of the treatment, cure, convalescence, and

rehabilitation of persons safflicted by such
" diséases, costs reasonzbly attributable to

pain and sufiering from such diseases and
effects, loss of income and future earnings

 resulting from such diseases and efiects, ad-
verse effects on productivity (and thus in--

creases in production cosits and consumer

- prices) resulting from such diseases and ef-

fects, loss of tax revenues resulting from
such decredses in earnings and productivity,
costs to the welfare and unemployment com-

- pensation systems-and the programs of health

‘benefits under titles XVIII and XIX of the
‘Bocial Security Act resulting from such

-diseases and effects, the overall increpses in
costs throughont the economy resulting from’

such diseases and effects, and other related
direct and indirect costs.”. .

. THFORMATION ON EFFECTS ON HEALTH OF THE

ENVIRONMENT AND EMPLOYMENT CONDITIONS
Bee. B, (a} Sectlon 306 (as amended by

gection §) is amended by inserting after sub-

section (k) the following new subsectlon:
-“{1y (1) The Secretary, acting through the

- ‘Center, shall develop a plan for the collec-
tion and coordination of statistical and -
-epidemiological data on the effects of the

environment-on heslth., Such plan shall in-
clude a review of the data now available on
‘health effects, deficiencies in sueh data, and

‘methods by which existing dats deficiencies

ean be corrected. The Secretary shall sibmit
such plan t0 the Congress not jater than
January 1, 1880,

-*(2) (A) The Secretary, acting through the

Center, shall establish, not later than two

years after the date of the enactment of this -
- subsectlon, guidelines for the collection,

compllation, analysis, publication, and dis-
tribution of statistics and informatlon nec-

- essary for determining the effects of condi-

tions of employment &nd indoor and cutdoor

" environmetital conditions on the- pubtic
“health. Guidellnes established under ihis

subparagraph shall not (i) authorize or re-

" quire the disclosure of any matter deseribed

in section 552(b) (8) of title 5, United States
Code, and (ii) authorize or require the dis-
closure of any statistics or other information
which is exempt from disclosure pursuant to

subsection (a) of section 552 of title 5, :

United States Code, by reason of subsection

- {b}(4) of such section. The guidelines shall
_be reviewed and, if appropriate, revised at
. least every three years alter the date they are

b
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initially esteblished, Guidelines shall tske
effest o0 the date of the promulzation of
the regulation establishing or revising the
guidelines or such later date as may be gpetcls
fied 1n the puidelines.
“{B)} The, guldelines shall he desipned-—
“(1) to improve coordination of environ-

‘mental and heaith studies, statistics, and in--

formation, and to prevent overlap and un-
necessary duplication with respeect to such
sudies, statistics, and information; :
*(li) to assure that such studies, statis-
fies, and information will be -available to
executive departments responsible for the
administration of laws relating to the pro-

tection of the public health and safety or .

the environment;
“{iii) to encourage the more effective use

by executive departments of such studies,

‘statistics, and information;
“{iv) to improve the statistical validity

end reliability of such studies, statistics, and -

information; and .

“{v) to assure greater responsiveness by
the Department of Health, Education, and
‘Welfare and other executive departments in
meeting informational and analytical needs
for determining the effects of employment
and indoor and outdoor environmental con-
ditions on public health.

“{C) In establishing and revising guide-
lines under subparagraph (A), the Secretary

shall take into consideration the plan devel-

oped pufsuant to paragraph (1). .

“{I») The Center shall serve as a clearing-
house for statistics and information with
respect to which guidelines have been estab-
lished under subparagraph (A) and shall as-
sist executive departments in obtaining such
statistics end information for purpeses of
administering iaws under their jurisdiction
relating to environmental health profection
or the safebty and health of employees.

“(E} (i) Each execuilve department shall
comply with the substantive and procedural
requirements of the guidelines. .

“{ii) The President shal] by Executive order
require each executive department to comply
with reguesis, mede in acoordance with the
guldelines, by the Secretary, the Adminis-
trator - of the Environmental Protection
Agency, the Consumer Product Safety Com-
mission, or the Secretary of Labor for sta-
tistics and information.

.%(iii) The President may by Xxecutive

. order exempt any executive department from

compliance with & requirement of the guide-

lines respecting specific statistics or other in-.
formation if the President determines that

‘the exemption is necessary in the interest of
national security, : B -
“(Fy In carrying oub his duties under
this paragraph, the Secretary, acting through
the Center, shall, insofar as practicable,

- provide for coordination of his activities with

those of other Federal agencies and inter-
agency task forces relating to the collec-
tion, analysis, publication, or distribution of
statistics and information necessary for de-
termining the effects of conditions of eme
ployment and indeoor and outdoor environ-
ments) conditions on the public health.”.

*{'G) For purposes of this paragraph, the .
- term ‘guldelines’ means the guidelines, either

a3 initially established or as revised, in effect
under this paragraph. .
{b) The first sentence of subsection (d)
-of section 308 is amended by inserting after
“unless -authorized” the Iollowing: “by

guidelines in effect uwnder section 306(1)

(2) or. .

“(8) The Secretary, acting through the
Center, shall conduct & study of ‘the issues
respecting, and the recommendations for,

establishing & Federal system to assist, in |

‘a manner .designed to avoid Invasion of
‘personal -privacy, Federal, State, and other
entities ip locating individuals who have
been or may have been exposed to hazard-

ous substances to determine the eflect on .

thelr heslth of such exposure and to as-

~der section 402 of Public Law 95-95.
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sist them in obteining appropriate medicat
care shd treatment. In conducting such
study, the Secretary sy consult with any
Public and private entity which it deter-
mines has expertise oi any matter to be
considered in the study. Not later than one
Year after the date of the enactment of this
subsection, the Secretary shall complete ths
study and report to the Congress the re- . -
sults of the study and any recommendations
for legislation or administrative action.-

“(4) In carrying out paragraphs (1), (2).
and (2}, the Secretary shall consult with and -
take into consideration any recommenda-
tions of the Task Force on Environmentsl
Cancer and Heart and Lung Disease, the Ad-
ministrator of the Environmental Protection
Agency, the Secretary of Lahor, the Consumer
Product Safety Commission, the Couucil on
Environmental Quelity, the National Com-

" mittee on Vital and Health Statistics, and .

{the Nationel Academy of Sclences (including .-

_the Institute of Medicine and any other unit

of the Academy).”
' TASK FORCE ON ENVIRONMENTAL CANCER AND
HEART AND IXUNG DISEASE )
SEC. 8. The Director of the National Center
for Health Statistics and the head of the
Center for Disease Control (or the successor

- %0 such entity) shall each serve as members
of the Task Foree on Environmentsal Cancer

and Heart and Lung Disease established un-

'MINE WORKERS STUDY

SEC. 10. The Secretary, acting through the

National Center for Health Services Research,
shall arrange for the conduet of a study to.
evaluate the impsact upon the utilization of
‘health services by and the health status of
members of the United Mine Workers and
their dependents 85 & result of changes in
the United Mine Workers' collective-bargain-
ing agreements. of hMarch 1978, thnt require
copayments for health services. Such study -
and & report thereon shall be completed and

submitted to the Secrstary, the Committee

on Human Resources, the Commitiee on Ap-
propriations, and the Commitiee on Finance
‘©of the Senate, and the Committee on Ways
and Means, the Committee on Appropria--
tions, and the Commitiee on Interstate and
Forelgn Commerce of the House of Reprcsent-

. &tives no later than thirty months after the

date of enactment . of this section. Not more .
than $1,000,000 of the sums authorized to be
appropriated for heéelth services research,
evajuation,-and demonstration activitles by
section 308(i) (1) of the Public Health Serv-
ice Act shall be made available for such
study. ) ) R .
"AMENDMENTS TO THE PUBLIC HEALTH SERVICE -
- ACT

Sec. 11. (a) Subsection (g) of section 208
i3 amended (1) by striking out ‘“one hun-
dred and fifty-five” and inserting. in lieu
thereof “one hundred and seventy-nine™, (2)
by striking out "and not less than™ and in-
serting in liew thereof “, not less than”, and

{3) by inserting after “alcoholism.” the fol- -

lowing: “not less than ten shall be for the-

National Center for Health Services Research, -

not less thap twelve ghall be for the Na-
tional Center for Health Statistics. and not
less than seven shall be for the National
Center for Health Care Technologs,”
{b) Part X of title III is repeaied. :
{2} Sectlon 453 is amended by adding at

itbe end ithe following: “The Segretary,

il

_through the Institute, may, effective Octo-

ber 1, 1878, snd without regard to section
-405, carry out o program of grants for public
and nonprofit private vision research facili-
ties.”.
{(€) (1) Section 472(a) (1} (A) 1s amended—-
- (A) by striking out “and" at the end of
clause (i), y )
(B} by redesignating clause (iv) as clause
{vii), . . - i
{C) by inserting after clause (il1) the fol-
lowing: - .
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«(jr} research at the National Center for
Health, Services Research, the National Cen-
ter for Health Statistics, and the National
center for Health Care Technology, :

=1v) training at such Centers o under-
take such research,

»(vl) research on the matters set forth in

section 304(a) (2) at public institutions and-

st nonprofit private institutions, and”, and
(D) by stiriking out “such research” in
clause (vil) (as so redesignated) and insert-

"$ng in lien thereof “biomedical and.bshavs

joral research and the research described in
clause {vi)}". '
(2) Section 472(a) (1) (B) is amended by

. striking out “such research” and inserting

in lieu thereof “biomedical and behavioral
research and the research described in sub-
paragraph (A} (vi) ",

(e} Title V is amended by adding at the

end the following:

“CONTRACT AUTHORITY

“SEc. §14. The suthority of the Secretary
to enter into contracts under this Act shali
be effective for any fiscal year only to such
extent or in such. amounts as are provided
in advance by appropriation Acts.”. .

{1){1) The second sentence of subsection
(&} of section 705 is amended to read as fol-
lows: “Such records shall include records
which fuily disclose (A) the amount and dis-
position by such entity of the funds paid to

“it under such grani, loan, loan guarantee,.
Interest subsidy, or contract, (B) the total
- cost of the project or undertaking for which

such grant, loan, loan guarantee, interest

. subsldy, or contract is made, (C) the amount

of that portion of the cost of the project or
undertaking recefved by or allocated to such

- entity from other sourceg, and ()} such other

records as will facilitate an audit conducted
in accordance with generally aceepted audit-
ing standsrds.”.

(2} Subsection (b)

*(b) Each entity which received a grant or
entered into & contract undet this title shall
provide for a biennial finaneial audit of any-

"-books, accounts, financial records, files, ang
- other papers and property which relate to the

disposition or use of the funds received under

..such grant or contract and such other funds
recelved by or sllocated to the project or

undertaking for which such grant or contract

-~ was made. FOr purposes of assuring sccurate,

current, and complete disclosure of the dis-
position or use of the funds recetved, each

. such sudit shall be conducted in accordance

with such requirements concerning the indi-
vidual or agency which conducts the aundit,
snd such standards applieable to the per-
formance of the audit, as the Secretary may

by regulation provide. A report of each such

audit ghall be filed with the Secretary at such

 time and in such manner as he may require.”,
(g) Section 771(d) is amended by adding’

at the end the followlng:

. *(5) The Secretary may walve (in whole or
in part) application to a school of dentistry
©f the requirement of any paragraph of this
‘Bubsection if the Secretary determines, after
recelving the written recommendation of the

~appropriate accreditation body or bedies {ap-

proved for such purpose by the Commissioner
of Education)} that compiliance by such school

-with such requirement will prevent it from

malintaining its acereditation.”.”

‘HEALTH PROFESSISNS REFORTS AND PROGRAMS
Sec. 12, (a) Section 708(d) of the Public

Health Service Act is amended (1) by strik-~

ing out “not later than September 1 of each

| ‘year”, and (2) by inserting at the end the

following: “Such report shall be submitted

‘ -blennially, and the first such report-shall be

due not later than October 1, 1979.".

) of seclion 705 15
amended to read as follows:
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(b} Sectlon 709(b) of such Act is amended .

by striking out “January 1, 1979” and insert-
ing in lieu thereof “¥ebrusry 1, 1980".

(¢) Section 751(1) of such Act is amended
by striking out “December” and iunserting in
lieu therecf *March",

(d) Seclion T7i(L){(2)(B) of such Act s

amended by striking out “45 days after the

date for which the determination is made”

- end inserting in Heu thereof “the first De-

cember 31 occurring after the date for which
the determination is made”.’

(€) Section 782(c) of such Act is amended
by striking out “September 30, 1879 and in-
serting in lieu thereonf “March 1, 18807,

(fy Section 788(b)(6) of such Act is
amended by striking out “Septembey 30, 1878
and Imserting in lieu thereof “QOctober 1,
1979 . -

(g) Section 793(c) of such Act is amended
{1) by striking out “annually” and inserting

in liev thereof “bienntally”, and (2} by strik-
ing out “December 1, 1978" and imserting In.

lien thereof “October 1, 1979, . | .

()} Section 951(b) of the Nurse Training
Act of 1875 is amended by striking out *“Not
later than February 1, 1977, and February 1

of each succeeding year” and inserting in lleu.

thereof "Not later than October 1, 1979, and
October 1 of each odd-numbered year there-

cafter.

{1} (1) Section 702{d) of the Health Pro-
fTessjions Educational Assistance Act of 1976
is’ amended by striking out “not later than

two years alter the date of enactment of this-
- Aet” and inserting in Ueu thereof “not later

than October 1, 197",
{2) Section 903(2)(2) of the Health Pro-

fessions Educatlonal Assistance Act of 1976

is amended hy striking out “January 1, 1879"

.and inserting In lieu thereof “Aprll 1, 1978",

(}) Section T72(e) of the Public Health

‘Service Act is amended by inserting hefore

the period o comma and the following: “ex-
cept that a student who, for othet than aca-
demic reesons, withdraws from & year class
before the end of an academic year or does
not complete an academic year shall not be
considered as having been enrolled in a year
class in that academic year”; o '

MISCELLANEQUS

Sec. 13. (a) (1)} Section.111(h) (42 U.S.C.
7411) of the Act of July 14, 1855, as'amended
by Public Law 85-85, is amended by adding

‘the following at the end thereof:

“(5) Any deslgn, eguipment, work practice,
or operational standard, or any combination
therect, described in this subsection shail be
treated as a standard of perforinance for pur-

. poses of the provisions of this Act (other -

than the provisions of subsection (a) and
this subsection).”. ' ' '
{2) Subsections (d) (1) (4) and (g) (4) (B)

-of such section are each amended by striking

out “iunder subsection (b)” and inserting in
lieu thereof “under this section”.
(3) Subsection (J) of such section Iz

amended by striking out “subsection (b) of™
.in paragraphs (1) {A) and (2) (A) thereof. -

{b) Sectlon 112(e) of such Act (42 U.S.C.
7412) is amended by adding the following at

- the end thereof: - o
“{5) Any design, equipment, work practice,

or operatlonal standard, or any combination
thereof, described in this subsection shall be
treated as an emission standard for purposes
of the provisions of this Act (other than the
provisions of this subsection).”

{¢) Sectlon 117{c)(3) of such Act (42

"U.S.C. 7417) is amended by striking out “(b)
-{I) (B}” in each place i appears. ’

(d) Section 3i7(s)(l) of such Act (42

TU.S.C. 7617) 45 smended by striking ouf .

“({b}™". ) .
And the House agree to the same.

October 13, 1978

Thsat the Senate recede from its disagree-

 ment to the amendment of the House to the
-title of the bill and agree to the same.

Harrey O. STAGGERS,

Pauvr G. RoGERS, :

Davin SsTTERFIELD,

RICHARDSON PREYER,

JaMmEes H. SCHEUER,

Ttm LEE CARTER,

Jaxmes T. BRoYHILL, - : B
Managers on the Part of the House..

EpwarDd EENKEDT, . . T

GAYLORD NELSON,
WirrisM D, HATHAWATY,
HARRISON. A. Wirirams, Jr.,
RIcEARD 8. SCHWEIKER,
J. K. Javrrs, .
© JOHN CHAFEER, - : )
.Managerz on the Port of the Senate.

JorXr ExPLANATORY STATEMENT OF THE
COMMITTEE OF CONFERENCE

The ‘managers on the part of the House .

‘and the Senate at the conference on-the dis-.

agréeing voles of the two Houses on the
amendment of the House to the blll (8. 2466).
t0 amend the Public Health Service Act to -
extend and revise the assistance programs for
health services research and heplth statistics;

. to establish the Office of Health Technology,

and for other purposes, submit the following -

Joint statement to the House and the Seénate ™. -

in explanation ©f the effect of the action
agreed upon by the managers and. recori-
.Jmended in the accompanying conference re-
port: : - .

The House amendment to the text of the

Cbill struck out all of the Senate bill after.

the enacting clause and inserted-a substitute
text., .
The Senate recedes from jis disagreement
to the amendment of the House with an
smendment which is a substitute for the
Senate bill and the House amendment, The -

differences betwWeen the Sensbte bill, - the .

House amendment, and the substitute agreed
‘to in comference Bre noted below, except for
clerical corrections. conforming changes made -
necessary by agreements reached by the con-
ferees, and minor drafting and clarifying
changes. . . . T

| SHOET TITLE; REFERENCE T0 ACT

The Senate bill provided that the Act may

be cited as the “National Institutes of Health

Care Research Act of 1978.” :
The House amendment provided that the

Act may be cited as the “Health Service Re-

search, Health Statistics, and Health - Care -

Technology Act of 1978." _

- The conference substitute conforms to the

. House amendment. N

_ NATIONAL CENTER POR HEALTH CARE
‘ TECHNOLOGY )
Both the Senate bill and the House amend-
ment established an entity to conduct assess-

“ments of and other activities with respect to

heplth technology.

Under theé Senaté bill, the entity was

named the Ofiice of Health Technology.
Under the House amendment, the entity

‘was mamed the National Center for Health

Care Technology.
The conference substitute conforms to the

:House amendment, C

GENEBAL AUTHORITY OF THE SECRETARY

The Senate bill provided that, in carrying
out his responsibilities under section 304 of
the Public Health Service Act, the Secretary
was to give apprupriate emphasis to (1) the
accessibility, acceptabllity, planning, orga-
nization, distribuiion, wutilization, and 8-
nanecing of systems for the delivery of health

' care; (2) alternative methods for measuring

ey

\.'-
i
]
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. and ev ahmtlng the quality of systems for the
detivery of health care; (3) the collection,
annlysis and disseminetion of health-related

T 'statistics; (4) slternative methods to lmprove
and promote health statisticel and epldemi-
ological activities; (b} the safety, efieacy,
eflectiveness, cost effectiveness, and soclal,

" economic . and ethical impacts of medical
technologies; {8) aliernative methods for dis-
senunatmg knowledge concerning health and
health-related activities; (7) the special
problems of low-income and minority groups
and the elderly: and {8) the prevention of
illness, disability and premature deaths in
the United States.

-The House amendment provided that in

-gddition to his existing responsibilities under

“séction 304, the Becretary is to give appro- -

priate emphasis to health care costs, in-
creases in such costs and the reasons for
such increnses.
-~ The conference substitute combines the
provisions of the Senate bill and the House
- amendment,
- MANPOWER TRAINING PROGRAMS

The Senate blll required the Secretary

- (through Nstional Research Service Awards)

to undertake and suppori manpower train-

 ing programs to provide for an expanded and

- eontinuing supply of individuals qualified to

support research, evaluation and demon-

- stration projects with respect to heBlth serv-

. ipes research, heslth statistics snd health
. ehre technology.

. “The House smendment required that the

" “health services research and health statistics

training suthorized to be conducted under

‘.- Bection 304 of the Public Heslth Service Act

‘be conducted . through the National Center

for Health Services Research and the Na-
- tional Center for Health Statistics. ’

Under the provislons of the conference

- aubstitute, thes Secretary is required, through

. the Nationsl Center for Health Services Re-
- starch, the National Center for Health Sta-
fisties and the MNational Center for Health
- Care Technology and ueing National Research
-Service Awards and other appropriate su-
- thofities. to undertake snd support man-
. power trainihg programs o provide for an
- expanded and continuing supply of indi-
“.viduals qualifiled to perform the resesrch,

. -evalustion and demonstration projects with

respect to health services research, health
statistics and heslth cere technology.

EXPERTS AND CONSULTANTS

The Senate blll authorized the Director of
the National Certer for Health Services Re-
- .gparch and the Director of the National Cen-

“ter for Health Statistics each to obtain the
services of not more than 15 experts or con-
- sultants who have appropriaie sclentific or
professional qualifications.

The House ammendment contained no com-

“parable provision,
~ The conference substitute conforms to the
‘provisions of the Senste bill, with s tech-
- nical amendment.

COORDINATION OF ACTIVITIES )

* Existing law requires that all health serv-

lces research, evaluation, demonstratioh and
. hegplth statistical activities undertaken and

supported through units of the Department

-of Health, Education, and Welfare be coordi-

_nated by the Secretery. In addition, existing
law requlres that, £ the maximum extent
feasible, such coordination should be earried
out through the National Center for Health

Bervices Research andg the Natlonal Center

-for Health Statlstics.

The Senate bill retained the provisions of
existing law-except that it Included epidemi-
ologieal activities and required that the co-
ordination also be carried out through the
proposed Office of Health Technology, us well
as the two exlsting Centers.

-'The House amendment changed -existing
law to require coordination of health services

strations respecting  the
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research, evalustion, demonstration and
health statistical activities through the two
existing Centers, but only those activitles au-
thorized by the Public Health Service Act.

The conference substitute comblnes the
provisions of the Senate bill and the House
amendment. ’

In directing the Secretary to coordinate ac~
fivities in the area of henlth services re-
search, health statistics, epidemiology, and
the assessment of health care technologles,
the conferees do not intend to prevent other
agencies within the Department from pur-

suing programs which are directly relevant -

to their mandates, The conferees fcel strongly
that the Secretary should provide sufficient
direction through the Centers to reduce to a
minimum any overlap and duplication in the

areas of health services research, health sta--

tistics, epidemiology and the evaluation of
health care technologies, However, the cons
ferees recognize fully that the National In-
stitutes of Heslth, the Food and Drug Ad-
ministration, the Center for Disease Control,

and the Healln Care Financing Admlnisira- -

tion, among other agencies, mMust pursue re-
search rnd demonstration activities necessary
to administer their individual programs and
to fulfill legislative mandates. The Secretary
will paturally have to exercise careful judge-
ment in determining where such activties
should be better coordinated and where the

individual agencies should be granted sub- -

stantial independence. For example, the con-
ferees would not End it appropriate for the
National Center for Health Statistics to co-.
ordinate epidemiological sactivities 1mder
taken at the National Institutes of Health,

" unless the Secretary finds that the NIH lacks

the capacity to perform that coordinating
role for 1tsell.

AMENDMENTS WITH RESPECT '1‘0 THE‘- NAT!ONAL-

CENTER FOR HEALTH SERVICES RESEARCH

The Senate bill (1) deleted the authority
for the National Center for Health Services
Research to support research with respect
to technology. (2) authorized the Center to
conduct research with respect to the uses of
computer science and health services delivery
and medical information systems.

-Under the House amendment (1) the Cen~ |

ter was required, as opposed to authorized,
to undertake and support research activities,
{2) the -existing authority to conduct re-
search with respect to construction wes de-
leted, and {3) no application for s grant or
coniract for health services research under
a law administered by the Secretary of HEW
could be approved before the National Cen-

ter and the Health Care Financing Admin-

istration had beep given a reasonable op-
portunity to review the application for tech~
nical competence.

Under the conference substitute, the Cen-
ter-i afforded authority to conduct research
with respect to computer science and its an-
thority to support research with respect to
technology is retained. In addition, the cons
ference substitute includes the provision of

the House amendment which requires cer-.

tain research to be conducted as well as the
provision which deletes suthority with re-

spect to coustructionn, The conference sub-.

stitute does not include the reguirement with
respect to review of applications by the Cen=~
ter and the Health Care Financing Admin-
istration.

in retaining t.":e mendate of the National
Center for Health Services Research to un~
dertake and support experitments and demon-

health services and systems, the conferees
wish t¢ make clezr that they do not intend
the NCHSR to compete with the new Na-
tional Center for Health Care Technolopy in

conducting assessments, research, evaluations

and demonstrations respecting the efficacy.
sefety, effectiveness, cost-effectiveness and
sotial,

“technology” of

economic and ethical impacts of -
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health care technologies. The conferees in-

terd, rather, to make certasin that the Na-

tlonnl Center for Health Services Research
can continue to undertake and support de-

velopment programs concerding new tech-:

nologies directly relevant to the organtzn-
tion and delivery of health care services, The
RCHSR should be free to undertake and sup-

- port work relevant to designing, developing.
-and demonstrating such new technologies.

The NCHSR should also have authority to
evaluate the results of studies concerning
the design, development. and demonstration
of these technologies.

-Bvaluating and assessing the effectiveness,
egst~effectiveness, social, ethical and econom-

-i¢ impiicntions of health care technologies

should be the Primary responsibility of the
Nationsl Center for Health Care Tachnolopy.

The conferees recopnize that digtinguishing -

the precise boundaries of the activities of
the National Center for Health Services Re-

‘search and the National Center for Health
- Care Technology may be difficult in some

situations and expect the two centers to

- work closely together to minimize duphca-

Hon of effort.

MN'DMENTE WITH RESPECT TO THE NATIONAL

CENTER FOB HEALTH ETATISTICS
‘The Senate bill (1) authorized the Secre-
tary to undertake and suppori epidemiologi-
cal researeh, demonstrations and evaluations,
(2) reguired that surveys provided to rele-

vant committees of Congress include epi-

demiclogical surveys, (3) changed the refer-
ence to the Senate Committee on Labor and
Public Welfare to the Senate Commities on

Human Resources, (4) formally named the '

Cooperative Health -Statistical System, (5)
eorrectly named the National Committee on

- Wital and Heslth Statistics and (6) required

that the Secretary, in consuliation with the

National Committee on Vital and Health |

Statistics, maintsin needed minimum sets

of dats and establish standerds to assure
the quslity of health statistics and epidemio-- -
logical dats ecollection, and properly COOI‘dl- S

nate dats collections.

“The House smendment (1) required as'

opposed to existing law's permissive author-
ity, the Center to coliect statistics and to
undertake and support certaln activities, (2)
authorized the Center to collect statistics and
prepare studies Upon reguest of pubic and
non-profit private entities under arrange-
ments under which the entities will pay the
cost of the services provided, (3) reguired the

establishment of standardized means for the:

collection of health information and statise
tles in laws administered by the Secretary of
Henplth, Education, and Welfare, (4) formelly
established the Cooperative Health Statistical
System and delineated the activities of the
Center with respect to the system, (5) specl-

fied that the unit of HEW which is to coop- . - .

erate with other Pedersl agencles in canrying
out statistical activities is.to be the Center,

{6) added health planning as a field from -

which persons may be appointed to the
N=ational Committee on Vitsl and Health
Stetistics, and (7) suthorized the Center t¢

provide t0 public and non-profit private en<

tities engaged in health planning activities,
technical assistafice in the efective use in

such activities of statistics selected or com-. .

piled by the Center,

The conference substitute includes the pro-
vigions of both the Senate hill and the House
amendment.

HEALTH CARE TECHNOLOGY
Duties of the Netional Center jor Health'
Technology

‘The Senate bill required the Secreiary,
acting through the proposed Oifice of Health
Technology, to: 1) establish priorities for

research, demonstrations, and evaluations of -

medical technologies; 2) undertake and sup-
port, by grant or contract, research, demon-

1.
i
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su-auons an& evaluations concerning the
safety, efficacy, effectiveness, cost-effective-
. ness, and soctal and ethical impacts of med-

“jeal techinologies; and 3) undertake and
support similar studies respecting the factors
thet affect the utilization of medical tech=
nologies, alternative methods for disseminat-
ing information on medical technoclogies, al-
ternative methods for measuring the quality
of health services, and other matters,

' The House amendment required the Secre-
tary, acting through the Center, to undertake
and support comprehensive assessments of
health care technology. In determining if the

" .assessment of & particular technology should
be given priority, the Center was to consider
a number of factors including the actual or
potential risks snd the actual or potential

i . benefits to patlents associnted with the use -

of the technology, the sctual or potential cost
_~—of the technology, the actual or potential rate
of its use, snd the stage of development of

‘the technology.
The eonference substitute combines pro-

vislons of House and Senate bills. The Secre~ .

tary is required, acting through the Center,
to undertake and support assessments of
‘health care technology. In addition, the Sec~
retary is required, acting through the Center,
fo undertake and support research. in, and
demonsirations and evaluations of 1) the
Jactors that affect the use of health care
technologies In the United States; 2) methods
-for disseminating information on health care
technologies; and 3) the effectiveness, cost-
--effectiveness, and social, ethical and economic

impacts of particular medica! technologies. -

The Secretary Is also reguired to encourage
“.and support research evaluations, and dem-
~onstrations respecting the safety and efficacy
of particular medical technologies. In deter-

mining if an activity respecting & particular -

-technology 1s to be given priority, the Secre
tary is instructed to place emphasis on those
factors which were emphasieed in the House

. amendment.
The conferees feel that the National Center
for Health Care Technoiogy should have at
. least two primary missions. First, it should
stimulate increased scrutiny of new and ex-
- isting health care technologies to insure that
- . ‘their safety, efficacy, cost-efectiveness, social,
- .ethjeal and economic impacis are more com-
pletely ezplored. Secondly.
important, the new Center should encourage
the rapid dissemination of newly developed
health care technologies which have proved
- their worth in terms of safety, efficacy, eost-
effectiveness. The work of the Center and its
Council should act, therefore, both to iden-
.tify those health care technologies which
- bhave been insufliciently evaluated and
to spur more rapid adoption of practices,
Pprocedures and devices whose usefulness has
been demonstrated. The conferees feel
strongly that the Center should be even-
"~ handed and balanced in fulfilling these two

missions,

COCPERATION *

Under the Senate blll, the Secretary was
Tequired to cooperate and consult with the
" National Institutes of Health, the Veterans
i Administration and any other interested
Federal department with respect to health
‘care technology.

The House amendment contained no com-

m—amabla e

FRiaric .JI.UV&B.IUA.I

The conference substituie conforms to the

" Senate bl ]
ESTABLISHMENT OF CENTERS TO ASSESS HEALTH
CARE TECHNOLOGY

" The Senate bUI required the Secretary to
&8siEt public and private pon-profit entities
-in meeting the costs of planning and estab-
- lishing new, and operating existing and new,
centers for research, evaluation and demon~

and just as’
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strations respecting health ecare technologies
The Senate bill established the followlng re-
quirements with respect to each such center:
(1) a full-time Director and additional
professional staff, (2) a staf with expertise
in the various disciplines needed to conduct
multi-disciplinary research, (3) location
with an established academic¢ or research.
insiitution, and (4) such additional require-
ments &s may be prescribed by regulation.

The House amendment authorized the
Secretary to assist public and private non-
proft entities in meeting the costs of plan-
ning, establishing, and operating centers to
assess health care technology. ) )

The conference substitute conforms to the
provisions of the Senate bill.

. REVIEW OF GRANTS AND CONTRACTS

Under the House amendment, any grant or
contract awarded for research, demonstra-
tions and evaluation of health care technol-
ogy, the direct cost of which would exceed
$35,000, could only be made or entered into
after appropriate review for scientific merit
by peer review groups composed by experts in

) _the relevant fields. |

The Senste bill required the National

- Council for the Evaluation of Medical Tech-

nolegy to review and approve sny grant or
contract the direct cost of which exceeded
$35,000.

The conferénge substitute includes the
provision of the House amendment but also
provides that no grant or contiract in excess
of $35,000 may be made or entered into un-
less it has first been reviewed by the National
Council on Health Csre Technology and the
Council’s recommendations respecting - ap-
Pproval has been provided to the Secretary.

RECOMMENDATIONS RESPECTING HEALTH CARE

TECHNOLOGY IS5UES :

" Under the House amendment, the National
Center for Health Care Technology was re-
quired {0 make recommendations to the
Secretary respecting health care technology
issues In the administration of laws under
the Secretary's jurisdiction inciuding recom-
mendations with respeet to reimbursements
under Tities XVIII and XIX of the Social
Security Act, - -

The Senate bill contatned ne. c«omparable‘
. provision.

Under the conference substlmte.
Center is authorized to make recommenda-
tlons to the Secretary respecting health care

-technology issues in the sdmiinistration of

the laws under the Secretary's furisdiction,
including recommendations with respecr. to

‘reimbursement policy.

REPORTS

'Ihe Senate bill required the Secretary to
include in his annual report to the Congress

on the administration of section 30¢ through .

307 and the current state and progress of

‘health services research and health statis-

tics, comparable information
health care technology.

Under the House smendment the Secre-
tary of HEW was required, not later than
December 1 of each year, to report to Con-
gress a comprehensive description of the
activities of the Center for Health Care Tech-
nolegy during the preceding fiscal yesr,

The conference substitute conforms o the
provisions of the Senate bill.

SPECTAL REPORT

'I‘he House smendment included & provi-
sion, not contained in the Senate hill, which
required the Secretary of HEW, within two
years after the date of the enactment of the
proposed . legisiation, to submit & report to
the relevant Committees of Congress describ-
ing the various types of activities undertaken
and supported for the assessment of health

respecting

. care-technology, describing recommendations

the -
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and action taken with respect to reimburse-

ment policy, and describing any additionat
autbority or organizational changes neces.

'sary to moare effectively carry. out Iuncttons

of the Center.

The Senate blil dld not include a ecza-
parable provision and the conference sub.
stitute conforms io the Senate bill.
FATIONAY, COUNCIL FOR THE EVALUATION OF

’ MEDICAL TECENOLOGY

The Senate bill established a National -

Council for the-Evaluation of Medical Tech-
nology consisting of employees of  govern-

_ment, and members of the public. Such

Council was authorized to consult with and
make recommendations to the Secretary with

respect to the salfety, efficacy, eflectiveness, -

cost effectiveness, and the social and econom-
ic impacts of particuler medical technologies
and, when appropriate, after consultation
with appropriate public and private entities,
develop standards, norms and criteria con-
cerning the utilization of particular medigal
technologles.’ In sddition, the Council was
reguired to disseminate the standards, norms
and criteria it had developed, -

Under the Fouse amendment, a Heaith
Care Technology Advisory Committee, con-
sisting of governmental and private members,
was established. The Committee Was to advise

the Secretary and the Director of the Centet- e

for Health Care Technology with respect to
health care technology functions, including

‘the establishment of priorities for assess-

ments to be undertaken or-supported by the
Cernter.

‘The conference substitute conforms to the -

Pprovisions of the Senate bill, with technical
amendments.

The managers did not limit the Couneil
to developing standards, norms and criteriz
based solely on assessments undertaken by
the Center. But not dolng so, however, it is
not the intent of the conferees that the work
of the Councll not be closely tied to the
activities of the Center. Thus, the conferees
would expect the Council, wherever prac-

‘ticable, to use assesments undertaken or sup-
-parted by the Ceinter in developing standards.
norms, and criteria respecting health care -

technology. -

AUTHDRIZATION OI-" APPROPEIATIONS FOR THE
- NATIOWAL CENYER FOR HEALTH SERVICES RE-
SEARCH

The Senate bill provided the following au- -

thorizations for health services research,
evaluation, and demonstration activities un-

-dertaken or supported by the National Cen-

ter for Health Services Research: 832,600,000
for fiscal year 1979, $35,000,000 for fiscai year
1880, and £40,000,600 for fiseal year 1981. In
addition, at least 15 percent of such funds or

26,000,000, whichever is less, was required to

be macie available only for activities directly
undertaken by the Center, and st least 5
percent of such funds or $1,000,000, which-
ever Is less, was 10 be made-available only for

dissemination activities directiy undertaken
- by the Center. -

Under the House amendment, appropria-

- tions of $36,000,000 for fiscal year 1979, $44.-
000,000 for fiseal year 18980 and $49.000.000
“for 1981 were authorized for the health serv-

lce; research, evaiuation, and demonstration
activities undertaken by the Center. In addi-

" tion, at ieast 20 percent of the amount appro-
-priated for any fiscal year or 86,000,000

whichever s less, was required to be made
available for health services research and

- demonstration activities directly undertaken

by the Center. The House amendment also
authorized $2,000,000 for fiscal year 1979, &4.~

" 000,000 for fisca) year 1980, and $4.000,000 for
1881 for health services research training.. - -

Under the conference substitute, the fol-

lowing &uthorizations of appropriations are -
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" Statistics:

madé tor héalih service research, evaluation,
and demonstration sctivity undertaken or

supported by the National Center for Health

‘services Research: $35,000,000 for fiscal yeal

1979, $40,000,000 for fiscal year 1980, and $45,-

- 000,000 for fiscal year 1981. At least 20 per-
cent of the arnount eppropriated for any
fiscal year or $6,000,600. whichever is less, is
required to be made available only for ac-

- tivitles directly undertaken by the Center.
" At least 5 percent.of the amount appropti-
ated in any fscal yeaT or 31,000,600, which-

ever is less, is reguired to be made availabie
only for dissemination activities directly un-
dertaken by the Center. The conference sub-

. gtitute contains no Hne-item authorization

‘for health services research training.
AUTHORIZATION OF APPROFRIATIONS FOR THE

. NATIONAL CENTER FOR HEALTH STATISTICE

Under the Benaie bill, the following au-

" thorizations of appropriations were made for

‘health statisttenl activities: $43.400,000 for
fiscal year 1879, $47,000,000 for fiscal year
1680, and £50,000,000 for fiscal year 1981, Of

the funds appropriated for any fiscal year, at .

east 15 percent wes reguired to be available
‘only for health statistical and epidemiologi-
cal activities directly undertaken by the Cen-
ter. .

Under the House amendment, authoriza-
tions of appropriations for health statistical
activities of the Center were as follows: 660«
000,000 for fiscal year 1979, $75,000,000 for fis-

-eal year 1980, and $80,000,000 for fiscal year
i -198]1. In addition, under the House amend-

ment, of the amount appropriated, at.least
¢ - $1,000,000 in fiscal year 1979, $2,000,000 in -

fiseal ‘year 1080, and $2,000,000 in fiscal year

1981 was reguired to be made avallable for

health statistics tratning.

Under the conference substitute, the fol-
Jowing appropriations are authorized Ifor
nheslth statistical -activities undertaken oOr
supported by the National Center for Health
#50,000,000 for fiscal year 1978,
£65,000,000 for fiscal yesT 1980, and $70.000.-

000 for fiscal year 1981, The conference sub- -

stitute does not include a requirement that a
certain percentage of funds rust be made
available only for sctivities undertaken by

. the Center, nor does it contain an earmark

of funds for health siatistics training.

. AUTHORIZATIONS OF APPROPRIATIONS FOR RE-

SEARCH, DEMONSTRATIONS AND EVALUATIONS
BY THE NATIONAL CENTER FOR HEALTH CARE
TECHROLOGY

Under the Senate bill, the following appro- .

priations were authorized for activities re-
specting heatth care technology: $15,600,000
for fiscal year 1979, $25,000,000 for fiscal year

- .1080, and $30,000,000 for fiscal year 1981. Be-

ginning in fiscal year 1981, of such funds, a¢
least 15 percent was reguired to be made

avallable only for activities directly under-

taken by the Center.
. Under the House amendment, the fol-
lowing appropriations were authorized for

" the Center for Health Care Technology: $15,-
- 000,000 for fiscal year 1979, $25.000,000 for

fiscal year 1980, and $35,000,000 for fiscal
vear 1981. Begloning in fiscal year 1981, not

-“lese than 20 percent of amounts appropri-

sted was to be obligated for assessments

‘directly- andertaken by the Seeretary.
Under -the conference substitute the fol-

lowing appropriations are suthorized for
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the Center for Health Care Technology: $15,-
000,000 for fiscal year 1979, $26,000,000 for
fiscal year 1980, and £33,000,000 for fiscal

‘year 1981. Beginning in fiscal year 1881, not

less than 15 perceni of amount appropri-
ated is to be obligated for assessments di-
rectly undertaken through the Center.

NATIONAL RESEARCH SERVICE AWARDS
Under the Senate bil, the authority of

the Secretary to provide National Research

Service Awartds was extended to authorize
research at the National Center for Health
Services Research, the National Center for

Health Statistics and the Center for Health
Care Technology, as well as trajning at such -
- centers. .

The House amendment contalned no com-
parable provision. )

The conference substitute conforms to the
Senate bill. . :

TECHNOLOGIES UNDER DEVELOPMENT

TUnder the Senate bill, the Director of the
Natlonal Institute of Health, on an annual
basis, was reguired to make available to the
proposed Office of Health Technology and its
Council & list of all technologies which the
Director is aware are under development and

.that appear likely to be used in medical

practice in the near future.

The House amendment contained no com--
' parahle provision. ’

The conference substitute includes the
provisions of the Senate bill, with techni-

~¢al amendments., . -

HEALTH STATUS OF THE -MEMBERS OF UNITED
_MTINE WORKEES -

Under the Senate bill, the Secretary, act-
ing through the National Center for Health
Services Research, weas regquired to -arrange
for & study to -evaluate the impact upon

the utilization of hesalth services by and the

health status of members "of the United,
Mine Workers and their dependents as &
result of changes in the United Mine Work-

‘ers - coliective-bargaining agreemients of

March 1978,
The House amendment contained no comn-
parable provision. : -

The conference suhstitute conforms te the -

Senate biil.
EFFECT OF THE ENVIRONMENT ON HEAUTH

The Senate bill reguired the Secretary to
develop a plan for the collection and coordi-

‘nation of statistleal and epidemioclogical
data on the effiects of the environment on -

health. . .
The House amendment required the Secre-
tary to establish guidelines for the collection,
compilation, analysis, publication and dis-
tribution of statistics and information reces-
gary for determining the effects of conditions
of employment and indoor and outdoor en~
vironmental conditions on the public healtk.
In addition, the House amendment re-
quired the Secretary to conduct & study
focusing on the costs of environmentally
related diseases. :

The conference substitute combines and
integrates the provisions of the Senate bill
and the House amendment. Although. the
form of the Senate bill was altered slightly,
the conferees agreed with the Senate’s intent
that the study should be undertaken in close
cooperation with the Administrator of the
Environmental Protection Agency and the

Secreiary of Labor. -

HEW PATENT POLICY

Under the Senate bill, the Assistant Secre~

tary for Health was granted responsibility
for {1) developing the policies of the De-
partment of HEW with réspect to the rights’

to inventions of lts employees, grantees and

contractors; {2} issuing invention and pat-
ent administration policies 2nd procedures:
{3) administering the receipt and processing
of invention reports by employees, grantees,
and contractors of the Department; (4}
making determinations of rights to inven-
tions and patents involving inventions of
employees, grantees and contractors of the
Department; and (5) making determinations
with respect to applications for licenses,
under patent applications and patents owned
by the United States. In addition, all func-
tions of the Office of the General Counsel

‘relating to patent administration snd ad-

mintstration of inveniion reporis were trans-
ferred to the Office of Health Technology.
However, all legal services and functions
relating to petent inventions were to remain
in the Office of the Genersl Counsel. ’
The House amendment contained no com-
parable provision, and the conference sub-
stitute conforms to the House amendment.
* The conferees strongly urge the Depart-

‘ment to review the manner in which patents

are currently administered within the De-

partment. Thé conferees are aware of ex- -
pressed  dissatisfaction with the pace at.
. which patent applications are currently proc-
“.essed within HEW. Unnecessary delays in
determining rights -to inventions developed -
with Federal dollars deprive taxpayers of the

potential benefits of reseerch and develop-
ment finsnced with Federsl monies. The con-
ferees wish to mote that they intend to give
& -thorough review to patent proceedings in
the near future,

STUDY ‘OF HAZARDOUS SUBSTANCES ON HUMANS

The House amendment contained a provi--
- slon, not inciuded in the Sensate bill, that .
required the Committee on Vital and Health
Statistics to conduct a study of the lssues
‘respecting establishing a Federal system to

facilitate studies of the effects of hazerd-
ous substances on humans and to assisi Fed-

. erzl, State and other entities in locating
individuals whe have been exposed to

hazardous substances to determine the effect
on their health of such exposure and to asslst
them in obialning eppropriate medical care.

The conference substitute conforms essen-

tially to the House amendment, except that -

(1) the study is incorporated into the larger

“gtudy of costs of environmentally related
- diseases and is to be conducted by the Secre-

tary of HEW, acting through the National
Center for Heslth Statistics; (2) a tonsoli-
dated consultation provision has been in-
cluded; and (3) the Nationsl Committee oh
Yital and Health Statisties is included
among those groups which must be con-
sulted.
“POSITIONS FOR SPECTALLY QUALIFIED PEREONNEL
The House smendment authorized the
establishment of twenty-four new positions
within the Public Hesalth Service for spe-
cisily qualified scientific, professional and
administrative personnel. These positions
were to be tor the National Center for Health

Services Research, the National Center for.

i
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Healti d
for Herlth Technology.

The Senate bill' contained no comparable'

provislon.

_The conference substltute conforms. to the

' !{mtse amendment. . B
’ VISION RESEARCH' FAcu.rrn-:s e
The House amendment authorized the See~

retaty to carfy out a program of grants for.

public and non-profit private viston research
facillties.

The Senate btu contained-no compa.rable'

“provision.
The conference substitute conforms to the
House amendnrent.

!NTE&AGENCY TASK FORC‘E ON ENV‘IRONMEN’E‘AL .

CANCER HEART AND LUNG DISEASE
The House amendment to the Senate bill
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Htatistics and .the- Nationial Center’ -coutained provislons expandlng the member-

ship of the Interdgency Task Force estabe

Ushed by P.L. 35-95 and directing it to study.

and make recommendations on environmen-
tal data guldelines.-

~ The conference, sﬁbst!tute :retaing -the
membershlp ékpansion provision. In light of

the consultation provision requiring the
SBecretary of HEW to cooperate with the Task

-Force in developing -its guidelines, the con- -
‘ference substitute deleted the second part -
'~ of the House proviston as redundant, = -

AMENDHEEN’!S TO OTHER LAWE -

The House amendment contained techni-
cal . snd minor substantive amendments to
the -Health Professions Educational Assist-
ance Act of 1976, snd to P.L, 95-U5.

The Senate bill contamed nec comparable
provisions.

-

House amendmenb
) Hmu:r O, SI‘AG(‘ERS.
PavL Q. RocERs, B
. DAVID-SATIERFIELD,” "
. BICHARDSON PREYER,
JAMEsS H, SCHEUER,
Tini LEE CARTER,
JAMES T. BROYHILL,
Managers on the Pari of the Hou so.
- EpwaRp KENNEDY, -
GayLokp NELSON,
CLAIEORNE PELY, g
WiLiam D, HaTHAWAY,

R ) HARRISON A, WILLIAMS, Jr.,

RiIcHARD 8. SCHWEIKER,
J. K. Jayrrs,
T JoHN CHAFEE,
Hanagers on the Part oj' the Sena te.

NOTICE

Incomplete record of House proceedings. House proceedings for foday will be contmued in the next

issue of tke Record.
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The conference substitute conforms. 1o mo
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