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cc:
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This is merely for your information as NIH Patent ,Officer, but, should
you have any questions or comments, please do not hesitate to contact
either Mary Miers or Dr. Malone.
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DEPARTMEl'<'T OF HIDnTH, EDUCATION,'AND WEL~FARE,'.
, PUIlJiJiC HEALTH SERVICE ' "

/' -"
·XA"l'HRNAL INSTITUTE OF HEALTHA:&-K

DATE: Novem~er 27, 1978jlJj}..,Dr. Seymour Perry
}~sociate Director for
Medical Applications of Rese~
Through: Acting Director,D

Anne S. Houser (tJIJf
Program Analyst, DLA

'The conferees strongly urge the Department _ review the
manner in which patents are currently administered within
the Department. The conferees are aware of eXpressed dis
satisfaction with the pace at which patent ~plications are
currently processed within HEW. Unnecessary delays in
determining rights to inventions developed wdlth Federal
dollars deprive, t axpayer's of the potential benefits of
research and development financed with Federal monies. The
conferees wish to note that they intend to give a thorough
review to patent proceedings in the near fubare.

,The Division of Legislative Analysis, in cooperation with the NIH
Policy Development and ImplementationCommittee.:iis in the process of
examining recently passed legislation for laws ~,uiring direct imple
mentation by the NIH and others impacting indirectly on NIH programs.
The recently passed P.L. 95-623 (S. 2466), the"Hiealth Services, Health
'Statistics, and Health Care Technology Act of 19118,," has veercam language
in the Conference Report which may be of interest~~theNIHPatent
Committee. As you know, there was much debate im rheSenate, 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 andadnmL~istrationofinvention
reports to the Office of Health Technology. Altnwugh theHQuse bill
contained no similar language and this amendment <Was eliminated from the
conference bill, the conferees voiced their coneemns about patent
a~ministration in DREW in their report (No. 95-17~3. p. 29) as follows:

FROM

MEMORANDUM

TO



CONGRESSIOKAL RECORD - HUUShOc/oue:' 13, 1978
made for health service research. evetuattcn.
and demonstration actiVity undertaken Dr
supported by the Na.t1ona.1 Center tor Health
se-rvlces Research: $35.000,000 for fiscal year
1979. $40.000.000 for fiscal year 19BO.jl.nd $45.~
000.000 for fi.scal year 1981. At least 20 per- .
cent of the amount appropr1a.ted for any
fiscal year or 56.000,000. whichever 15 less, 15
required to be made available only for ec
uvltles C11rectly undertaken by the Center.
At least 5 percent of the amount appropri
ated In any 1iscal year or 11,000.000. which
ever 15 less. is requtted to be made available
only for dtssemlnation activities directly un
dertaken by tbe Center. The conference sue
stitute contatILs no line-item authorization
for health services research tra1n1ng.
A'OTHORIZATION or APPEOP!UATIONS see THE:

NATIONAL CEN'TEB. roB. BEALTB S'raTIS'rICS

'Ond.er the senate blll. the following au
ClQr1Za.tiOns ot appropriations were m&de for
health sta.t1stleal activities: $43.400.000 for
fiscal year 1919, $41.000,000 for :fisC&1 year
1980. and $50.000,000 tor :ftsc:al year 1981. Of
the funds appropriated for any fiscal year, at
least 15 percent was required to be available
only for health statist1cal and eprdemtctogt
ca.l activities directly undertaken by the Cell
ter. _ .

Under the Bouse amendment; authoriza
tions of appropriatiOns for bealth statiStical
activities of the Center were as folloWS: 160,
000,000 tor fiscal ye&t' 1979. $'15.000.000 for fis
cal year 1980, and $80.000.000 for fiscal year
1981. In addition, under the Bouse amend

...ment. ot tbe s.mount appropria.ted. a.t least
$1,000.000 in 1lsca1 year 1979. $2,000.000 in .
fiscal year 1980, and $2,000.000 in fiscal year
1981 was required. to be made available_ for
health statistics training. .

Uncler the conference substitute, the fol
lowing appropria.tions are authorized for
health statistical activities underta.ken or
s.upported by the NationaJ. Center for Health

. Statistics: $50.000,000 for fiscal year 1979,
$65,000,000 for fiscal year 1980. and $10.000.
000 for fl.scal year 1981. The conference sub
·stltute does not include a r.equirement that a
certain percentage of funds must .be made
av&Uable only for activities undertaken by
the Center, nor does. it contain an earmark
of funds. for health -statistics training.
A'O'rHOlUZATIONS OF APPROPRIATIONS FOB BE-

SuaCH, DEMONSTRATIONS AND EVALVATIONS
BY THE NATIONAL CENTER. FOB HEALTH CARE

TECHNOLOGY
Under the Senate bill. the following appro

prlat10ns were authorized for activities re
spectlng health care technology: $15.000,000
for Aseal year 1979, $25.000.000 for fiscal year
1980. and $30,000,000 for fiscal year 1981. Be
g1nDtng in fiscal yea.r 1981, of such funds, a;
least 15 percent was required to be made
avaUable Only for activities directly under
taken by the Center.

Under the Bouse amendment. the fol
lowing appropriations were authorized. for
the Center for Health cese Technology: $16,
000,000 for fiscal year 1979. $25.000,000 for
:fi.sca1 year 1980. and $35,000,000 for fiscal
year 1981. Beglnning in fiscal year 1981, not
less than 20 percent of amounts appropri
ated 'WaS to be obligated for assessments
directly undertaken by the secretary.

Under ·the conference substitute tbe fol
lowing apprOprlatiOIi:ii are ii.uthiii"l~ tor

the Center Irr Health. Care Technology: SI5,
000.000 for fi8C8l year 1979, $26,000.000 for
fiscal year 1980, and $33.000.000 for fisCal
year 1981. Beginning 1n nscat year 1981. not
less than 15 percent ot amount o.pproprl
ated 15 to be obligated for assessments di
rectly undertaken through the Center.

NATIONAL JtESEUCH S:ea,VlCE AWAaDS

Under the Senate blll. the authority ot
the 8ecretar'Y to provide National Research
Service A wards was extended to authoriZe
research at the National Center for Health
Services Research. 'the :Na.tiona.l center for
Health Statistics and the Center for Health
Care TechnOlogy. as well as tratn.tng a.t such
centers.

The How:e amendment contalDed no com
parable proviSion.

The conference substitute conforms to the
Senate bill.

T::CHNOLOGIES UNDE£ DEVELOPMENT

Under the senate bill. the Director of the
National Institute of Health. on an annual
basis, was required to make avatlable to the
proposed. Office of Health Technology and its
ccuncn a list of all tecl1nologtes which the
Director is aware are under development and
tha.t appear J,ikely to be used. in medical
practice in the near future.

The House a.m.endment contained. no com~·

para~leprovision.
The conference substitute includes the

provisions of the Senate bUl, w1th techni-
cal amendments. .
HEAl.TH STATUS OF THE MEMBERS OF VNl"l'ED

MINE woEXEBS
Under the Senate bill, the Secretary. act

ing through the National center for Health
Services Research, was required to arrange
for a study to evaluate 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
March 1978.

The zrcuse amendment contained no com-
parable provision. ~

The conference substitute conforms to the
Senate b1ll.

EFFEC1" OF THE :E:NVIRONMEN'l" ON l!EALTS

The senate b1ll reqUired the Secretary to
develop a plan for the collection and coordi
nation of sta.tistical and epidemiological
data on the errecta of the environment on
health.

The House amendment required the Secre
tary to establish guidelines for the collection.
compilation, analysis, publlcation and dis
tribution of statistics and information necee
san- for determining the errects of conditions
of employment and indoor and outdoor en~

vrronmentar conditions on the public health.
In addition. the House amendment re

qUired the Secretary to ·conduct a study
focusing on the costs ofenvlronmentally
related diseases.

The conference substitute combines and.
integrates the provisionS ot the Senate bUl
and the House amendment. Although the
form ot the Senate bill was altered slig'htly.
tbe conferees agreed with the.8ena.te's intent
that the study should be undertaken in C1~
cooperation with the Administrator ot the
Environmental Protection Agency and the
~-c:re~TYof Le.bor.

•

r

HEW PATENT POLlCY

Under the aenate bill. the Assistant Secre
tary tor Bea.1tb was granted. ~nslbl1lty

tor (1) developing the policies of lobe De
partment of HEW with respect to the rights
to inventions ot its employees, grantees and
contractors; (2) issuing- inventl.on end pat
ent a.dm1nistratlon policies and procedures:
(3) admmtstermg 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 lnvolving inventions ot
employees. grantees and contractors of the
Department; and (,,) making determinations
with respect to appncetaoas for uceeeee,
under patent applications and patents owned.
by the Unlted States. In addition, all func
tions of the Office of the General Counsel
reltLt1ng to patent adm1.n1stration and ad
m1n1strat1on of invention reports were trans
ferred· to the Office of Health TechnOlogy.
However, all legal services and functions
relating to patent inventions were to remain
in the Office of the General CounseL

The House amendment contaIned. no com
parable provision. a.nd the conference Bub
stitute conforms to the Bouse amendment.

The conferees strongly urge the ~art

ment to review the manner in which patents
are currently administered within the De·
partment. The conferees are aware of ex
pressed. d1ssa.tlsfaction with the pace at
which patent appucetacns are currently proc
essed. within HEW. Unnecessary delays in
determ1nlng rights to inventions developed
with Federal dollars deprive taxpayers of the
potential benefits of research a.nd develop.
ment fl.nsnced with Federal monies. The con
ferees wish to note that they intend to give
a.thorough review to patent proceedings in
the near future.
my OF :HAZARDOUS S'OBSTANCES ON HtrMANS

The House amendment contained a prcvr
ston, not included in the _Senate bill, that
required. the Committee on Vital and Health
Statistics to conduct a stUdy of the issues

.respectang E'Stabl1shtng a Federal system to
f'8cllit&te studies of the effects of nazard
ous substances on bumans and to assist Fed
eral. State and other entities in locating
individuals who have been exposed. to
hazardous substances to determine the effect
on their health of such exposure and to assist
them in obtaining appropriate medical care.

The conference substitute conforms essen
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 aeeee
tarY of HEW. acting through the National
Center for Health Statistics; (2) a conson
dated consultation provision has been in
cluded; and (3) the National Committee on.
Vital and Health Statistics is included
among those groups which must be con
sulted.
POSlTIONS FOR SPECIALLY Qt7ALIFlED PERSON'NltL

The House amendroent authorized the
establishment of iwenty-four new positions
within the Public Health Service for spe
cbUly qua111ied sc1entlftc. professional and
administrative personnel. These positions
were to be for the NationAl center tor Health
BeJ:V1ces Research, the National Center for

I
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TO Associate Director for
Medical Applications of Resear~ ~

Through: Acting Director, DLA~

Dr. LatkerMEMORANDUM
(

DEPAR'l

f DATE: October

PATENT BRANCH, OGC
DHEW

FROM Anne S. Houser aJ '/i-
DiviSion of Legislative Analysis

OCT 201978

-SUBJECT: Health Technology Legislation

Before adjourning, the 95th Congress passed and sent to the President
for signature the Conference Report on S. 2466 (see attachment), "Health
Services Research, Health Statistics, and Health Care Technology Act
of 1978."

Salient features of the bill for those familiar with the previous 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 National Council on.Hea1thCare 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, r
and criteria concerning the use of particular health care technologies;
and promptly publish and disseminate, through the National Library of
Medicine, standards, norms, and criteria •••• " This Council now
includes .individua1s who are representatives of business entities engaged
in the development or production of health care technology.

The legislation directs that the Secretary make his. "initial
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 Chaf.rman , "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
care technologyia required in the legislation, 'but no additional furlding
was authorized or appropriated.

4. The provision of the Senate bill requLrLng the establishment of
extramural cente~, presumably within established schools of public
health, survived and requires' that "three such centers shall be operational
by September 1, 1981."



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."

Associate Director for Medical Applications of Research

6. The Director, NIH, is required on an annual basis to make available
to ORT (now the Center) 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."

7• The funding authorized for NCHCT is as follows:

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

8. Fifteen experts who have "appropriate scientific or professional
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 from the Civil Service Reform Act of 1978 may complicate the
implementation of this portion of the..J.egislation.

Attachment

cc:
Dr. Fredrickson
Director, DMP
Dr. Malone
Dr. Perpich
Mr. Schwartz
Mr. Whaley
Mr. Peart
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(;ONGKESSlONAL RECORD- HOUSE Optober 13, 1978
ANSWERED "PRESENT"-29

Ak&ke. <Burton, P.hUl1p ·lIme:. 0ailU.
Alexander Cam.ey OtttDger
Anderson, ChlSno1m Price

oenr. Da.n:le1son RUIU1el6
BeUens<m Dellums Ryan
Biaggl Duncan, Oreg. Sikes

B~cld Edwards, Oall:t'; .'SpelItne.n
H.arr1DgtOn Stark .

Brown, cal1!. JobnmU. Qa.1.1:[. Van Deerllni
Burton. Jol1n Leggett .W:Ilson, C. H.

NOT VOTING-31
Ammerma.n . Flood Q\i.le
Arm~rong Frey Rudd
Badham Hammer.. Sarasln
Burke, Ca.W. eehm1dt Shipley
Oochren R}'de . S~bitz
Crane Lujan. Smith, Nebr.
Dent :McFall Teague
J)1cJt1.nson :M&rlenee Waxman
-Diggs MOEl8· Wb1tehurst
EJ.lberg PattenYormg. Tex.
Evall3&; Del. Pett18

- Mr.~ changed his vote from
"aye" to "present,"

SO the resolution was agreed to.
The result of the vote was announced

as above recorded. . -
A motion to reconsider was laid on the

table.-CONFERENCEl REPORT ON S. 2466.
HEALTH SERVICES RESEARCH.
HEALTH-STATISTICS. AND
HEALTH CARE TECHNOLOGY ACT
OF 1978

Mr. STAGGERS submitted the follow
Ing conference report and statement on
the senate bill (S. 2486) to amend the
Public Health Service Act to extend and
revtse the assistance programs for health
services research and health statistics;
to establish the Office of Health Tech
nology, and for other purposes;
• CONFEREN.CE REPORl' (R.REPT.S5-1783)

The committee of conference On the dis..
agreeing votes of the two Houses on the
amendments oftbe House to the b11l (8.
2466) to amend the Public Health 8erV1ce
Act to extend. and reviSe the assistance pro..
grams for health services research and health
s"-_tlst1cs; to establish the Office of Health
Technology, and fer other purposes. ha.V1n.g
met. after full and free conference, have
agreed to recommend and do recommend to
their respective Houses as follows:

That the· Senate recede trom its disagree
ment to the amendment of the House ,to the
text of the btu and agree to the same with
an amendment as follows:

In lieu of the matter proposed' to ~e In.
serted by the House amendment insert the
fOllowing:

SHOB-T TI'1'LE. ItEFERENCE TO Acr

8Ec'I'ION 1. (a)"'!'h1s Act may be c1ted.:u
the "Health Services Research. Health Sta.

.tlsttcs, and Hea.lth Care Technoiogy ACt· of
1978". -

(b) Whenever In this Act .(other thlm :In
. sections 12 and 13) an amendment or.repeal

:Is expressed in· terms of an 'amendment to,
or repeal at. a section or other prOvision. the
reference shall be COnsidered to be macle to
a section or other provision of the Public
Health 8ei'vlceAct.

I:XTENSION OF AtrfRORIZATIONS

SEC. 2. (a) Section 308(1) (1) is amended
(1) in the first sentence (A) by striking

out "and" after ..1976.... and (B) by insert:"
Ing before. the period a comma and the fol...
lowing: "$35,000.000 tor the fiscal year end
ing September 30. 1979, $40;000.000 for the
fiscal year ending September SO. 1980, and
$45.000.000 for the &cal year ending septem..
be: ,30.1981";and. ' ~ -'

(2) by strlklng out the second sentence
and inserting in lieu thereof the following:
&'At least 20·per centum of the amount ap
propriated under the preceding sentence for
any :fiscal year or $6.000.COO.whichever is
less, Shall be available only tor health eerv
ices research. evaluation and demonstration
"actiVities directly undertaken through the
NatIonal Center for Health servIces Research.
and at least 5 per centum ot. such amount
or $1.000.000. whichever is less. shall be avaU- .
able only. for disseminatIon ecewiees di
rectly undertakes. through such Center.",

(b) section 308(1) (2) is amended (1) by
inserting. "and epidemiolegi~~" after "eta
tiStical". (2) by striking. out "and". after
"1976,", and (3) by inserting before the pe.
riod. a comma and. the follOwing: "$50.000.
000 for the fiscal year ending September·30~
1979. $65.000,000 for the fiscal year ending
September 3D, 1980. and $70,000.000 for the
1iscal year ending Beptember 30, 1981".

"CENEII.AL A'tl'THOIU'r'!'

SEC. 3. (a) Subsection (a) ot eecttcn 304
18 amended to read as tollows:

"(a) (1) The Secretary,aotlng through the
National Center tor Health Servlces'Research.
the National Center for Health Statistics. and.
the National center for Health Care Technol
ogy, shan. conduct anet support research.
demonstrations. evaluations. and statistical
and epidemiOlOgical activities for the pur..
pose of improving th,e.effectiveness. efiiclency.
and quality of health services .in the 'United
States. -

.. (2) In' carrying out paragraph ll). the
secretary shall give appropriate emphasis to
research. demonstrations. evalua.tions, and
statl$;tica.1 and epidemiological activIties re
specttng-

"(A) the accessiblllty•.acceptab1l1ty. pten- .
nmg.. organization, distribution, utilization,
and finanC1ng of systems for the dellveryof
health Care.

U(B) alternative methods for measuring
and eValuating the qUality ot systems tor the
del1very·ot health care.

"(C) the collection. analysis. and dissemi
nation of health related statistics,

~. (D) alternative methods to improve Bnd
promote health statlstlcaland epIdemiolog
ical actiV1ties.

"(E) the safety. efficacy, efrectiveness.
cost effectiveness. and social, economic, and
ethical 1mpacts ot health care technolQgies,

"(F) alternative methods tor dtssemtna:t
mg knowledge concerning health and health
'related actiV1ties.

"(0) the speCial health problems ot low
income and minority groups and the elderly
to tnsure that these problems are assessed
on .e perIodic regular basis.
. "(H) the preventIon ot Ulness, disab111ty.
and premature deaths in the United· steees.

"(I) health' care costs. increases in such
costs. and the reasons tor such increases. and

"(J) the Jmpa.ct ot the environment on
indivIdual health and on health care.

~. (3) The Secretary shall, through the Na.
tional Center for Health services Research.
the NatIonal Center for Health StatistIcs,

-and the National Center· for· Health Care
TechnOlogy and USing National Research
Service AwardS and other .appropriate au
thorities, undertake and support tra1n1ng
programs to provide tor an expanded. and.
continuing supply ot indivIduals qualttled to
vertorm the researCh, examination. .and
d.emonstration projects set forth in sections
305. 306. and 309.··. '

(b) paragraph (1) of section 304(b) Is
amended (1) by inserting ", when appropri...
ate," before "enter into contracts". and (2)
by striking out all after "entities and in
divlduals"the second tIme it appears and
insertl:ng in Ueu thereof a perIod.

(c), Subsection (c) of section 304 Is
amended to read as tOllows:
. ·'(-e)(l) The Secretary shall coordinate all

h~th services reeeeecn, evaluetions.and
demonstratiOns, aU health, statistical and
epidemiOlogical activIties. and all research,
evaluations. and demonstrations respecting
the assessment of .health care technOlOgy
undertaken and supported through units of
the Department. of 'Heillth. Education. emt ,
WeUare. To the maximum extent feasIble
Such coordination shall be carrIed out
through the National Center for Health
8erv1ces Research. the National Center tor
·Health St&tlstics. and t);'oe NatIonal Center
:for Health Care Technology.

"(2) The secretary shall coordInate the
health servtcesresearch. evaluation. and
d.emonstratlons, the health . statistical and
(Where appropriate) epidemiological activi
ties. and the research, evaluations. and
demonstra.tions respecting the assessment of
health care technology authorized· by this
Act through the National Center for Health
Berv1ces· Research. the National center for
Health Statistics. and the National Center
far .Health Care TeChnology..••

(d) Section 804(d) (8) is_amended (1) by
str1k1ng out "experts and.·~. (2) by insert·ng
'''hut in. accorciance with section 3109·ot
title 5. UXl1ted.· States Code" after· "ad
V1s&bleu

, 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 305. 306. and 309. obta1n (in ee
corda.nce with seetlon 3109 ot titleS of the
l1nited States Code, but without 1'egard. to
the llmitatlon in such section on the num
berof dayS or the perIod of service). for each
ot' the centers the services of not more than
fifteen experts who have appropriate scten
t1flc or profeSSiOnal quaUfica.t1ons..', _

'(e) The heacUng for section 304 18amendecl
to read as follows:
"GENERAL AUTHORITY RESPEC"l'ING BESEARCH,

EvALtTATIONB, AND DE:M:ONSTItATIONS IN
HEALTH STATIsTICS. HEALTH SEll.V1CES AND
m:ALTH enE 'l'l!:CHNOLOGY··.

NA'I'1ONAL cEN'tE:R FOa HEALTH SERVICES.....,...,.
SEC. 4. Subsection (b) of sectlonS05 is

amended-
(1). by striking out "may undertake and

8Upport·~ and inserting 1n lieu thereot "s)'\all
undertake and support..;
. (2) by striking out "ccneteuctaon," in
paragraph (3);

(3) strik1ng "and" at the end of paragraph
(2); -

(4) str1klng the periOd In paragraph (3)
and inserting mueu thereof". and"; and

(5) adding at the end thereof the following
new paragraph:

"(4) the uses of 'computer science in
health services delivery and nledical iarce
metacn systems..••

NATIONAL CE:NTE:a FOR HEALTH STATISTICS

SEc. 5. (a) SubSection (b) ot sectton 306
is amended (1) by striking out "may". (2)
by insertIng "shall" after "(1)" and after
"'(2)". (3) by striking out "end" at the end.
Of paragraph (1). (4)· by striking out the
perIod at the end ot paragratfh (2) and. in
serting in lieu. thereof a eemtccton.• and (5)
by8.ddlligafter paragraph (2) thetollowlng:

"(3) may undertaken and support by grant
or contract) epidemiOlogiCal research;· dem~
onstrations. and evaluations on the matters ,
reterred to in paragmph (1); and

"(4) may cOllect, furnish. tabUlate, and
analyze statistIcs, and prepare studies. on
matters referred to In paragraph (1) upon
request of publIc and nonprofit -private en
tities under arrangements under which the
entitles will pay the cost ot the servIce pro- 
vided..
Amounts appropriated to the Secretary from
payments made under arrangements made
under paragraph (4) shall be avallable to the
Secretary tor obtlgation until expended....

(b) SectIon 306(e) is amended by-



CONGRESSIONAL RECORD-HUUSJiOctober13, 1978
(l)L inSerting "and ep1demlo1ogicar atter

"statistical" eecc ptece it occurs; and
_. ,(2) -striking "Labor and. Public Wel!a.re"
and. inserting in lieu thereD! '"'Human Re
sources".

(c) (f)- Subsection (e) or section 306 is
amended to read as tonees: .

"(e) For the purpose of prOdlotcing eom
parable and uniform health infonnation and
statistics, there is established. the Coopera
tive Health StatlsticsSystexn. The~re
tary. acting through the Center. shR.11-

.. (l) caordina.te the activities or Federal
agenctes involved in the design and imple
mentation of the system:

••(2) undertake and support (by grant or
contract) reseercn, devetopment, demonstra
tions, and. evaluations respecting the -SYs...
tom;

.. (3) IlU\ke grants to a.nd enter into eon
tracts with State and local health agencies
to assist them in meeting the costs of data
collection carried out under the System; and

.. (4) review the statiStical activities of
the Department of Hea.lth, Educa.tion, and
Welfare to assure that 'they are consistent
with the System. •
States partiCipating in the System. shall
designate a State agency to adJn1nister or

·be responsible for the a<itnbiistration of the.
statistical activities within the State under
the System. The Secretary, ~t:iJlg through
the center, .shall prescribe guidelines to as
sure that statistical activities within States
participating in the system produce um-

·form and t1.mely data and assure appropri
ate access to such data,".

(2) Paragraph (4) (D) of :BUbsect1on'{i) of
section 306 15 amended 'by .inSerting before
·the sem_ioolon the following: ", with respect
to the cooperative Health st&tistics System

. .established under subsection (e), and with
respect to the standardiZed means for the
collection of health information and statis
tics to be established by the Secretaty under
subsectl<>n (j) (1) ",

(d) The first sentence of subsection (f)
of eeeuen S06 is amended by :inserting ",
acting through the Center:' after "the Secre
tarT',

{e)(l} section 306{i)(1) 15 amended by
str1l.:ing out "United States",

(2) Paragraph (2) (A) of section 306(i)
18 amended by i:o.serting 4<bealth pla.nnlng."
after "health etatastacs,",

(f) section 306 is amended byredesig
nating subsection (1) as subsection (k) and
by inserting after subsection (h) the follow
ing new subsecttons:

"(1) The center may provide to pUblic and
nonprofit privat-e entities engaged in health
planning activities technleal assistance in
the effective use in such activities of statis
ties collected or compiled by the center.

"( j) In carrying out the requirements or
section :ro4 (c) and paragraph (l)<Of sub
section (e) of this section, the secretary
shall coordinate health statistical a.nd epic;le..
mlological activities of the Departmeilt of
Health, Education, and Welfare by-'-
· ·'(1) establishing standardized means for

·the collection of health tnrormataen and
statistics under laW!: administered by the
Secretary;

"(2) developing, ineonsultation With the
National _COmmittee on Vital and Health Sta..
tlstlCS, and maintaining the mirimum sets
of d.ata needed on a. contimiint basis tofnl
fill the collection requirements of subsection
(b) (1);

"(3) -arter consultation with the 'National
COmmittee on Vital and Hea.lth Statistics,
establishing standards to assure tht. quality
of health statistical and epidemiologiCal data.
collectiou' processing. and analysis:

"(4) -in _the ·case of proposed health data.
collecttons of the Department. whtch are re...
quired to: .be revIewed by the Director ot the·
Office of Management and. BUdget under

.n J...:.o~..

seetlOD 3509 of title 44, Un1ted. states Code, bypa.ragraphs (1); (2),and (3), Incieterrn.ln
reViewing SUCh proposed 'COllection to deter- ing if an activity respecting a particular'
mine Whether they ecnreen with th-e mini.- 1iea.lth care technology -should be given prior..
mum sets of data and th-a stan'd:ards promul.. tty, emphasis shall be place cm_
gated pursuant to paragraph (2) .1md {~), I "'1A) the actual or potential Tisks and the
and if any such proposed collection is found actual or potential benefits to patients esse
not to be in conformance, by'ta.lt:1ng such -cJ.a,ted with the use of the technolQgy,
action as may be necessary to assure th'ft.t it ·'(B) the actual or potential cost of tbtl
will conform to such sets of data a.ntlstantl- tecbD:ology,
erds, and -1C) the eeeuer or potential rate of its use.

"(5) periodiCally reviewing ongoing health and
data collections of the Department, SUbject "'{D) the stage of development 'Of t:lU!I
to review tinder such sectaon 3509, toueter- technology.
mine if the collections are being conducted "'(5) The Center may make·reeommenda
in accordancewtih the minimum sets of ttons to the- Secretary respecting health care
data and the standards promUlgated pursu- teChnology issues in the administration of the
ant to paragraphs (2) and (3) and, if a.ny 1a'WS under the sec~a.ry"S jurisdiction, In
such ccuecncn ts found not to be in con- eluding recommendations with 'respect -se
rormence, by taking such action as may be reimbursement pollcy.
necessary to assure t1:ls.tthe collection will "(C) (1) ·The Secremry, acting through the
conform to- such sets Of data. and· ,standards center. shan, by-grant or contract, asSist pUb

-not later than the ninetieth day after the lie and. private nonprofit entities in meeting:
date or the complettonof the review of the- the· costs .of planning and establishing new
ccnecdca.", centers, and operating existing and new cea
NAT.tONAIo CEN'I'EB Faa HEALTH c:.AUDCBN'OL- ters, fOr assessments, multidisciplinary re-

OGY;· -NATiON~ _CQUNC.tL ON B£At.T~-.CAllE sea~, evaluations, and deinonstrations re
TECHNOLOGY ,speetfng tne. matters .rererred to tn pere- .

graphs (1) and (2) of subsection (b).Tothe
SEC, 6. (a) Section 309 is amended-'- extent practicable, the 'Secretary shall take
(1) by amendtngt.he section heading to such ectaons, tn eccordenee with the require

read as follows: ments of thts subsection and section 308, to
"HEALTH CONFERENCES AND REALm EDUCATION assure that three such centers shall be oper-

J::NFORb-1ATION"; ational by September I, 1981.
(2) by inserting "(ej'" before "'A confer- "(2) {A) No grant or CO!itractmay be

· ence"; and .made under thts subsection for planning and
(S) by striking .out "SOg" and inSerting in establishing a center unless the Secretary,

lieu thereof·'3l0", acting through the Center, determines that-
(b) Sectton310 (as In effect before the when it is operational it wlllmeet there

date of the enactment of this Act) 15amend- quirements liSted in subparagraph (B) ,and
eel-- no -pa.yment-shaUbe .made 'under a grant or

(1) by str1k1ngout the section beading: contract for operation of a center unless the
and center meets such recutrements.

(2) by striking out ''SEC. 310." and. insert- "(B) Each center shall meet the fOllowing·
iug in lieu thereof "(b).". rea,Ulrements: '

(c) Part A of title m.is amended by add- .'(1) There shall be a tun-ttme direetor of
ing after section 308 the fallowing new sec- the center Who possesses a d.emonstrated ca
tion: .' paclty for sustained productivity and leader,.
"lUTlONAL C:£Nm FOR lmALT2 CAn TECHbTOL-. ship in eseeesments. research, demonstra:..

OGY; NAT.tONAL C:OUNCILON HEA1..T.I::I CAB!:. tiODS• .and evetuatrcns respecting the mft,t,..
TECHNOLOGY .. ters referred to in paragraphs (l) and (2)

of subsection (b), and there shall be such
·'SEC. 309. (a) There is established in -the add.itional prcressicnet staff as may be appro

Depattnumt of- Health, EducaUOn. and WeI- praate.
· fare the Nat10nal Center for Health Care 'U(li) The sta1f of- tee center shall have u ..

TeChnology (hereinafter in thiS section re- pertrse in the various ci:1Sciplines needed to'
rerred to as the 'center') Which shall be un- conduct assessments. mUlttd.1scipl1nary re
der the dtrection of a D1rectorwho.shall be search, evaluations -and demonstrations re
appointed by the SeCretary and. supervised pecting the matters referred to in pa..-agrapbs
by the Assistant Secretary for Health (or o. and (2) of subsection (b.),
SUCh other officer of the DePartment as may ., (ill) The center Shall be located within
be designated by the Secretary as the pnuct- an est"bl!shed academic or research mstttu
pet adviser to him for health programs), tton with departments and resources appro-

"(b) (1) The-Secretary. acting thrOugh the pria.te to the programs of the center.
center, shall undertake and. support (by "(tv) Each center shan meet such addi
grant or contract) assessments of health tional requirements as the sec:etary may by
care tecnnotogv. Such assessments shali regulation prescribe.
take into acount the saiety, effectiveness,
and cost erreetaveness of, ahd the social, eta- "(d) Any grant or contract under eubeee
ieal, and economic impact of health care tion {b) or (c), the dlrect cost of which will
technologies. exceed $35,000, maY·be made or entered tnto

"(2) The Secretary, acting thrOugh the onlY after appropriate review for scientific
Center, shall encourage, undertake. and sup- merit by peer review groups composed of ex
port (by grant or contract) research, d~- perts in the relevant fields 'and only after the
onstrations, and: evaluations respect1ng- National COuncil on Health Care·Technology

., (A) ~ factors ·that affect the use of has had an opportunity to review the projeCt
hea.1th me teChnOlogies in the 'United with respect to which the grant or contraetiS
States; to be macte or entered into,

"'B) methods -for diseminaUng- intorma-- N(e) To 8S$1St in carrying out this section, -
· tiOD OD health care technologies; and. the secretary, acting through the center,

"(0) the e1Iectiveness, cost enectiveucss, $hal1 cooperate and consult with the Na
and social. ethical. and economic tmpacts 'Of tional Ilistttutes o! Health. the Veterans'
particular medical technolOgies. Acim1nlstratlon, and any other Interested.

"(3) The Secretary, acting through the Federal departments or agencies 'and with
center, shall encourage ti-nd support (bY State and local health departments and
grant or eontraet) research, evaluations, 'and agenCies.
demonstrations respecting the safety and "(f) (1) There isestabUshed 'tbe National
efficacy of particular health care teehnologies. Council On Heslth Care Technology (herein..

"'{4) The ~e.tary, acting through the -af·ter in this subsection referreddto as th~.

Center and in consUltation with the National 'Cou~cll'),The Councll shaU-
Counell on Health care TeChnology, shall es- . ., (A) advise the secretary and the: DIrector
ta.bUsb priorities for, the _activities prescribed' of the Center wlthrespect to the per!o'rm-
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an~ of the' functions prescribed. by th1s
section;

"(B) review applications tor grants and
contracts under this section in excess of
$~5.000 and provide the Secretary its recom
mend~tlon respecting the approval of such
applica.tions;

U(e). after consultation. with appropriate
public and private entities, advise the Sec
retary respecting the safety, efficacy, errec
tlveness, cost effectiveness, and the social and
economic impacts of particular health -Care
technologies;

"(D) after consultation with appropriate
pubnc and -private entitles, develop, when
appropriate and. to the extent practica.ble
exemplary standards. norms, and criteria con
cerning the use of particular health care.
technologies;- and . ...

"(E) .promptly publish. dteseminete, and
otherwise make ava.Uable,through the Na
tiona.l Library of Medicine, standardS, norms.
and criteria. developed under subparagrapb
(D).

·'(2) The. Councll shall consist of-
·'(A) theD1rector of the National Institutes

of Health, the Chief Medical Officer of the,
Veterans' Administration, the Assistant Sec
retary for Hea.lth and· Environment of the
Department of·-Defense, the·Chairman of the
National Professional Standards :Review
COuncll, a member of the NationalCouncll
on Health Planning and Development (esta.b
Ushed under section 1503), the Director of
the Office of Science and Technology Polley,
the bead of the Food and Drug Adtn1nlstra
tlon (or the successor to such entity) who
head of the Center for Disease Control (or
·the successor to such entity), and the head

. of the Health Care Financ1n!?' Administra-
tion (or the successor to such entity), the
(or their designees) ,shall-be exoft;lcio mem-

.uees. and
"(B) eighteen members appointed by the

secretary.
The Secretary sball make his initial appomt
JDentlS to the Counc11 within one hundred
and twenty days of the date of the enactment
Of this section. Six of the appointed members
shall be selected. from indiViduals who are
dlStinguished. in the fields of medicine, engt
neermg; or science (inclUding social science).
Of such six members. at least tw-o shall be
selected from individuals who are representa- 
tives of business entities engaged in the de
velopment or production of health care tech
nOIDg1. Two of the appOinted members shall
be physiclans, two of the eppotnted members
shan be selected from individuals who are
hospital administrators. tw-o of the appointed
members shall be selected from individuals
who are distinguished in the field of econom
ics, two of the a.ppointed members shall be
selected rrom individuals Who are distin
guished in the field of law, one of the
eppotnted members shall be selected from
indIviduals who are distinguished in the field
of ethics, and three of the appointed mem

;bers shall be selected rrom members of the
general pUbliC who represent the interests
of consumers of health care.

"(3) (A)Ea.eh appointed member of the
-ceencnsuan be appointed for a term of four

.- years, except that-
"(1) any member appointed to fill a vacancy

occurring prior to the exptrataon of the term
for which his predecessor was appointed shall
be- a-ppoln:red fer the remamder ot such term;
and

"(11)· 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 eppot d for a. term or
three years, four shall b li.PPOlnted for a
term at two years. and tour shall be appointed
for a term of one year, as designated by the
secretary at the time • eppotntment.
AppOi,uted members roa:>- serve after the expi-
ration of their terms until theIr successors
ha.ve taken office.

U(B) Members of the COrmcll who are not
officem. or employees of the United States
shall receive f-or each day they are engaged
in the performance of the functions- at the
Couneil compensation at rates not to exceed
the daily equivalent ot the annual rete in

. effect for grade a5-18 of the General Sched
ute, inl;:lueUng traveltime; and all members,
While so serving a.way tram their homes or
regular ptecee at business, may be allowed
travel expenses, incluciing per diem in Ueu
or-subsistence, in the same menneree such
expenses ere a.uthorized by section 5703 ·ot
title 6. United. States Code, for persons 1Il.
the Government service employed intermit
tently,

"(4) The Councll shaJ.lannuaUy elect one
or tts apointed members to serve as Chairman
untU the next election.

"(6) The· COUncil shall me-etat the, call
of the. Chairman, but not, less orten than
four times a year. ._

"(6) The Director of the Center shall (1)
designate a member of the s....aff of the
Center. to act as Executive Secretary 'of the
-couaen. and (2) make available to· the coun
cil such staft', information, and. othe-rasBist
ance as it may require to carry out its rune
tions.

U(7) The Council shall be subjecttojhe
Federal. Advisory Committee Act except that
the Council shall terminate. September 30,
1981,

"(g) The Director of tbe NatiQnal 'Insti
tutes of Health, the head of the Food and
Drug Administration (or the successor to
such eiltity), the' head. -of the center for
Disease·Control (or the successor to such en
tity') , the head of the Health Care Financing
Adm1n1stration (or the successor tosueh en..
tity). and the head of any other entity of
the Department· of Health, Education, and
Welfare designated by the Secretary shall
eecn UULke available annJIally to the Center
and the oeuncu a listing of all health care
technologies. of which he is .ewere ,that ar:e
under development and appear likely. to be
used in the practice of medicine.

"(h) For purposes of this section, the
term 'health 'care technology' means any
discrete and identifiable regimen or modality
used to diagnose and treat illness, prevent
disease, maintain patient well-being, -orrecn
rtete the. provision at health care services.

"(i) There are ·authorized to be epproprt
atedto carry out this sectaon $15,000,000 for
the fiscal year ending September 30, 1979,
$25.000,000 for the flscal year ending Septem
ber 30, 1980, and $33,000,000 for the fiscal
year ending September 30, 1981. Not less than
16 per centum of the amount appropriated
for the fiscal year ending September 30., 19B1,
sha.ll be obliga.ted for assessments, research,
demonstrations. and evaluations directly un
dertaken from the-Center under paragraph
(1) or (2) of subsection (b) r,

(d) (1) Subsection (a) (1) of section 308 is
amended (A) by inserting "end sectionSOg"
after "307", and (B) by strlldng out "health
statistics" .and inserting in lieu thereot ",
health statistiCS, and health care technOlogy",

(2) Subsection (b) (I)ot such section is
amended by striking out"or307"aIid m
serting in lieu thereof "307, or 309". .

(3) Subsection (d) of such' section is
amended (A) by striking out '''or 307" and
inserting in lieu thereof "307, or S09", and
(8) by msert.lrig "or epidemiQlogical" after
"statistical" in clause (1).

(4) Subsection (e) ot such aectacn 15
amended by str1kJng out "or 307" each place
it occurs and inserting in lieu thereot "307.
orSOg".

(5) Subsection (1') of such section is
amended by striking out "or SaO" and. insert..
ing In lieu thereof "S06, or 300",

(6) Subsection (g) (2) of such secti-on is
amended by striking out "and S06" and In
sertingin neu thereot "S06, ·and· 309". .

(7) Subsection (h) (1) of such section is·

amended by atr1k1ng out "or 306" each place
It occurs and inserting in lieu thereof "S06.

-or309".
. (8) The hea.d1ng for such section is

-amended. by striking out "AND .30'1" and in
serting in lieu thereof "307. AND 309",

ST1mY op COSTS OF DISEASES AND ADVERSE er
FECI'S ON H'D'!4ANS WHICH' ABE ENvmON·
MEN'rALLYaEla6.TED

SEc. 7, Section S04 (as amended by sec.
tion 3(d» is amended by addtng at the end.
the fOllOWing:

"(e)(l) The secretary and the Na.tional
Academy of Sciences (acting through the

,Institute 'Of Medicine and other appropria.te.
units) shall, jointly and in cooperation With
the . Admln1strator of the Environmental
Protection Agency, the Secretary of Labor,
the Consumer Product Safety .Commission,
the Council of Econ-omic Advisers, the oean
ell -on Wage and Ptice Stability. the Councll
·on Environmental Quality, and other en
tities of the Federal G07ernment Which the
SeCretary determines have the expertise in
~e s'!1bJect'of the. study .prescribed by this
paragraph, conduct, With funds appropria.ted
under section 308(1)(2), an ongoing study
of the .preeent and projected future health
costs of pollution and othe." envtrcnmerreer
conditions reslilting from huinan f\ctlvity
(including human. activity in any place in
the indoor or outdoor environment, inc1ud·
mg places of employment .and residence) . In.
conducting the study. the secretary and the
National Aca.demy of Sciences (hereinafter
1n th1S subsection referred to as the 'Acad·
ems') shall. to the extent feasible-

., (A) .identify the pcnutrcn (and the pol..
lutants respOD$ib1e tor the pollution) and
other environmental conditions which are,

. or may reaSonably be anticipated to be, re-
sponsible for causing, contributing to,1Il.
creeemg susceptibUity to,· or aggravating
human diseases and adverse effects on
humans;

"(B) ide·nttfy each such CUsease and ad
verse effect on humans and Specifically deter
mine whether cancer, birth defects, genetic
damage, emphysema. asthma, bronchitis, and
other respiratory diseases, heart· disease,
stroke, and mental tnness and tmpa,1rment
are such a disease or efiect; ..

"(C) identify (on a national, regional, or
other geographical basis) the source or
sources of such pollutants and conditions
and estimate the portion of each pollutant
and the extent of each condition which can
be traced to a specific type of source;

"(D) ascertain (i) the extent to which
the pollutants and condrnons ident1f1ed un..
der ,sUbparagraph (A) are, or may reasonably
be anticipated to be, responsible, individually
or collectively, for causing, contributing to,
mcreeemg susceptlb1l1ty to, or aggra.vating
,the diseases and effects identUied under sub- .
paragraph (B), and (11) the effect upon the
incidence ·or severity of specific dtseases and
effects of individual or collective, as appro
priate, incremental reductions in the ponu
tants and changes in such conditions; and

"(E) quant1!y' (i) the present and pro
Jected future health costs of the diseases and
effects identified under subparagra.ph (B),
and (11) the reduction in health costs whiCh
would result from each incremental reeue
tion and change referred to in SUbparagraph
(D) (11).

"(2) The secretary shall enter into appro..
pri&te arrangements with the Academy un-

. der which the Secretary shan be responsible
for expenses incurred by the Academy in con
nection With the stUdy prescribed by para
graph (1). _

"(S) The first report on the study pre- ,
scribed by paragraph (I) shall be made to
the Committee on Human Resources of the
Senate and. the Committee on Interstate and
Foreign Commerce of the House of Repre
sentattves by the Secretary and the Acad
emy not 'later than .etgtrteen monthS a.tter
the da.te of the enactment of this subsection.
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SUbs~quent reports on, the stUdy shall be 1n1tlAUy esta.bl16bed. Guidelmes shan take
made by the Secretary and the Academy effect on the date of the promulga.tlon Of
every two years after the date the first report the regulation establish1.ng or revising ·the
15 sunmttted, Each report ,Shall (A) identify guidelines or such later date as maybe speer
neactencres and limitations in the data. on tied -10 the gutdetmee,
the matters considered 1n the stUdy and "(B) The, guldeU.nes shall be deslgned-
recommend actions which may be ta.1ren to "(1) to improve coormnetton 'Of environ-
eummate such deficiencies and llmitations, mental and health studies, statistics, an.d. in
(B) include such recommendations for leg- formation, and to prevent overlap and 'un
islationas the secretary determines appro- necessary duplication with respect to such
priate, (0) include recommendations for sudtes, statasttcs, and tnformation;
facilitating studies of the effects ot hazard- "(11) to assure that such studies, statis
ous substances on humans, and (D) include uee. and information will be -available to
a description of any administrative action executive departments responsible for the
proposed to be taken by the aecretery, the adminiStra.tion of raws l'elating to the pro
AdnUnistrator of the Environmental Prctec- taction of the pubnc health and _safety or
tion Agency, the Secretary of Labor, and the tne.envtronment:
Consumer Product Safety Com.m1sS1on to re- "(iii) to encourage the more effective use
duce the costs Which have been quantified by executive departments of such studies,
under paragraph (1) (E) (i). In conducting stattstics, and information;
~the study. the Secretary and the Academy "(tv) to improve the statistical validity
shall seek assistance from public and private and reUabllity of Such studies,-statistl.Cs, :Bond·
health finanCing entities in securing the informatjon; and
cla.ta needed for the study. "(V) to assure greater responsiveness by

"(4) For purposes of paragraph (1), the th-e Department of Health, Education, and
term 'health costs of -pollutlonand other en- Welfare and otner executave departments-in
etronmentet conditions' means the costs of meeting informational and analytical needs
human diseases and other adverse effects on for determining thee:flects, of employment
numens which pcnuucn and other environ- and. indoor and outdoor environmental con
mental conditions are, or may reasonably be ditlons on public health.
anticipated. to be, respcnatbte for causing. "(C) In establishing and revtsmg guide
contributing to, increasing susceptibil1tr to, lines under SUbparagraph (A), the Secretary

·or aggravating, including the costs or pre- shall take into consideration taie pten eevei
venting such diseases and effects, the costs oped. pursuant to paragraph (1).
ot the treatment, cure, convalescence, and "(D) The center shall serve as a clearlng
reha.biUtation of persons affi1cted by such house, for statisti<',g and information with

. diseases, costs reasonably attributable to respect to wrucn gutdennes have been estab
pain and BUffering from such dteeases and lished under sUbparagra.ph (A) and shall &5-
effects. loss of lucome and future eermngs sist executtve departments in obtaining such
resulting from such diseases and effects, ad- statistics and mrcrmetacn for purposes of
verse effects on productivity (and thus in- adminiStering laws under their jurisdiction
creases in production costs and consumer relating to environmental health protection
priCe6) resulting tromsuch diseases and ef- or the safety and health of employees.
feets, loss of tax revenues resulting from "(E) (i) Each executive dcpn.rtment shall
SUCh decreesea in ,earnings and productivity, comply with the sUbstantive and procedural
costs to the welfare and unemployment com- .requirements of the guidelines.
peneatton systeDlS-and the programs of health .. (it) The President shall by Executive order
benefits under titles XVIII and XIX of the requtre each executive department to comply
Social security Act resulting from such with requests, made in eccordeuce with the
di&eMes and effects, the overall increases in guidelines, by the secretary, the Adminis...
costs throughout the economy resulting from - trator· of the Environmental Protection
such diseases and effects, and other related Agency, the Consumer Product Safety Com
direct and indtrect coats,", mission, or the secretary of Labor for ete
INFORMATION: ON EFi'ECTSON HEALTH OF THE tlstics and information.
ENVxaON~E:NTAND EMPLOYMENT CONDITIONS "(iii) -The Presidentm.ay by Executive

order exempt anyexecutave department from
SEC, 8. (a) Section 306 (as amended bV' compliance with a requirement of the guide

section 5) is amended by inserting after SUb: lines respecting epecmc statistics or other in
section (k) the follOwing new subsection: . formation if the President determines that

"(1) (1) The Secretary,acting through the the exemption is necessary in the interest er
Center, shall develop a plan for the couec- national- security.
tlon and coordination of statistiCal -and "(F) In carrying out his duties under
epldetnlological data On the effects of the thiS paragraph, the Secretary, acting through
enVironment·on health. SUch plan shall in- the center, S.hall, msorer as practicable,
elude a. review of the data now available on prOVide for coordmetaon of his activities with
health effects, deficiencies in such data, and thoseo! other Federa.l agencies end inter
methods by ~t.hich existing data deficiencies agency task forces relating to 'the 001100
can be corrected. The secretary shall submit tiOn, analysis, pubncatron, or distribution of
such plan to the Congress not later than statiStics and information necessary for- de
January 1,1980. termin1ng the errecta of conditIons of -em..

. ·'(2) (A) The secretary, acting through the ployment and indoor and outdoor environ..
Center, shall establish, not later than two mental conditions on the publlchealth",
years.arter the date of the enactment of this '('G) For purposes of this paragraph, the
subsection, guidelines for the collection, term 'guidelines' means. the gUidelInes,either
compilation, analysis, pubncetton, and dis- as initially established or as revised, in effect
tribution ot ·statistics and information nee- under this paragraph.
essary :for determining the etfectsof cccer- (b) The first sentence of subsection (d)
tio.ns Qr emploi'ment and indoor and outdoor of section 308 is amended by inserting after
environmental conditions on the' public "unless authOrized" the follOWing: "by
health. Guidelines established under this guidelines in effect under sec_tion306(1)

_ SUbparagraph shall not (i) authorize or re- (2) or", .
quire the disclosure of any matter described "(3) The Secretarr, acting through the
in section 552(b) (6) of title 5, United States center, shall conduct a stUdy of 'the issues
Code, and (11) authorize or require the dis. respecting, and the recommendations for,
closure of any statistics or other informatio.n establishing a Federal system to assist, in.
which is exempt from disclosure pursuant to a manner -destgned to avoid invasion ot
subsection (a) of' section 552 of title 5, ' -personerprwecy. Federal, State, and other
United States Code, by reason of subsection en,tittes in locating individttalS who have
(b) (4) of sucn section. The guidelines shall been or may have been exposed to hazard
-be reviewed and, if appropriate, revised at ous substances to determine the effect on .
least ever>' three years after the date they are theIr health of SUch exposure and. to as.

S1St them in obtaining appropriate medical
cere a.nd treatment. In COnducting such
study, the8ecretary ma.-y conSUlt with any
public and private entity which it deter
1iI1nes has expertise on a.ny 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 t~!;'

stUdy and· report 10 the congress the re
sults of the s.tudy and any recommendations
for legislation or administrative' action.

U(4) In carrying out paragraphs (1), -(2).
and (3), theSeeretary shall consult with and
take into consideration any recommenda
tions of the Task Force on Environmental
Cancer and. Heart _and Lung Disease'lthe Ad·
mtntstrator of the Environmental Protection
Agency, the SeCretary of Leber, the Consumer
Product Safety Commission, the Council on
Environmental Quallty, the National Com
mittee on Vital -and Health. Statistics, and
the- National Academy of Sciences (inclUding
the Institute of Medicine and any other unit
of the Academy)'"
. TASK FORCE ON '£NVIaONMENTAL CANCER AND

HEART AND LVNG DISEASE
SEC. 9. The Director of the National center

for Health· Sta.tistics and the head of tIle
center for Disease Control (or the successor
to su_ch entity) shall each serve as members
of the Task.Force ou Euvtronmental Cancer
and Heart and Lung Disease established un
derseCtion 402 Of PUblic Lsw95-95.

JUNE WORKERS STUDY

SEC. 10. The Secretary, acting through the
National Center for Health services Research,
Shan arrange for the conduct of a stUdy to.
evaluate 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 Workers' collective-bargain
irig agreements. of March 1978, that require
copeyments for health services. Such study
and a report thereon shall be completed and
~bmitted to the secretary, the Committee
on Human Resources, the Committee on Ap·
prcpriaetcns. and the Committee on Finance
of the senate, and the Committee on Wavs
and Means, the cemaaeeee on APprOpri!~
ttons. and the Committee on Interstate and
Foreign Commerce of the House of Represent
atlves no later than thirty months after the
date of enactment-of this section. Not more
than $1,OOO,OOO-Of the sums authorized to be
appropriated tor health eervrces research,
evaluation,~and demonstration activities by
section 308(i) (1) of the Public Health serv
ice Act shall be made available for such
study.
'A~ENDMENTS TO THE PUBLIC HEALTH SERVICE

ACT
SEC. 11. (a) Subsection (g) of section ·208

15 amended (1) by striking out "one hun
dred and f1.fty..fl.ve" and inserting. in lieu
thereof "one hundred and seventy-nine", (2)
by striking out "end not less than" and in
serting in lieu thereof ", not less than", and
(3) by inseTting after "alcoholism," ·the fol
lowing: "not less than ten shall be _for the'
National Center for Health Services Research,
not less than twelve shall be for theNa..
tional Center for Bea.lthStatistics.· and not
less than seven shall· be for the National
Center for Health Care Technologr,",

(b) Part Kof title III is repealed.
(C) Section 453 is amended by adding at

tho end thef'olloovllng: "The Secretary,
throUgh the Institute, may, effective Octo
ber 1, 1978, and without regard to section
405. carry out e, program of grants for public
and nonprofit private vision research facili
ties.",

(d) (1) Section 472(80) (1) (A) Is amended
(A) by striking out "and" at the end of

clause {-iii),
(B) by redesignating clause (iv) as clause

(Vl1) ,
(0) by inserting after clause (lU) the ret

lOWing;
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Jon.."1' ExPLANATORY STA'i'EMENTOF THE
COMMrr!'E:E: OF CONFERENCE

The .managers on the part of the House"
and the secateee the conference on·the dts
'agreeing votes of the two Rouses on the
amendm.ent of the House to the bUl (S. 24(6).
to amend the Public Health Service Act to
extend and revise the assistance programs for
health services research and health sta.tistics;
to establish the Office o! Health Technology.
and for other purposes, submit the follOWing
·joint statement to the House and the Senate -.
in explanation of the effect of the action
agreed upon by the ma.nagers.a.nd. recom
mended in the accompanying· conference re
port:

The House amendment to the text of' the
bUl struck out au ot the senate bilI after
the enectmg clause and inserted..a. substitute
text.

The Sena.te recedes' from its dlsagreement
to the amendment of the Bolise with· an
amendment which is a. substitute for the
Senate bill and the HOUBe..amendment. The
differences between" the senate bUl, the.
House'amendment, and the·subst1tute agreed
to in conference are noted. belOW,except for
cterrcaf ccrrecttons, .conforming changes made
necessary by agreements reached by the con
ferees, and minor drafting and clarifying
changes. .

SHOIt'l' TITLI:: BEFEILENCE TO ACT

The Senate bill provided that the Act may
be cited. as the "National Instltutes of Hea.lth
Care Research Act of 1978."

The Bouse amendment provided that the
Act may be cited as the "Health aer-eee Re
search, Health Statistics, and Health Care .
Technology Act of 1978."

The coriference substitute conforms to the
House -emendment.

NATIONAL c~ FOR HEALTH CARE
TECHNOl:OGY

Both. the Senate bill and the House amend
ment establ1shed.an entity to conduct assess
ments ot and other activities with respect to
health technOlogy. . .

Under the Senate "bUl.the entity was
named the Office of Health Technology.

Under· the House amendment, the· entity
wasname:d. the National ceeeee' for Health
Care TechnOlogy.

The conference substitute conforms to the
House amendment.

GENmAL AUTHORITY OF THE ~ARY

The Senate bill provided. that. 1n carrying
out his responsibll1tieJii under section 304 at
the Pvblic Health Service Act, the' SecretarY
waeto gtve appropriate emphasis to (1) the
acce.ssibility, acceptability, planning, crge
D.1Za.t1on, cl.1stributiOn, utll1zation, and ·fl..
:Dancing of systems for the delivery of health
care; (2) a1temat~ve ~ethods fOr measuring

"lh') research at the National Center tor
Itca.lth services Research, the National Cen
ter for Health Statistics, and the National
Center tor Health Care Technology,

-{v) trainIng at such Centers to under
t.a.ke 'such research,

"(vi) research on the matters set forth In
eecucn 304(80) (2) at public Institutions and'
at nonprofit private Institutions, and", and

(D) by striking out "such research" in
ejause (vii) (as so redesignated) and Insert
ing In lieu thereof "biomedical and .benav
ioral .research and "the research described in
clause (vi) ".

(2) Section 472(a) (1) (B) Is amended by
strik1llg 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:

"CONTllACT AUTHORITY

·'SEC. 514. The authority of the Secretar:v
to enter into contracts under tbis Act shall
be effective 'for any fiscal year only to such
extent or in such, amounts as .are provided
in advance by appropriation Acts. to.

(f) (I) '!he second sentence of subsection
Ca) of section 705 is amended 1;t) read as fol
lows: "Such records shall include records
which fully d1sc1ose (A) the amount and dis
position. by such entity of the funds Paid to
1t under sucb grant. loan, loan guarantee.
interest subsidy. or contract. (B) the total
cost of the project or undertaking for Which
sneb grant, loan, loan guarantee, interest
BUbsldy, or contract is made. (C) the amount
of that portion of the cost of the project or
undertaking received by or allocated to such
entity from other sources. and (D) such ether
records as will recnrtete an aUdttconducted
in accordance with generally accepted audit
ing standards.",

(2) Subsection (b) of section ·705 is
emended to read as follows:

"(b) Each entity which received a grant.or
entered. into a contract under this title shall
provIde for a biennial financial audit of any'
lJooks•. accounts. financial records. files, and
other papers and property which relate to the
disposition or use of the funds received under
such grant or contract and such other Iunds
received by or allocated to the project 01'
undertaking tor Which such grant or .conteect
was made. For purposes of assuring accurate,
current, and complete disclosure of the dis
position or use of the funds received. each
such al,ldit shan be conducted in accordance
With such requirements concerning the. indi.
"Viduai or agency which conducts the al,ldit
and such standards appllcable to the per~
formance ot the audit, as the secretary may
by regulation provide. A report of each such
aUdit shall be flIed with the Secretarv at aucn
time and In such manner as he may require.",

(g) Section 771(d) is amended by adding
at the end the folloWing:

"(5) The Secretary may waive (in Whole or
In part) appllcatlon to a schOOl of dentistry
of the requirement or any paragraph or this
subsecncn tr the Secretary determines. after
reeeivtng the wrttten recommendation of the
appropI1ate accreditation body or bodies (ap
proved. for such purpose by the Commissioner
of EducatIon) that compttance by such schoot
With such requirement will prevent it from
matntaln.Jng Its accreditation.....
H!:.~L'!'!! ~omS:O:N·S iiEPOR'tS AND paOGRAMS

SEC. 12. (a) Section 708(d) of the Public
Health service Act is amended (1) by strik
ing out "not tater than September 1 of each
year", and (2) by inserting at the end the
fOllowing: "Such report shall be submitted
"biennially. and the first such report "shall be
due not later than October I. 1979:'.

(b) Section '709(b) ot such Act is amended "1'hat tbe Senate recede ::rom Its dtsegree-
by striking out '''January 1. 1979"'and insert- ,ment to tbe amendme-nt of the House to the
lng in lieu thereof ·'February I, 1980". title of the bllI and agree to the same.

(c) Section' 751 (I) at such Act is amended HAam O. STAGGERS, "
by strIking out "December".and inserting in PAtJ'L G. RoGERS,
lieu thereof "March". DAVID SA"I"I'I:RFIELD,

(d.) Sectton 771 (b) (2) (B) of such Act .ts RICHARDSON PREna,
amended by striking out "45 days after. 'the" JAMES H. Scm,
date for which the determination Is made' TIM LEE CARTER,

. and inserting in l1eu thereof "the first De- JA3!ES T. BROYHILL,
cember 31 occurring arter th~ date for which -Managets on the Port atthe House.
the determmetton is made". _ EDwARD XEN:r-."'EDY

(e) Section 782(c) of such Act·iS amended GAYLOP.D Nmo,.-'
by striking out "September 30. 1979" and in- CLAmOltNE Pm· .
eertmg in lieu thereof "March I, 1980".. WlLLIAM D. JiA~AWAY.

(f) Section 788(b) (6)' of such Act IS liAmtISON A. WILLIAMS Jr.•
amended by striking out "September 30,. 1978" RIeHm 5 SCHWEJXER '
and.,1nsertlng in lieu thereof "October I, J. K. JA\~S, •

1979 . . JOHN CHAFiZ,
(g) Sect.ion 793(c} of such Act 15amended "Ma.nagers on 'the Pa.rt oj the Senate.

(1). by striking out "annually" and inserting
in l1euthereof "biennially", and (2) bystrik
ing out "December I, ·1978·~· and inserting In:
lieu thereof "October 1. 1979". .. .

(h) Section 951(b) of the Nurse Training
Act of 1975 is emended by striking out, ·'Not
later than February I, 1977.arid'Febi"uary 1
of each succeeding year" and inserting In lieu
thereof "Not later than October 1. 1979, and
October 1 of each odd-numbered year tb,ere
after".

(f} (I) Section 702(d) of the HealthPro~

resstcns Educational Assistance Act of 1976
is' amended by striking out "not "later man
two years after the date of enactment .of,this
Act" and inserting in lieu thereof "not later
than October I, 19'79".

(2) Section 903(20) (2) of the !iealth Pro
fessions Educational Assistance Act of 1976
is amended by striking out "January I. 1979"
and inserting in 'ueu thereof "Aprll I, 1979".

(j) section 772(e) of "the Public Health
service Act is amended by inserting before
the perioc1a. comma and the following: "ex
cept that a student who, for other than ace
demic reasons, withdraws from a 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 .a.cademic year";

MISCELLANEO'OS

SEC. 13. (a) (1) Section.l11(h) (42 U.S.C.
7411) of the Act of July 14,1955, as-emended
by "Public Law 95--95. is amended by adding
the follo~1.Dg at the end thereof:

"(5) Any design, eqUipment, work practice,
or operational standard, or any combination
.thereof,'.described in this subsection shall be
treated as a standard of performance for pur
poses .of the provisions of this Act·· (other
than the prov1s1ons of subsection (a) and
Ws subsection) .... .

(2) Subsections (d) (I) (A) and (g) (4) (B)
Of such section are each amended by striking
out "under subsection (b) n and inserting in
lieu thi!reof "under thIs section".

(3) Subsection (n of such section Is
amended bystr1k1ng out "subsection (b) of"
in pa.ragraphs(l) (A) and (2) (A) thereof.

(b)' Section 112(e) of such Act (42 U.s.C.
7412) is amended by adding the fallowing at
the end thereof:

·'(5) Any design. equrpment, work practice,
or operatlonal standard, or any combmattcn
thereof. descrrced.m this subsection shall- be
treated as an emission standard for purposes
of the prOVisions of this Act (other men the
provisions Of this subeecnon),'

(e) section 117(c) (3) of such Act (~

U.S.C. 741'7) is amended by str1k1ngout U(b)
(I) (E)" In each place it appears.

(d) Section 317(a) (1) of such Act {42
U.S.C. 7517} ·is amended by striking out.
"(b)~. .

And. the House agree to the same.



CONGRESSIONAL RECORD -HOUSE H 12833------

bealth care teclmotogtes. The conferees In
tencl, rather, tomak& certain that the Na
tkmaJ. Center for Health Services Research
can .eonemue to undertake and support de
ve10pment programs concerning new teen
nologiesdirectly relevant to the organtza
tion and delivery of health care services. Tbe
NCHSR shOUld be free to undertake and su~-

. port work relevant to deatgntng, developing..
and demonstrating such new technologies.
The NCHSR should also have authority to
evaluate the results of studies concerning
the design, development,and demonsrretton
of .these technologies.

Evaluating and assessing the errectaveness.
ecee-erreetavenees, social, ethical and econom
ic:. impli.C:l:tions Of hea.lt~,care_ technologies
should be the pntlli":.ry responsibility of the
National Center for Health ceee 'r1:!~b.nQIO};!'Y.

The conrerees recognize that distinguishing
the precise bound.aries of the activities of
(be .National center for Health Services ne
search and the Natiotial center for Health
care TeChnology may be di1Iicult in some
SltUa.t1ons and expect the -two centers .to
-WOr.k .closely together to ·mititm.1ze .duplica.
tien of eftort.
AMENDMENTS WITH RESPECT TO THE NATIONAL

CENTER roB. HEAL'1'H STATISTICS

The Senate blll (1) authorized. thesecre~
ta1'y to undertake. and support epldem1ologi~

cal research, demonstrations and evaluations,
(2) required that surveys provided tc eere
vant committees of Congress include ept
demiological surv.eys•. (3) changed the refer
ence to the Senate Committee on Labor and
Public Welfare to the senate Committee on
Human ·Resources, (4). formally named the
Cooperative Health 'StatisticalSystem, (5)
correctly named the National Co:nmittee on
Vltaland Health StatistiCs and (6) required
that the secretary. in consultation with th~

National Committee on Vital and Health
statistics, maintain needed. minimum sets
of data and establish standa.rds to assure
"the quality of health statistics and eptdemto
logiCal data collection, and properly coordt
nate data collections. .

·The H~useamendment (I) required es
opposed. to existing law's permisSive author-

. ity.· the Center to collect statistics and to
undertake and support certain activities, (2)
a.uthorized the Center to COllect statistics and
prepare studies upon request of pubic and
non-profit private entitles under errenge
meats under whiCh the entities will pay the
cost of the services provided.. (3) required the
esta.bUshment of standardized means for the
ecneceren of health information and seetas
tics .In laws administered. by the Secretary of
Health, Education, and Welfare, (4) formally
established the Cooperative Health statistical
System and delineated the activities of the
Center with respect to tne system, (5) speci
fied that the unit of HEW which is to coop
erate witl,1 other Federal agencies in carrying
out statistlcal activities is_to be the Center.
(6) added health planning as a field from
wbich persons may_ be appointed to the
National Cornm.ittee on Vita.l and Hea.lth
StatiStics, and (7) authorized. the Center to
provide to public and noa-proat private en
titles· engaged in health planning actiVIties,
technical assiStance in the effective use ill
such activities of statistics selected or com
pUed. by the Cen,ter.

The conference substitute includes the pro
v!!';ion.~of both the Senate bill and the House
amendment.

HEALTH CARE TECHNOLOGY

Duties oj the National Center for Health
Technology

The Senate bill required the Secretary,
acting through the proposed Office of Health
Technology, to: 1) establish priorities for
research. demonstrations, and eValuations of
mpclicn.1technologies; 2) undertake and St1p~

port. by grant or contract, research, demon-

research. evaluation. demonstra.tion and
health statistical activities through the two
existln.g Centers. but only those ecnvrtaes.eu
thorized by the Public Health Service Act.

The conference substitute combines the
provtstons of the Senate bill and the House
amendment.

In directing the secretary to coordinate ec
tivitiesin the area of health servrces-vre
search, health stattetacs, eprdemtoiogy, and
the assessment of health-care tecnnotogtee,
the conferees do notmtend to prevent other
agencies Within the Department from pur
sUing programs Which are directly relevant
to their mandates, The conferees reel strongly
that the secretary shOUld provtde sufficient
eiseencn through the Centers to reduce to a
minimum any overlap and. duplication in the
areas of health services research, health see
nsaee, epid.emiOlogy and the evaluation of
health. care technologies. However. the -con·
rerees recognize fully that the National In
stitutes of Health, the Food. and Drug Ad;'
ministratlon, the Center for Disease Control.
and the Health Care Financing Admtn1stra·
ucc. among other agencies, inust pursue re~

search and demonstratlon activities necessary
to administer their individual programs and
ec fulfill legiSlative mandates. The secretary
will naturally have to exercise careful judge
ment in determining where such ectavtaes
shoUld be better coordinated and where the
individual agencies shOUld be granted sub
stanttal independence. For example, the con
ferees would not find it appropriate for the
National Center for Health Statistics to co
ordina.te epidemiological activities .under
t1l.lten at the National Institutes of. Health,
unless -the secretary finds that the NIH lacks
the capacity to -perrcrm tha~.c~rdi~attng

role for itself. .
AMENDMENTS wrm RESPECT TO THE NATIONAL'·

CENTER FOR HEALTH SERVICES llES'£ARCH

The Senate bilt (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 hea.lth eervtces delivery
and medical information systems.

.Under the House amendment (1) the Oen
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 was de·
leted, and (3) no application for a. grant or
contract for health services research under
a law edmtmetered by the Secretary of HEW
could be approved before the National oen
ter and the Health Care Fina.ncing Admin·
istrlltion had been given a reesonebte op
portunity to review the application for teen-
meet competence. .

Under the conference subetttute, the cen
ter-ts afforded authority to conduct research
with respect to computer science and its au
thOrity to support reseercn with respect to:
technology is retained. In addition,· the con
ference SUbstitute mctudee the provision of
the House .amendment which requires eer-.
tain research to be conducted as well as the:
provision which deletes authority with re
spect to construction. The conference ece-.
stitute does not include the requirement with
respect to review of applicatiOns by the can...
ter and the Health Care Financing Admin
istratton.

In retalnfng the n~ndat.e of the National
Center for Health Services Research to un..
dertake and support experiments and demon~

strations respecting the "technology" of
health services and systems, the conferees
wish to Inake clear that they do not intend
the NCHSR to compete with the new Na
tional Center for Health Care Technology in
conducting assessments, research, evaluations
and demonstrations respecting the efflcacy.
safety, efIectivell.e5S.cost~efTectivenessand
socIal, economic and ethir,alimpa-cts at
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and evaluating the quality of systems for the
delivery of health care: (3) the eonectton,
euetvets and dissemination of health-related

- stati~tics; (4)' alternative methodS to improve
and promote health statistical and epidemi
ological activities; (5) the safety. efficacy,
errecttveness, east etIectiveness, and secret.
economic and ethical impacts of medical
technologies; (6) alternative methods for dis
seminating knowledge concerning health and
bealth-related ectavttaes: (7) the special
problems of low-income and minority groups
and the elderly; end (6) the prevention of
illness. disability and premature deaths in
the United States. ,

The House amendment provided that, in
addition-to his exiSting reeponetbtutaes under
section 304. the secretary is to give appro
prlElote emphasis to health care costs, m
creases 1n such costs and the reasons for
SUch increases.

The conference substitute combines the
provisions of the Senate bill and the House
~mendm.ent.

:MANPOWER 'rUINING PROGRAMS

The Senate bill required the Secretary
(through National Research service Awards)
to undertake and support manpower eretn
1ng programs to provide for an expanded and
continuing supply of individuals q'\lalifled. to
support research, evaluation and demon
stratiOn projects with respect eo hdlth aerv
Ices research, health statistics and health
care technology.

Th.e House amendment required that the
health services research and health sta.~istics
training authorized to be conducted under
seetacn 304 of the Public Health Service Act
be conducted _through the Na.tiona.l Center
for -Health Services Research and the Na~

tional Center for Hea.lth Statistics.
Under the provisions of the conference

eubstttute, th" Secretary 1s required, through
the National center for Health Services Re·
search, the National center for Health Sta~

tis-tics and the National Center for Health
OAreTechnolOgy and using Nationa.} ReSearch
service Awards and other a.ppropriate au
thOtities. to undertake and support man
power trainiilg programs to provide for an
expanded and _continuing supply of indi~

vldua.ls qualified to perform the reeeercn.
evalua.tion and demonstration projects with
respect to health services research,health
statisttcs and health care technology.

ExPERTS AND CONSULTANTS

The Senate -bill authorized the Director of
the National Center for Health Services Re·
search and the Director of the Nationa-l cen
ter for Health· Statistics each to obtain the
services of not more than 15 experts or eon
suttants who have appropriate scientific or
professional quennceeiccs.

The House amendment contained no com-
parable provision. , .

~pr~:~i=f~~e~~: s~~:~~u~~~~~~t~e~~~
nlcal amendment.

COORDINATION OF ACIlvI1lES

. Existing law requires that all health eerv
lees research. evaluation, demonstration and
health statistical activities undertaken and
supp?rted through units of the Department
of Health, Education, and Welfare be coordt
nated. by the secretary. In addition, existing

"few requtres that, ec the maximum extent
feasible. such ccordmancn shau!!! be ca~!'ied

out through the National Center for Health
services Research and. the National Ceuter
for Health Statistics.

The Senate blll retained the prOVisions of
existing law, except that it included epidemi
Ological activities and reqUired that theca
ordinatlon also be carried out through the
proposed Office o! Health Technology, as.wen
as the two existing Centers.
. The House amendment Changed ·e_xisting

law to require coordination of health ser\'ices
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a.nc1 action taken with respect to reimburse_
ment policy, .and describing any addinonat
a.UthOrity or organizational changes neces;
sa.ry to more effectively carry. oq.t functions
of the center. .

The Senate bill did not mctude a CCV'.
parable provision and the conference SUb_
stitute conforms to the Senate bill.
NATIONAL COUNCIL FOR THE EVALUATION or

M:E:DICAL·'rECRNOLOQY
The senate bill established a National

Council for the-Evaluation of Medical TeCh
nolOgy consisting of emplOyees of. govern
ment, and members or the public. Such
Council was authorized. to consult With and
make recommendattcns to the secretary with
respect to the safety, efficacy, effectiveness,_
cost elIectiveness, and the social and econom,
rc impacts of particular medical technologies
end, . when appropriate, after consultation
with appropriate public and private entities,
develop stendarde, norms and criteria con
cernlng the ut111za.tion·of perttculer medioal
tecbnciogtee.: In addition. the Council wes
requtred to CUsseroinate the standards, norms
and criteria it had developed..

Under the H-ouse amendment, a Health
Care Technology Advisory Comm1ttee, con
sisting of governmental and private members,
was established. The COmmittee was to advise.
the Secretary and the Director of the Center
for Health Care TechnOlOgy With respect to
health care technology functions. 1ncluding
the esta.blishment of priorities. for assess
meuts ec be undertaken or-supported by the
Ceuter. .

~'I'he conference substitute ccnrorms to the
provisions of the Senate bill, with technical
amendments.

The managers did not 11m1t tne Council
to developing standards, norms and criteria
based SOlely on assessments undertaken bv
the Center. But not doing so, however, it 1s
not the intent of the' conferees that tne work
of the Ocuncn not be closely tied to the
actrvrttes of the .Center. Thus, the conferees
would expect the Councll, wherever prac
ticable. to use eeeesments undertaken or sup

.ported by the Center in developing standards.
norms, and criteria respecting health care
technology. .
AlnaOIl.IZATION OF AP'PB.OPBIATIONS FOR TH:!:

- NATIONAL CE~'I'ER FOR HEALTH SERVIcrs RE
SEARCH:

The Senate bm.provtded the ronowmg au
thorizations for health services research,
evaluation, and demonstra.tionactivitiesun_
dertaken or supported by the National Cen
ter tor Health Services Research: $32,600,000
for fiscal year 1979, $35,000.000 for fiscal year
1980, and $40,000,000 for fiscal year 1981. In
addition, at least 15 percent of such funds or
$6,000,000, whichever is less, was required to
be made available only for activities direct}.
undertaken by the Center. and. at least 5
percent of such funds or- $1.000,000, which
ever is less, was to be made avallable only Jor
dissemination activities directly undertaken
br, the Center.· .

.Under the House amendment, approprte
tions of $36.000.000 for fiscal year 1979, $44.
000,000 for fiscal year· 1980 and $49.000.000
fo;r 1981 were authorized for the health serv
rees research, evaluation, and demonstration
activ1ties undertaken by the Center. In addi
tion, at least 20 percent of the amount appro.

·priated tor any fiscal year or $6.000,000
whichever is less, was required to be made
avallable for health. .servtces research and
demonstra.tion activities directly undertaken
by the Center. The House amendment also
author1zed $2,000,000 for fiscal year 1979. $4.
000,000 tor fiscal year 1980. and $4.000,000 for
19S1.for health services research training..

Under the conference substitute, the foJ
lowin;g author~Uo:us o~ apprl?prJatioll,s. are

stra.tlons respecting health eeretechnotcgtes.
'!'he senate .bW established the following re
quirements with respect to each such center:
(1) a fUll-t1me Dtrectorand. additional
professionaJ.staff, (2) a staff w1th expertise
in the various dtsctpnnes needed to conduct
mUlti-disciplinary research, (3) loca.tion
with 'an established academic or research
institution, and (4) such additional require
ments as may be prescribed by regulation.

The House .amendment authorized the
secretary to assist public and priva.te non
prOfit entities ill meeting the costs of plan
ning, esta.blisb.1ng, and opera.ting centers to
assess health care technology.

The conference substitute conforms totlie
provistcns of the senate bill.

REVIEW OF caANTs ANDCoNTRAcrs

Under the House,-a.me-ndment,.any grant or
contract. awarded forresearcb, demonstra
tions 'and evalt;.ation of health care technoI..
,ogy, thecilreet 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 Senate bill required the National
Councll for the Evaluat1onof·Medical Tech
nOlogy to review and approve any-grant or
contrect. the direct cost of v,"hich exceeded
$35.000.

The ccnrerence SUbstitute includes the
provision of the Houseamenciment _but also
proV1des that no grant or contract in excess
of $35,000 may be made or entered into un
Iessit has first been.reviewed by' the Nationa.l
Council on Health Care TechnOlOgy and the
Council's recommendations respecting -ap
proval has been provided to the secretary.

RECOMMENDATIONS RESPECTING HE.\L'I'B CARE
TECHNOLOGY ISSUES

. Under the House amendment, the National
Center for Health oare Technology was re
qUired to make recommendations to the
secretary respecting health care technology
issues In the a.ctministration of taws under
the Secretary's Jurisdiction inclUding reccm
menda,tlons with respect to reimbursements
under Titles xvm and XIX of the Social
Security Act•.

The Sen:a-te bill contamed no comparable
proVision. .

Under the eonrerence SUbstitute, the
Center Is a.uthorized to make recommenda
tions to the secretary respecting health care
technology Issues in the administration of
the laws under the Secretary's jurisdiction,
inclUding recommendations wi th respect to
reimbursement policy.

REPORTS

The Senate bill required the Secretary to
mcruae in his annual report to the Congress
on the adininlstration of section 304 through.
307 and the current sta.te and progress of
health services research and health statis
tics, comparable 1llformation respecting
health care technology.

Under the House amendment, the secre
tary of HEW was required. not later than
December 1 Of each year, to report to Oon
gress a. comprehensive description of the
activities of the Center for Health Care Tech';'
nology during the preceding fiscal year.

The conference substitute conforms to the
provisIons of the Senate blll.

SPECIAL REPORT

'The House amendment inciuded a provi
stca, not contained rn the Senate bUl, which
required the secretary of HEW, Within two
years after the date of the enactment of the
proposed legislation, to submit a report to
the relevant committees of Congress describ
ing the various types of actiVities undertaken
and supported for the asSessment ·of health

. ca.r~·teehnology, descr~bing·reco~endation:S

';U"Btlons. and evalua.tlons concerning the
roa.tety. efficacy, ellectlveness. ecee-eaecnee
t~SS. and social and enacei napeces ot mee
1(';.1 technologies; and 3) undertake and
:-.upport similar studies respecting the factors
that affect. the utilization of medical tech
nologies, arternatave metbOds tor dissemmat
Sn.g 1ntormation on medical technologies. aJ....
terna.t1ve methods for measuring the qUality
at health services, and other matters. .

The House amendment required the seee
tarY. acting through the Center•.to-undertake
and stlpport ccmprenenstve assessments of
health care technOlOgy. In determining if the
assessment of a particular technology shoUld
be given priority, the Center was to consider
a number of factors including the actual or
potential risks and the lLC'tual or potential
benefits to patients associated With the use
of the technology. the actual or potentlaJ cost

/oftbe technolOgy, the actual or potential rate
or its use, s.nd the stage of development of
the technology.

The conference substitute coinbines pre
'Visions at Rouse and sena.te .bills. The aecee
tary'is required, actlng thrOugh the Center.
to undertake and support assessments of
health care teChnology. In addition. the Sec
retary is required, acting through the Center,
to undertake and support resea.rch. in,and
demonstrations and evaluations of 1) the
factors tha.t atrect the use of hea.lth care
teChilologies in the United StateS; 2) methods
for disseminating information on health care
technologies; aDd 3) the effectiveness, cost

-effectiveness, and social, ethical and economic
impa.cts of particular medical technologies.
The Secretary Is also required to encourage
and support research evaluations, and dem
o:o.strations :respecting the safety and efficacy
of particular medical technologies. In deter
mining if an actiVity respecting a' partiCUlar .
technOlOgy is to be given priority, tbe Becre
tary is instructed to place empha.sis on those
factors WhiCh were emphesraed in the House
amendment~

The conferees feel that·the Na.tional Center
for, Hea.lth Care Technology should have at
least two primary missions. First, it should
stimulate increased scrutiny of new and ex
isting health care teChnologies to insure that
tlJ,eir safety, efficacY,cost-effectiveness. social,
ethical and economic tmpactsare more com
pletely explored. Secondly. and just .ae
important, the new center should encourage
'the rapId dissemination of neWly developed
health. care tecbnoiogtes wbtcn have proved
their worth in terms of safety, efficacy, eost
ertecttveneee. The work of the Center and its
Councll should act, therefore. both. to Iden
.ttl,. those health care tecnnotogtes which
have been insufficiently evaluated and
to spur more' rapid adopttcn of practices.
procedures and devices whose. usefulness has
been demonstrated. The conferees feel
strongly that the Center should be even
handed and balanced. in fUlfilling these two
m1ss1ons.

COOPERATION
'Under the Senate bill, the secretary was

-required to cooperate and consult withtbe
NatlonaJ. Institutes- of Health, the Veterans
Adm1nI$tra-tlon and allY other interested
Pederal department with respect to health
care technology.

The House amendment contained no com
perabte provtsrcn.

The conference substitute eonforms to the
Senate blll.
ESTABLISHMENT OF CENTERS TO ASSESS HEALTH

CARE TECHNOLOClY

The Senate sm required the Secretary to
ass15t publiC and private non-profit entities
in meeting the costs of planIilngand,estab-

- Usb1ng new; and operating eXisting and new.
centers for research, evaluation and demon-
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HEW PATENT POLICY

Under the senate b11l. the .Assistant Secre
ta.ry for Health was granted re6ponsibil1ty
for (1) developing the .pcuetes of the De
partment of HEW with respect to the rights
to inventions of its employees, grantees and
eontrecrors; (2) issumg-mventtcn and pat
ent a.dm1nistration policies and procedures:
(3) administering the receipt and processing
of invention reports' by empioyees, grantees.
and contractors of the Department; (4)
making determinations of rights to-mven
ncce. and .patents involving inventions of
employees, grantees and cont-ractors of the
DepartlJ1ent; and (5) mak1ng determinations
with respect to appncancns for licenses,
\lnd.er patent applications aiui patents owned
by the United States. In addition, all func
tions of the Office Of the General Counsel

'rela-ting ·to patent adm.1nistratlon and ad
ministration or.mventton reports were trans
ferred.- to the Office of Health TechnOlogy.
However, all lega.l services and functIons
relating to patent inventions were to remain
in the Office of the Geileral Counsel.

The House amendment,contained. no eom
parable provision. a.nd 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. The conferees are aware of ex
pressed dissa.tisfaction with the pace at·.
which patent applications are currently proc
esse-d 'within HEW. Unnecessary delays in
d.etermining rights· to inventions developed.
with Federal dollars deprive taxpayers of the
potential benefits of reseerch and develop
ment financed with Flederal monies. The con
ferees WiSh to note that they 'Intend to give
a :thorotigh review to patent proceedings In
the near future.
STtrD't 'OF HAZARDOUS StmS'l'ANCES ON HUMANS

The House amendment contained a provt
eton, not Included in the .Bena.te bill, that
required the Committee on Vital and Health
Statistics to conduct a stUdy of the issues

_respecting eetablishiDg a Federa.I system to
fac1l1tate studies of the effects of h'SZMd
ous substances on humans and to assist Fed
erer, state and other entities in locating
1nd1viduals who have been expceed vtc
hazardous substances to determine the effect
on theiT health of such exposure and to assist
them in. obtaining appropriate medical cere.

The conference substitute conforms essen-
tially to the House amendment. except that .
(1) the study Is incorporated 1nto the luger
stUdy of costs of environmentally related
diSeases and is to be conducted by the eecee
tary of HEW, acting through the' National
Center for Health Statistics; (2) a eoneort
datedconsultat,lon provision has been in
cluded; and (3) the National Committee on
Vital and Health StatistiCs is i.DCluded.
among those groups which must be con
sWted..
POSITIONS FOR SPECIALttY QUALIFIED PERSONNEL

The House emendment authorlzed the
establishment of 'twenty-tour .new positions
within the Public Health Service 10rspe~"

c1ally qualified sclenttfic, professional and.
administrative perscnnet, .These positions
were to be for the National Center for Health
aersicee Research, the National .oeeeee. for

I

EFFECT OF THE ENVIRONMENT ON HEALTH

The Senate bill reqUired the secretary to
develop a plan for the collection and coordi
nation of sta.tistical and epidetnlOlogical
data on tne errecta of the environment on'
health..

The House amendment required. the Secre
tary to establish gutdennes for the collection.
ccmpnatton. analysis, publication and dis
tribution of statistics and information neces
sary for determining. the effects ofconditlons
of employment and indoor and outdoor en
vironmental 'conditions on the publ1chealth.

IIi . addition, the House amendment re
quired the Secretary to "conduct a. study
focusing on the costs of environmentally
related cUseases.

The conference substitute combines &ncI
integra.tes theprovlsioDB er the Benate but
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 Agenet and the
secretary of LabOr.

the Center f(\r Health Care T~chnology: $15,
000,000 for fisee.l year 1979.$26.000,000 for
fisca.l year 1980. and $33,000.000 tor fiscal
year 1981. Beginning in fiscal year 1981, not
less than 15 percent of amount appropri
ated is to be obligated for assessments di
rectly undertaken tb,l'ough the Center.

NATIONAL ItESEARCH SERVICE· AWAlU)S

'Onder the Senate bill, the authorIty of
the Secretary to provide ,National Research
5erviceAwards was' extended to authoriZe
research at the National center for Bealth
Services Research, the National center for
Health Statistics and the Center for Health
Care Technology. as well as trainfug at such
centers. .

The House amendment contalDed no com-
parable prcvtstcn. .

The conference substitute conforms to the
Senate jnn.

ncaNOLOGIES ·UNDEll D~ENT

Under·the 8enatebW. the Director of the
National Institute of Health. on an annual
basis, was required to make available to the

. proposed Office of Health Technology and its
Council a list of aU technologies which the
Director is aware are under development and
that appear Jikely to be used in medical
practice in the near future.

The House aJ:Ilendment contained no com-c.
parable provision.The Conference substitute includes the
proviSions of the Senate btll,w1th tecum-
cal amendments. .
HEALTH STATUS OF THE ·MEMBERS QF UN!TEP

.: MINE WORKERS

Under the Senate b1l1, the secretary, act-
ing through the National center for Health
Services Research. wee required· to .errange
for a study to -evaruete the. impact upon
the utllizatlon of health services by and tlle
health status of members of the United"
Mine Workers and their dependents as. a
result of changes in the United Mine Work~
ers couecetve-bergammg agreements of
March 1978.

The House amendment contained no com-
parable provision. .-

The conference substitute conforms to the
Senate bill.

Oct.ober 13, 1978
made'ror he$lth service research, evaluation.
and. demonstration activity undertaken or
S\lpported by the National Center for Health
Services Research: $35,000,000 for fiscal year
1979. $40,000.000 for fiscal year 1980, ~nd $45,
000.000 for fiscal year 1981. At least 20 per
cent of the amount approprl.a.ted for any
fiscal year or $6,000.000. whichever is less, 15
required to be made available only for ac
tivities directly unClertakenby the Center.
At least 5 percent .cr the amount appropri
ated in any aseet year or $1.000.000, which
ever 15 tess, is ~U1red to be made available
only for dissemination activities directly un
dertaken by the Center. The conference sub
stitute contains no line-item authorization
for health services resea.tch tra~ning.

A'1JTHORIZA.TION OF APP:aOPKIATIONS FOR THE
NATIONAL CENTEK FOR HEALTH STATISTICS

Under the Be.nate blll. the following au
thorizations of appropria.tions were made for
health sta.tistical activities: $43.400,000 for
fiscal year 1979, $47.000,000 for fiscal year
1980, and -$50.000.000 for fiscal year 1981. Of
the fun4sapproprta.ted. for any fiscal year, at
least 15 percent was required. to be ayailable
only for health statistical 'and epideDliologi
cal activIties directly undertaken by the Cen
ter. _ .

Under the House amendment; authoriza
tions of appropriations for bealth statistical
activities of the Center were as renewer $60,·
000.000 for ftseaJ. year 1979, $75;000.00'0 for fis
cal year 1980. &nd $80,000.000 for fiscal year
198LInadclltion. under the House amend

.rcene, of the amount -appropriated. at. least
.1.000.000 in fiscal year 1979, $2.000,000 in'
:6.scalyear 1980, and $2,000,000 in fiscal year
1981 was required to be made available., for
heaJ.th statistics training. .

Under the conference substitute, the rei
.1oWing appropriations are authorized for
health statistical activities undertaken or
supported by the National Center for Health

. statistics: $50,000,000 .ror fiscal year 1979.
$65.000,000 for fiscal year 1980, and $70.000,
000 ·for fiscal year 1981. The conference sub
stitute does not include a reqtnrement that a
certain percentage of funds mustbe made
avaUable only for activities undertaken by
the oeceer, nor does it contai.n an eermars
of funds for health ·statistics training.
AtrTHOJUZATlONS OP APPROPRIATIONS FOB RE-

SEARCH. DEMONS'I'RA'l'IONS AND EVALUATIONS
BY THE NA'I'IONAL CENTER FOB HEALTH CARE

TECHNOLOGY

Under the Senate bill, the fOllowing appro
priations were authoriZed for activities re
specting health care technology: $15,000,000
for fiscal year 1979. $25,000.000 for fiscal yea.r
1980, and $30,000.000 for fiscal year 1981. Be"
ginning in fisca.l yeaT 1981, of such funds. a'G
least 15 percent was required to be made
.available only for activities directly under
takell by the Center.

'Onder the House emendment, the fol
lowtng appropriations were . authorized for
theCentei for Health Care Technology: $15.~

DOG,OOO .for fiscal year 1979. $25.000,000 for
fiscal year 1980. and $35,000.000 for tlScal
year 1981. Beginning in fiscal year 1981, not

'"less' than 20 percent ot'am-ounts appropri
ated was to be obligated for assessments
directly' undertaken by the Secretary.

Under ·the conference substitute the fol
lowing appropriations are authorized. for
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;HeatH"i Statistlcs nnd-theNatloliilJ. Center
tor Health-Technology.

The Senate bill ecceemeene comparable
provisIon.

TIle conference substitute conforms to the
rtouse amendment.

VISION RESEARCIi-F.ACU.ITIES

The House amendment authorized the See
retary to carry out a program of grants for
pUblic and non-profit private vision reseercn
tacHlties.

The Senate bill contetnednc comparable
provtston.

The conference substitute conforms to the
House amendment.
INTElI4GENCY TASK FORCE: ON" ENV1RONMENTAL _

CANCER HEARTAUD LVNG DISEASE

'I'be House amendment to the Senate bIll

contained provislonsexpandll1g the> member
ship of the Interagency Task Force estab
Ifshed by P.L. 95-:-95 and ettrecttng It to study
and make recommendattons on envtronmen
tal data. guidelines.

The cOIl(erellc:esubstttuteretainsthe
membership expansion- provrston. In light of
the consultation provision requtnng the
Secretary o!HEW to cooperate wIth the Task
Force In devetopmg fte gutdelmes, the con..
rerence substitute deleted the second part
o! the House provision as redundant,

AMENDMENTS TO OTHER LAWS

The House amendment ccneamed technt
caL.sndminor SUbstantive amendmente to
the Health Professions Educational assist
ence Act o! 1976" and to PL;95-95.

The Senate bm contarned no comparable
provtstons.

Theconterence'substitute confonll::1o 111('
House amendment. '.
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