THE NATIONAL INSTITUTES OF HEALTH CARE
-- RESEARCH -ACT-OF- 1978

R § uBrmﬁted the followmg
R E P O R T

[To accompany S 2466]

The C‘ommlttee on. Human Resources, to Whmh was I y
_'bﬂl (3. 2466),10. ‘amend- the Public: Health Service: Act to: estabhsh.
the National- Ins‘mtutes of Health Care, Reseerch -t0 extend jand revise.
the assistance programs for health: services . reseerch and : health
statistics; to establish the Nationsl Center for the Evaluation of
Medical Technology, and for other purposes, having considered the
" ‘same, report favorably thereon with an amendment in the nature of
bstltute and: recommend that the b]]l as amended ‘dot passdi

be charged “with 'uh'e responsfblhty of conduetmg and suppsrtmg
";,evaa.luatlons and stetlst.lgal fmébnepltiien:uo~

research, demonstration
Jogical. ; activit  for- pur]ijlose s of ; improving! the: effectiveness;
~ efficiency;-an quality of heals e i t}le Nation. t;wquld:be

headed. by: a. Director, sppointed. by, itk
advice:sand. iconsent ; of: the Sensdte
and, redirect i_and;,renam :
h.. This ageney W uld. become the Na,tlona
for Health; Pohey Research. and. would. be s - component-- art: of *bhe
National Institutes:of Health:Care- Research.: . - TR
3) Expand, redlrect .and: rename-the. National Center.:ifor-,Health
_ St&tast.ms This - age:ucy would become the: N ational Instltute for
r.l.emi;u. Dbaulbmeb a.uu .mpxu.emmiugy mlu would bea bumpuuc;uu pa

- of, the National Institutes..of Heglth. Care Research.::
Y T S—




-.Jeast six independent health.services research:centers to. a,ddress ‘both
local .and national heelth:services research:and. information. neéds.’
‘The newlaw reésulted from the recognition: of the need for a better:
understanding of the behavior-and performance 6fthe health industry:
as:a prerequisite for improving'its performance. In order: to acquire:
thiz better understanding,: Congress lealslated 8 Iore. dlreeted 0=
ordmated research effort, B
.Th » very real sense; the National Center has been 8 service orgam—-'f‘

.zatmn which, on the one hand, has had the responsibility for identify-
ing the information that is needed . by . various kinds of décision-i

‘makers, and on ‘the other, the responsibility for stimiilating and
supportmor the. production” of that- information. Other governmental:
agencies also support health services research, but their research:
riorities are usually defined and constrained by the immediate in-:
ormation needs of the operating program of which they-are a part.

. The National Center by contrast has: been responsible for ensuring:
thst comprehensive and systematic efforts are made.to develop new:
options for health services delivery and health pollcy, test the-assump-
tions on which: current policies and delivery: practices are based, and
develop the means for: momtormg t.he performance of the health;:
care system, ..

!-Since the enactment of Public: Le,W 93~—353 the National Center s;-i
ﬁnnmp al activities have included managing intramural and extramural ;
calth. services research programs. The National Center has formu-
lated a research -agenda comprised of the following eight issues: (1)
Cost ‘containment; - (2) "health insurance;. (3)- lannmg and regula~;
tion; (4) quality of care; (5) long-term care (6) Eeelth manpower; (7).
ambulatory care; and emergency medical; ‘servlces and (8) health care
and the drsadvanta,ged The research agendsa has: been-a critical deter-
minant in the allocation of National Center resources in support of its
intrainural and: extremura.l research,  evaluation, and demonstration
activities.- The priority issues have been pubhshed in an annually
revised program statement a.nd in soliditations inviting proposalsthat:
address” ‘particularly timely issues: The National -Center has made-
mgmﬁca,nt progréss in lmplemen‘alng 4 program of- intramural research. ’

. 'The data, and findings growing out of an intramural study of medical’
. cars enditures will be ‘of material assistance in’the analysis of”
natmn _health insurance proposals.: ‘Another intramural stidy which
examines the' efficacy of alternative approaches to- quality assurance:
will be of substantial value to’ those’ concerned With VaTIous aspects’a
aid activities of the PSRO program.

«In addition; the National Center has supported ﬁve eneral and two
special emphas1s (technology and managenient) heafth seivices Te~:
search centers. In 1976, Congress added a ¢enter for: health semces
pohcy -analysis to the list:of special emphasis centers; i

-~ The National Center has begun to make’ progress In ‘the eoordma-
tion and’ dissemination of information, notably ‘with respect to’ dis-.
sémination.’ Emphasis Has been placed on preparing and distributing
research syntheses and digests and conference Teports which make the:
findings of Center-suppdrted activities mdely available. Findings'gen-

' --------erated by Center-supported activities dre included in the Teport on the: -

Nation’s health, prepared by the National Center for: Health Ser\nces :
Reeeareh and the N etronal Center for Hcalth Statlstlce
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the: National: Center for Health -Statistics dnd provided the Center
with. extensive authority for the collection; analysis; and. publication
of health statistics, . . woo e nas e oG
Statistical activities authorized under sections 304, 306, and.307 -of
:the Public Health Service Act and conducted by the National Center
for Health Statistics are the major Public Health Service efforts in the
:collaction, .analysis, and dissemination of a wide range of general
purpose - health statistics that shed light-on current. and  projected
--heaﬁh ‘problems: of the Nation, the resources available to address
those problems, the types of health services:provided, and the quality
:and-costs of those services. .. -~ Lo e I
-+ Through the household interview survey .and the health and nu-
‘trition examination survey,-dats is collected using personal interview
and direct physical examinations, clinical and laboratory. tests, and
wother: measurement - procedures . to. provide national estimates on
prevalance and incidence. of spécific. diseases and health conditions,
anjuries, disability, nutritional status and.distributions of the total
- population for physical characteristics such as’ height, weight, bleod
pressure levels, visttal acuity.: ++ - o0 bl -
[:»The vital statistiecs program-and the complementary family growth
survey provide information on natality, mortality, marriages, divorces,
. fllerilﬂity rates; Tamily: ‘planning -practices, -and infant and maternal
e t;h. . s [ S i el o -
=7 A masterfacility inventory ismaintained by the Center:and provides
_census-tyl{)e data on:the Nation’s health facilities. Sample surveys of
#these facilities and of health care providers develop inférmation: on the
medical, dental, nursing, and other services received:by:the people.
{Fhese surveys include the-hospital:dischargeisurvey ' which-obtdins
data on-personsitreated; dingnoses; and: servicés received in-hospitals;
the national ambulatory medical carve:survey: which: 15 the first survey
40 produce ideta on:the hundreds of tholisands :of ipatient-physicidn
-contaets that take place in physician offices; snelnding:the volume-and
content of ambulatory medical practices,the:reasons.people visit:a
physician, physician diagnoses for those problems, and the treatments
or services provided; the hational narsing heme survey which provides
t'ijb‘:i;ic{)rehensive information on the nursing home industry and ‘the
residents in those homes; and the mationdl reporting system for Family
Planning Services which produces estimates of services available and
provided by family.planning clinies,. .o iR
“-Tn collaboration -with - the -National- Center- for - Health “Services
Research, the Center has conducted a national medical care expendi-
ture survey which provides comprehensive mmformation: on the health
care expenditures of subgroups of the Nation’s population and the
financing of these expenditures. - AR S
" “The increased demand by Federal programs for State and local
ares date for planning and evaluation, as opposed to. national totals
‘and ‘rates, has led to -the development of.ihe.cooperative health
statistics system. Through this system, data is.collected:and progessed
only once and then used by any number of agencies at all levels of
government with a resulting increase in efficiency and decrease in
. duplication of effort, overall costs, and respondent reporting burden.
The system, in effect, provides an economical and effective method of
- establishing and maintaining a data base to guide decisionmaking at
~ national, State, and local levels regarding health care in the United
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HEALTH SERVICES RESEARCH—APPROPRIATION HISTGRY; FISCAL YEARS 1970-79

i [Inmlillons] .

""'Rytﬁofriééiltﬂiuﬁ:l. ’ Appro rlatluu
Cohoah (A usted)

Fisoal year
‘19 70

Proposed R

.. LAuthorization Fevels refiect those amuunts |deni|ﬁed undey sec, 304 (1970-74).and sec. 308 (1975—79)
' Through 1974, the Mational Cenier also conduéted activities under the mdeflnlte authurlty of SEC. a01 PHS Ar.t
L 2512,200,000 zmpcunded Released for obligation in 197475, :
3 £8,000,000 intramural funds re—programed W|th1n uiher DHEW accnunts RRTTARY ;
e Fr95|dent s Hudget. : B

“ Nete: Excludes program managament: . ° - e
III HISTORY OF LEGISLATION

S 2466 was mtroduced on J a,nuary 31 Geg;slative da.y, J a,nu&ry 30),
1978 by Senators Kennedy, Schweiker, Williams, and Javits and was
referred to the Committee on Human -Resources. On February 7,
1978, the Subcommittee on Health and Scientific Research held 8
hea,rmg oni‘the legislation: Testimony was received from: -

(1) the Department of Health, Education, and Welfare; Dr, Juhus
B. ‘Richmond, Assistant: Secreta.ry for-Iealth, - Sutgeon’ General of
the Public Health Service;

2 (2} Dr. David Hamburg, President, Institute of Medlcme Na—
tlonal Academy of Sciences;

+(3) Dr. Philip Lee, Professor of Social Medicine and: Du‘ector, Health
Pollcy ‘Program, University of California, San Francisco;-and *

(4) Dr.- Richard- Remmgton, Dean, School of Pubhc Health Um—

: vers'lty of Michigan; =~ :

~ In addition, sta,tements were supphed for the record by Dr Kerr L
White, M.D., director, institute for health care studies, United Hos-
pital Fund of New York; Dr: 8. David Pomrinse, M.D.; M.P.H.,
chairman, New York State Study for.Unified. Hospltal Data System,
Ine., and .president, . Greater New’ York  Hospital' Association;

- Eugene- W. Fowinkle, M.D., comimissioner; ‘Tennessée Department
of Public Health snd" past premdent of the Association of State and
Téerritorial Health Officials; Ameérican Hospital Assomatlon, Associa-
tion of Schools of Publie Health ‘American Nurses’ Association, Ine.;
‘Association of Amemcan Medlca.l Colleges Amerlca,n Pubh ;
'Assocmtlon e B

‘Related hearmgs were' held by the subcomnnttee durmg 1977 on an
examination of the development and spréad of new medical techno-

.Iocrie&zl a.ctlld research in dlsease preventmn Wltnesses at these he&rmgs
include
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-"(4) Establish within the National Institutes of Health Care Re-
seereh a National Center for the Evaluation of Medical Technology.
Its major purpose would.be to assess t.he cost. end eﬁ'eet.weness of
medloal practices end procedures ’

NATIONAL INSTITUTES oF HEALTH CARE RESEARCH (NIHCR)

'A% the committee has surveyed Federa,l effortsin the area of health
resee.reh and development, it has become increasingly aware of some’
glaring program imbalances. The Federsl Government has over the
vears: lavishly supported research in' the ‘biological sciences. It-has
provided these research activities with & sound-mstitutional-home in
the form of the National Instltutes of Health, and it has funded
}f;]llﬁse ‘health seience progrems at 1evels eurrently a,pproeehmu $3

ipn, -

“The’ commlttee i pleased Wlth “this record of support for the bio-
logleal scienices, and it notes the" gratifying ‘dividends which this
" research investment has yielded. At the same time, however, ‘the
committee notes that there are a'number:of date gethermg and e~
search- disciplines whose potentla,l remains substant.mﬂy untepped
These activities include—

(1) Health services research end development The study of ‘the
organization and functioning of our health’ dehvery system for the
purpose of perfecting its performance. -

(2) Health statistics: The gathering of mformatlon on the hea,lth
of the Nation’s populetlon This data points up- the strengths and
wenknesses of the country’s health care system a8’ revealed by the :
health status of Americans. ‘

(3) Epidemiology: The collection and analysis of heelth data Whlch
might provide information relevant to- the preventlon end treatment
of illness end disease. =

(4) Technology eveluatlon The study of the usefulnese cost, and
economic afid social impact of medical practices: and procedures

- These ‘research ' activities have made major contributions to- our
_ underst.endmg of health care trends in the Nation, They have provided

a factual ‘backdrop for muny important decisions in tlie health fisld
. in the areas of cost containment, quality of care; the distribution: of

health services, and the control of toxic substanices: They have done'so

despite inadequate funding. In addition, where funds are available for
suog research activities, they are often fragmentea haphazardly among
uncoordinated and competltwe programs. As a°Tesult, valuable op-
portunities to effect improvements in'the Nation's: heelth c&re system
and the health of Americans have been lost. . o

“ The committee believes that we cannot expect research mvestments
to pay off unless we provide the disciplines involved with the neces-
sary support. The committee fecls that the research activities deseribed
above need better funding. But just as much as'more money, they
- nleed a defined mstltumonel home end 2 miore hosplte,ble orgemzatlonal
c mate. ‘

' Bince they are releted but dlstmct disciplines, these research-activi-
tles need to be coordinated; but at the same time given enough room
to foliow separete 1eads They must have pubhc aceounteblhty 'l hey

B.R. 830——=2
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with the adninistration’s expressed commitinent to ending the prevail-
ing fragmentation of programs in these areas, the’ comzmttee Temamns:
convinced, nevertheless, that this legislation is necessary. ‘ .

. The committee continues to hold this view. for a number of reasons.
F].rst of all, it notes that the Congress has in the past received repeated:
assurances that the required. coordination - of programs ‘could be
achieved through adninistrative means. These administrative efforts,
however, have been repeatedly frustrated—wprnnarﬂy by t.he nature of:
the bureaucracy itself. . :

Second, the committee: cannot help noting that the Department-
relies heamly on the parsonal ties betwéen key administrators in the:
Public Health Service and the Health Care Financing Administration:
in making the case for an administrative solution to existing organiza-
tional problems. Important as-these relationships may be, the com-
mittees finds them a fragile foundation for a 1011g-term solutlon to
mgramed institutional rivalries and fragmentation. - :

: Third, the committee continues to see evidence of destructwe com-
petltlon ‘and poor coordination in the areas of health services research
and health statistics. These persist despite administration arguments:
that substantial progress has been made in working out-agreements’
between various Department subunits in the Public: Health Ser\nce
andthe Health Care Finanecing Administration. .

' Fourth; the committee {feels that placing the two: emsf:mo“ Centers.
n the - proposed National Institutes of “Health' Care ‘Research will
promote the long-term development of these two. Centers and of their:
" related research and data-gathering funections. Under a recent reor-
genization, the National Genter for Health: Services Research and’
the National Center for Health Statistics were placed in the immediate:
office of the Assistant:Secretary for Health: The committee is con-
cerned ‘that this move will constrain the long-term- growth of: health:
services. research and health statistics inthe Federal Government.
Placed in an administrative office, the two Centers may not receive
. the personnel or the appropriations: which:their programmatic func-
tions justify. What is more, their visibility is decreased. Finally, their
current. location incredsés the charices that their activities Taay ‘be
subject to pohtlcal menipulation in a way which ‘undermines their
credibility as objéctive, research agencies. It is the committée’s views'
thut many of these real and potentml difficulties ‘could bé circum-
vented by placing the two existing Centers 1n the proposed Natlon&l
Institutes of Health Care Research.

“Finally, the committee notes that; should the proposed Natmnal-
Center for the Evaluation of Medical Tecknologies become law
without the creation of the NICHR, this new center might alse be
placed in the-office” of the Assistant Secretar‘y This’ Would ‘create a'
situation in which the Assistant Secretary was directly administering
programs with authorizations totalling over $100 million and with
personnel levels approaching 1,000. “This is clearly an-inappropriate
role for the Assistant Secretary, and .creates .a bureaucratic environ-
ment which' cannot promote the lona—term mterests of “the’ research
and development functions involved. |

“The committee is aware of the concerns exnressed n some auarters
that the strong coordinating mandate of the ‘proposed . NIHCR will
“interfere with the ability of various programs. in' the Department to
perform their missions effectively. The  committee recognizes that
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The new: National Institute for Health-Policy Reséarch would be
reqmred specifically to:uhdertake:and support resea.rch eva.luatlon
and/or demonstratien projects which-examine— -

+ (1) The accessibility, acceptability, planning,: orgamzatmn, d1str1-
.»butlon, ut111zat10n quahty and ﬁnenomg of health Services | and
'systems

(2) The supply and:. dlstrlbutlon, educ&tlon &nd traanmg, qua.llty
utlhzatlon organization, and costs of health manpower;.

(3)-The design, construction, utlllzatmn organlzatlon and oost of
.facﬂ1t1es and equipment; and -

-(4)The -use of computer science 1n hesﬂth se1v1oes dehvery and
medloal information systems..

~/This last’ directive grows: out of a oomprehenswe Oﬂioe of- Teoh—
nology Assessment study which illustrated the pressing need for work
-ony medical information systems partloulerly as they employ computer
teohnologles '

_z'The committee believes that de ite the: many aocomphshments of

the National Center for Health Services Research since 1974, the
need for reform in the National Center’s mandate and funotwnmg ig
clear. The National Center has: bad s number-of problems: during
‘these years of accomplishment, but it is not clear that these problems
reflect exclusively a failing of the Center:. And in no:way:do these
difficulties imply that health services:research is:anything less than
vital and indispensable. The committee believes that the-creation of
s National Institute for Health Policy Ressarch would: lay-the. neces-
sary institutional groundwork for a rewtahzed and strengthened health
eerwces research facility: - -

. 'The history. of: the: National Oenter has demonstrated that 2 coh~
tmumg research éffort is requlred Its work has contributed: directly
4o.major legislative -initiatives. Research and development work at
theN atmnﬁ% Center laid the groundwork for the professional standards
review organization. Tt has provided much of the support: for;:the
pioneering work in the development of nurse: practitioners and physi-
. .clan - assistants and: their reimbursement under: the - Rural Health

- Clinic Services Act of 1977. The National Center provided critically
needed :information to-the Congress on ‘foreign ‘medical graduates
during its deliberations on the Health Professions Educational Assist-
ance Act of 1976. Finally, work funded by the Center was instrumental
in justifying the National Consumer Heslth Information and Health
‘Promotion Act of 1976. These achievements were accomplished despite
steadily declmmg budgetary support and idespite continued reorgani-
zZations,; changes in leedershlp, a;nd the consequent demorahzatlon of
agenoy leeders]:np '

»By transforming- the Natlonal Center for: Health Servwes Resea,rch
].nto the National Institute for Health Policy: Research; the committee
. has been guided by the following objectives and intentions: '

::First,.health services research must be regarded as a: researoh dlS(‘,l-
plme not simply &.short-term. aid to policy formation, : =

Second health services research must be protected to the extent
possﬂ)le from political pressures:so that excellent research may - be
: oondnr"red and so that talanted persornel may he recraited: o o
- . Third, health setvices research’ Thust remain Televant to pohoy
: needs—thus the Institute for “Health Policy Research’ ’——but the tlme
frame for its accomplishments must be reasonable.’s 7= =7
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The commrttee has placed’ responsrbﬂlty for research’in’the use
of computer science in health: services-delivery and medical"infor-
mation systems ‘with the’Nationsl Instituteé for Health Policy Re-
search. In so doing, it’ is’ the ‘desire’ of ‘the ' committee that the new
institute establish,’as ohe of its priorities: s research program with
respect to small data management systems. Thisisin 1o Way mtended
to detract from Tesearch currently underway.: ' -

The committee has also provided for ‘the Instltute to conduct Y
special study ‘of the effects on’ United Mineworkeérs and their'depend-
ents of the infroduction “of ‘copayrients andfor “deductibles for
health ‘services as a Tesult of ‘their ‘collective bargaining ‘agreement.
Some experts have maintained that patient cost-sharing,- such as that
required under ‘the UMW contract settlement of ‘March' 1978, ‘will
have a favorable impact on’ health care costs and redilce: utilization
without adversely affecting health status. Hard data for ‘this position
is somewhat lacking, however; and’ the committes believes that s
* inajor new study is warranted. For more than 20-years, the UMW
health benefits package required no. cost-sharing, and the committee
is ‘convinced that the changes mandated in ‘the new collective bar~
gaining agreement afford an excellent opportunity to testhypotheses
about the effect of cost-sharing in & large population sample, ‘an
opportunity which should not be missed. The study should:emphasize
the impact of -copayments and deductibles on the wutilization of
hedlth services' by mineworkers’ a,nd upon thelr health status and
that of their dependents :

’ NATIONAL INSTITUTE FOR HEALTH STATISTICS AND EPIDEMIOLOGY

/- The committes. proposes to: establish as a_ -component -part of. the
Na,tlona,l Institutes of Health Care Research'a:National Institute
for' Health Statistics and Epidemiolopy which would ineorporate the
mission of the National Center for Hesdlth: Statistics. and 'add two:
crucial new functions to- the Center’s activities. The new National:
Institute: will continue the :Center’s excellent and widely respected:
health surveys.and moniterihg activities which have provided detailed.
information on such crucial matters as the prevalence and incidence
ofivarious disedses in'the Nation, infant morfality Tates, the frequency.
of visits to physician offices, utﬂrzamon of hospital beds .and thelevels
of expenditures for various health services.

The committee has mandated for the new- National -Institute two
additional functions which the Center never fully addressed or imple-
mented. First, it will beconie_by: law the Secretary’s ifistrurient for
codrdinating health” data -collectionin. the: Depsartment ‘of Health,’
Ediication, and Welfare and: for eliminating overlap, duplication and%
lack of -standardization” in’:daté ‘gathering: Second; the’ National
Tnstitute ‘will -assume msjor new Tesponsibilities’: mtended by thes
Committee to - strengthen t,he Na.tlons ca,p&bﬂrt.y to perform epl—'
demlologlcal work!

“The need for 1mproved“(’:‘()ordma.t10n of the Depa,rtment’s health
: sta,tlstroal activities has long been recognized by both the adminis-
tration and the Congress. The Center, under its mandate to establish-
the cooperative health statistical system, has made’ progress receritly:
- in gchieving coordination of data gathering activities within the
Public Health Service. However, progress has been slow and the com-
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“naowexs ®Sphite s the T Department:”  [HIEW] 15 extenswelyif"
. mvolved with technology as a developer, an_evaluator, a: /=4
‘aviipurchaser, and ‘& regulator; it has dio Gomprehensive strategy

_to link systematlcale stages in_the life cycle of technology
development., evaluatlon t.ransfer dlﬂ’usmn, utﬂlzatlon, an_d
phaseout AT SR '

_ The Nation has _Ltnessed in.recent years an unprecedent :‘dEexp] 051011
1 understanding of biclogy snd of di The, reséarch commu-,

mty is often criticized for failing to transfer hls)new know]edge rapidly.
enough from benoh to bed31de from labo;

&c}?

t"ry abstraction to practical
splication. Thisis & problom of “teohnoloay transfer” . with whic
ress and this commiittee has been espeomlly concerned: reeent]y
'alleged lag in the translation of knowledge from’ bench' {o:
615 one part of ‘th chnology transfer problem. Thereis anotherf
o the ‘problem, a dimension which also hds its roots in the pro-
uctivity. of ‘the research estabhshme_nt While ‘sonie new me ,
' technologies lag'in their translation brom bench to bedside, others are’
applied too qulckly With the qulckemng pace of blomedlca,l reséarch,
there has been a proliferation in the number and kinds of health-i
- pragtices and procedures to ‘which: patlents dre sub]ected So '
~ theSe new technologies' and practices have found  their. way, into.
Wldespre&d use before_their efficacy and safety have been estabhs '
orough scmntlﬁc testing. In adchtlon the Nation’s medlcal' are-
m. contans forces which encourage the rapid ‘spread-and. U
medical technolog'y As'Steven: ‘Schroeder and .Jonathan Showstack
point out. in ‘their study, Th Dynamics of Medlca,l Technology Use
An lysm &nd Pohcy Optmns these forces 1nclude ;

.....

_Concerns for high quahty and_efficient care;. 8s. we]l &s
sfinancial gain and - competition. ‘The educational system in
.- which physicians are 4rainéd ;the structure of thereamburse:
s ment system by :which- physmla.ns vanid: hospltals are pmd

-and. the demand by .consumers: for! increased. use:of: tech-:
iiznological 'procedures:; eneouraga ;relatwely uncm,tlcal
medical technologies. !

WD Charles’ Sanders, Clendtal *Dlrect_
Hospital, elg,borated upon, several of ‘thése poi
mittes hearings on/dily 19, 1977, ‘e ' discussed th o5 forces Whlch in-
ﬂ.;ue ‘1] a‘dopt‘;on‘; of ---medlca,l_mtech'xiolo *degpite ‘the Timited!
qu ative  information’ developed “‘concérning technologys ‘costs,’
itsimpdct on health, the mechamsm of ffitrad uction; or its place within:
the “vast  array of tachti log current,ly avmlabl"- s He enumer id !
these' forces as follows™ . -
(1) The pubho 1‘tse1f ‘who equate new teohnology Wlth nnprov
meéntin health’care. 7~

Vive Ted to technglogiesl mnovatlon a.nd adoptlon ‘ ,
)-The Fedéral Govérnment ‘and other third party calrtiers e' '\
'ﬁg a cost réimbursement roethodology ‘to- pay for health'services.’
- mechanism - facilitates adoption of technology 'through "t 6"
ty to pass through costs to the insurance cartier Wlthout EXAMmiTL

8.R. 833—3
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DHEW appointed by. the Secretary. Though théy cannot be referred:
to in” ot technical reasons, the commities feels stiongly “that, the.
additic HEW. personnel. sitting on’ the Council should be 1
lowmg “The Commissioner of the Food and Drug ‘Administra T
thé Director of the Bureau .of Health Planning in the Public Health.
Service; and ‘the Administrator of the Health Care Financing Admin-

1strat1on Eighteen other members would be appointed by the: Secre-
tary: Six selected from among leading medical or scientific authorities;
two practlcmg hosplta,l admlmstra.tors “two practacmg physmla,ns two :
Jeader in the field of ééonomics, two lea.ders i the field of. I&W and
four members of the general pubhc e gt

. In addition to-advising the Natiorial Cenﬁer, the N a.t‘lonai Councll"j
Would be: assigned “the function. ‘of issuing, wheére approprmte, ex-
empla,ry or ‘model: standards.for the use of medical technologies. =~

.. 'The "committee is" aware of the concérns: expressed . by "certsin’
groups that.the Centerfor the Evaluation of Medical Technology may
become a regulatory agency which;, by formulating model standards, -
will attempt, on behalf of the Federsl Government, to dictate accept-
able .medical techniques ‘or ‘technologies.. The comr_mttee ‘does” not
mtend for the standards developed by the Center to be regulatory
in nature or to be binding in any fashion on'the prwate practice of -
medicine, or on administration decisionmaking-concerning reimburse~ -
ment under titles XIX or XVIII of the Social Security Act,. hea.lth _
planmng guidelines, or.drug and device regulation. -

‘The committee strongly. believes that thé Couneil will perform e
valuable function simply in formulsting model standards based on the :
most up-to-date information. o the- safety, costs and: efﬁclency of
new and existing medical practices and procedures "Phese guidelines,
the, committee feels, coulcf have an Jmportant impact-or the health
care system through better mformmg physician” decistonmaking and:
through providing background for Federal, State and local- decision=
makers.. In drder to.maximize. the. usefulness of this'new information,
the Center would be instructed to dissemmate 1ts model noTms and
standards as widely as possible. - -

The committee 1s aware that multlple other a.gencles are. currently
involved: in: studying “medical *“‘teehnologies?. ‘a8 - these :are: “alefined
under the proposed law. The Food and Drng' ‘Administration examines
safety and efficacy :data submiitted by -meanufacturers of : drugs and
~devices. The Center for Disease ‘Control evsluates: mew : vaccines; :
- Phe National. Institutes of Health:do over $100 million: worth: of chm—u
ca trials on various dew.ces practices-and procedures ) : L

“The committee’ expects- and hopes: that these agencies- wﬂl cons
tinue to -perform evaluations of particnlar technologies, practices:
and -procedures as: these-fall within  their legislative “or substantive.
]111'15({) ction. ‘The mission of the new National Center. is, ‘the com=
mittee believes, complementary to these on-going activities.

The commﬂstee sees a number of spem% roles for the National
Center which are not and cannot be fulfilled by other agencies. First,
the committee hopes theé Center and its Council will provide valuable
assistance to the Department in setting priorities for the study of
medical practice and procedures. This priority setting process must take -
into - account multiple views and perspectives, mcluding those of
clinicians, scientists, Federal regulatory d301510nmakers, hospital -
* administrators and others. The proposed membership of the Council -




tics and Epidemiology (NIHSE), which would replace the National
Center for Health Statistics
of :Medica, h;aoiogy T
{f seaich,. ! demonﬁtr OnS,-eYa i
‘epl mlologlcal ‘activities for t.he purpose of i 1mprov1ng th
negsssefficiencyy, and-guality, of healthiservices:r
This bill would repeal part K of title. 11T ub)
Act, which authorizes funds, for quahty assurance actlwtles
5. Cost-estimate: e

[In ml[lluns of dullarsl

1
e -
J5L0 T “24.2

at Thecosts of this-bilk fall wwithin buﬂget Toneton 500 ;
w226 Basis-of restimiate? These. stimatesiiate - bisednons the . following
5a,ssum]ptlonfs, i(1): authorized: acountsiarectully.appropriated:iat’the
ibelginting of! eaehiyeaks (2): thes [THP R:and:ther:NIHSE-aye fully
operational in fiscal year 1979; (3) outlayshycthe NGEMT are 40
-percent 'of normeul Arry bhrelfirsty yearmmﬁectmg lags:dineito sstarting a
And? («i}kspendmg“’by tHeNFHSE iwill - tesemble thatoby
denter: forHdakthy Sta.blsblés'ani,\snmlarly*ﬁpendmg by
"both bhe*NQLHPR*&mixth NCEM Diwill resemblethat by the-National
'Gertters fot ¢ HeatthaSeriiges vRetearchy A cordmglm outkays:
festﬁnated”usmg sspendoutirates: computed by GBO
the &ppropnatb*mmut pragr?m data.orsw

) Bstitate! prepareﬁ» by: Malcolm
stimate pp].o red by

and i Na al' Cen ﬁe‘hfor t]ié Evalugtlon- T
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The amount,of - additional paperwork that will result-from ‘the
reguletmns would be relatively ‘smiall and: would include applications
by individuals: seeking-support_ for health services: ‘Tesearch trainifg
-and:-applications -of - seademic mshtutlons seekmg program support
for cconducting such trainin %

+The regulations required by 8. 2466 'mth respeet to: health. stetlstlcs
Would not increase the numbers of individuals.or businesses whovould
be regulated. The bill specifies’ that the ‘Se‘e’r'etary of DHEW acting
“through 'the ‘Nationial Center for: Health Statisties shall coordinate
- statistical activities of DHEW by providing threugh regulation,
‘minimum sets” of ‘date end quality control proeedurés to be followed
by DHEW components in th"" data celleetzen, &nelysm, and dls—
semination activities. . ’
The intent of these prewsmns of t.he bﬂl isin support of the pmt ef
Section 602 of Senate Resolution 4:Tt is anticipated that the provisions
of S. 2466 related to health statistics will increass:the" usefulness ‘of
data collected by DHEW and possibly reduce the total respondent.
burden through better coordindtion and sharing of data by the HEW
- agencies.
gInsofar ‘a8 the ‘miedical teehnolegy ‘evaluntion promlens" are con-
. cerned, there will be ne direct repulatory’ unpact ‘on “individuals,
‘ busmesses or''the publie geniérally. The provisions of  tha* bill -es-
tablishing the Nationsl Center for the Evaliiation ¢f Medicsl -
nology relate to internal’ progran Fohcy and’ mplemenisatmm “of 'fe-
search programs, ‘While issuance o regulatlons is neither mandated
in-the bill no# nécassary for cartying out the' provisions of ‘the bill; it

.is the intent of the leglsletlon that research findings e' d advice’

tor will: e teke"f-"‘ 0 account by :the-Secretary- of HEW:

4 :—Names -the-act. (S::2466). the -*National : Instits
‘Health:Care Research Actzof 1978."-Specifies that ah: amendment. or
rAepeal prepesed b 't ‘giet-shall refer to. the-Public Hea,lt Brvice

Secreta.ry )

3 ioh, and. Welfere, the National
-Inst, R_eseerc{ ;(heremafter referred ‘to. as the
.;“Instltut,es”) Re uiresthe Institutes ‘to-be_headed: by .a. Director
appointed by theqPreslde- , by and-with the adviee and consent. of
the Senate, ‘Specifies . that the Director, .with. the approval of .the
Sécretary, may- appoint a- Deputy Director and may employ and -pre-
scnbe the functlons of such’ oﬂicers a,nd employees s are necessary.to

Attt - Tanmdadandn

'Iﬂlmbwr bue achivities 16- ue bli—lmlb'u out u, Zi uu.e L.uau.huuu :

< New section. 304 (5) (1)- —-—Requn‘es the Seer tery, acting through- the
Institutes, to conduct and support- reseerch demonstrations, evalus-

f: the '
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s;13 experts: or consultants who have ; a,ppropma,te selentifie. o profes-
sional qua.hﬁcatmns and
+(3) -scquire;-construct, unpmve repa,lr op_" .ate a.nd m&mtam
slabora,torm research and: ;0thier: necessary: faqﬂlbles and. equip-
.mient, and such. other real or. personal property; (mcludmg patents)
as. the ‘Becretary, deems necessary ;. and ‘acquire, ‘without, regard
o the Act,of March 3,.1877.(40:U.S.C: 34); b lease or.otherwise;
through : the- Adlmmstrator of :General Services;. bulldmgs 013
iparts: of buildings, in - the, Distriet..of - Columbla ; OF. communpities;
Jocated adjacent. to.the District, . | . >
w:-section 304(d).-—Requires the. ecreta,ry to coordl a, e, roughf
the Institutes, the above-mentioned research, evaluatie :
stration, and 'statistical and e 1dem1010g10&1 ac_t_l_vltles,
_and, supported through units of DHEW,:.

et

- INew gection .804(e): —Regquires - the. Dlrector
.su mit miot. later than, Qetober, 30:.of .each; year. f
amultaneous tmnsmltta,l to the Premdent. rand to'the O

ﬁscal yea.r “and the ob]ectwes,_;,‘d_ pri
S&&t@on 108, mRe\nses seck

serms of

o s.,- Re&emgnate
Namonal Insmtute foj Hegplth. Pohcy,Rese&rch
" Seetion, 18 05(@ Est&bhsheﬁ. 1€

Researoh {heremg,f(;er 1n thls section d'eferred 0y as s the
Requires that this Institute be under the direction of & D
shall be appointed by the Secretary and.supervised b :ther
of the, National: -Insmtutes of Health. Clare Research, - \
{ ——~Revises:the Secretary/s current. law. a.uthonty
¢ support, . research .evaluation;. and..:demonstration
'Eralects o establish such authority. for ;the- Natieonal . Institute for

ealth Policy Research.:Requires the ‘ecreta,ry -acting t.hrough the
Institutes. to - nndertake. -and: support: research,; evaluation, sndfor
demonstmtaomprmects {which may mclude,and shall be. appropriately
coordinated with experiments and demonstmtlon activities authorized
by the. Somal Securlty Act:and the-Social Sectrity, Ainendments of
wo?) which examine— : s {50

seiefl) Hhe accessibility;- accepta.blhty, planning,. ,orga,mzatwn, dis-
stribution. tlhzatmn uahty, and ﬁna,ncmg‘of he&lth sex;vmes and
systems;: s
Laedd (2):6he su ply and dlstrl ut on, educat:{on and‘ra.lmng, quality,
utilization, organization, and’ costs of health IMANPOWer;
o 63); the des;gn, construction; utzhzatlon, orgamzatmn, and cost
of facilities .and; equipment; a.nd
(4} the uges of computer sclence in. health se]:vmes dehvery and
mediegl anformation systems,. ;.. - i
.- New seclion 305(c).—Makes. g . con ormmg .r; echmcal a,mendment
Reguires the Secretary to.afford:. approprzate conmderatxon to requests
Of =i T e,

(1) Sta,te reg1ona1 and local health p]annmg and health _
agencies,

8.R. 830—+4

Du‘ector
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. health .care services, and Federal, State; and local govem- :
" mental expenditures for health care services; and -
oo (EF) family formation, growth, and. dlssolutlon : "L
i (2) undertake. and -support. (by grant er contmct or-both)"
~ " résearch, -demonstrations, and/or evaluations respecting new. or.
o 1mproved methods for- pbtammg current. data -0n. the- mattgrs
eferred to in paragraph (1) above;and . .
-.(8) undertake and’ support. (by grant. or contr&ct. or; both}{;
epidemiological research, demonstrations, a.nd evaluatmns on the;
= . matters referred. to. above in paragraph (1). :
. New section 806(c).—Requires the Institute: to. furmsh such speclalf
sta,tlstlcal and. - epidemiological compilations . and surveys as . the'
Committee on Human Resources and the Comm1ttee on dp roprla-;‘
tions .of . the -Senate:and the Comumnittee:-on Interstate an oreign
Commerce and.the Committee on Appropriations of ‘the House .of,
Representatives may. request: Specifies . thap such - statistical | and’
epidemiological compilations and surveys, shall not. be made. sub]ect,:
tothé payment. of :the actual ok estimated. cost. of the prepara,tmn of_j_
such compllatlons and.surveys..
,Ne'w, :section  306(d): ——-Requ;lre.s the Secretary, through the ID.Stl_.,\,
tute, to provide adequate technical assistance to. assist State and local’
]nmsdlctlons in the :development..of model laws. deahng with, 1ssues"
of ‘confidentiality and comparability of data $0:85 . 10. msure the com=
pa.rabﬂlty and relisbility of health statistics.. ' o .
. New, section 306(e). mRaquu'es the.. Se,creta.ry, t.hrough the Instl-"
). assist; State.and loeal health agencies, and. Federal
-in matters relating to. health, in the design dnd im ‘
- COOperative system: for pr@ducmg compara,ble and uniform
health information and statistics at the Federal, State, and local levels,
to.be known as the Cooperative Health . Statlstlcs System, {2) co-
erdmate the activities of such.Federal agencies respécting the design
an mplementa.twn of such System;. (3) undertake and. support: (by
grant; or, contraét-or. both). -researchy velopment “demonstrations,
raluations respecting such System;:(4) provide. the Federal share
.data collection costs, u.nder uch System and.. (5) review statis-
ctivities of DHE ' : ‘are consistent with such
ative System. o
section 306(f) Cthe ]
tute, to- cooperatg and. . with the L pﬂﬂ: tments . ¢ . Commerce
a.nd .uubOL ANG any ‘other i 1uu&193b ne, eral. depa,ri}men,s;or agencles
an with State and, local health departments and. ggengles, 50 _as to
assjstin ‘CAITYINg ( out this section.- Specifies that. for this purpoese; the
Secretary . shall -utilize; insofar. as. possible,..the services or faeilities of
any; agency of the Federal Giovernment and, without, regard.to section

3709 of the Revised Statutes (41 U.S.C. 5), of any.appropriate State
or_other public. agency, and. may, ‘Withoiit: :regard to. _such section,
utilize- the services or- facilities of any private agency, orgamzatlon,
group;.or individual, in aceordance with: written agreements between.
" the head of such agency, organization,.or group-and the Secretary or
between such mdnndual -and _the: Secretary. Specifies that payment,
1f any, | for such sewlces or facilities: shall be made on, such amounts as
ity -be provided by the agreement... © .o 0




;Eurthe,r ;:eqmres the :Secretary, in. carrymg_out the health statistical
65, of t to. consul,.,' and” be adwce of . the
"'_C‘Q):nm' tee and Cother appropn' ¢ pr sional dv1sory groups.
‘Neip section, 306(_7) ~—Requires the Seécretary, acting through the
AInstitute, to coordinate health statistical and epldemmloglcal actwmes
‘of DHE W An ,arrymg out the requlrementsf of _304(d) and
305(9){2 by—... o ‘
.l(,l) developm

mamt&mmg the -mmlmum sets of ds;
basis to fulfill the collection requirem
-(2).-after ‘consultation wi !
and Heslth Statistics :
-...assure the c‘}' o 3
U ébllection, prodessing, and snalysis,,
43), reviewing periodically - all e :
‘collections of ‘the” Department that were préwio
urstant to the Federal Reports Act of 1942 :
1ch collectlons cenform with the ' '

L)

IO

ecretary ake. thie n eSSary., sction’ 0 assi

future collectlons (effectlve ninety’ days after he revww} retin

conformance o Vo : .

" (4) reviewing.all proposed' healt -

of the Dep&rtment tLhat.requ]re app

Reports Act of 11942 to determine -

h' the minimum, 1 |
nd 1o paragrapﬁs (1) a,nd 2y If_va.n

.are”found not- to be

<Hea,1ph Care Resea,rch the "N
Medlum .LUL;huOlUg_'y (uereluﬁuuc . a to
“Clenter”).. Specifies that the Cetiter shall‘be under the direction of &
“Director who shall be" a.ppomted by the Seerétary and: stipervised by
“the Director'of the National Institute of Health Care Research.

. _Ne'w S’ecmon 306'A(b) mRequues the Secret.ary a,ctmg through the

(1) éstablish, in consu}ta,tlon with the Councﬂ for the Evalua-
" tion of Medical Technology, priorities for résearch, demonstra-
.“tions, and evaluations of medical technologles a8 prescrlbed below
“in para.graph (2): Requirés that in esta,bhshmg such pnonmes,
o partlcular emphasis be placed on—

(A) the actual ‘or potential risk and the actua.l or poten-
" tial benefits uu pu.'mer.l.ﬁw mnum&wd Wi‘{iu u.ua use of uu& mn‘:mcal

* technology,
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Specifies terms -of office: of these members and. their compensation,
Requires, the Couneil to meet at the call of the Chairman, but net
dess.often than. four times. & year. Atuthorizés the Councilito—.. " :
© 7 T(AY advise, consult with, and make recommendations.te. the
«.[ . Secretary, :the Director of the National Institutes: of Health
- Care_Research, and. the Director of the Center with respect to
_carrying out the provisions of thisgection;  ~ ..~ .77
B) after  c¢onsultation with appropriate” public ‘and private
ntitles, advise the Secretary comcerning the safety, efficacy,

flectiveness, . cost effectiveness, and  the social' and " economic
impact of particular:nedical technologies; Lo -
.:(0) -after: consultation :with appropriate. public' &nd private
“entities, develop, when appropriate and to the extent praecticable,
-exemplary standards, norms, find criteria coneernihg the utiliza-
~tion of particular medical technologies; R R
- {DD).. publish,.. make available and. disseminate, -through the
‘National Library of Medicine, promptly in understandable form
.and as.widely as possible, but, at & minimum, to-all health systems
-agencies, to all Professional Standards Review Organizations and
“to. the health facilities of the Veterans’ Administration the
standards; norms, and criteria-developed pursuant to paragraph

+ (I8} review and approve any grant that the Center proposes. to
mgke and any contract the Center proposes 0 enter pursuant te
“this section i siich grant, or contract is I an amount expee,d_;j,ng

$35,000 of direct costs. .

.- New section 306A(f) —Defines, for purposes of this section, medical
technology .to mean any, discréte and ideritifisble medical or surgical
-régimen or:modality. used to diagnose or treat illness, prevent, disease,
gupport:life, or maintain patient well-being, - " . .. " o0 T
s:Seetion 106.—Makes o series of conforming teéhnical amendments
‘0 Section 308 of the PHS Act, “General Provisions”’. Repeals require-
ment:; that: Secretary. submit,:a report. to.. Congress respecting . the
-administration of sections 304 through 307 duririg the preceding fiscal
“years and the current State and progress of health seryices research
and:Realth-statistios. - -7~ 0 T T e T
<i:New section 808(a) (1).—Requires that the Secretary, acting through
the National:Institutes of Health Care Research, assemble, and submit
46: the President. and Congress not later than September 1-of:each
:year; the following reporis: ; T T N TN VT
‘ {A) A report on health care costs and financing..Such; report
‘shall-include a’ description and analysis of the statistics collected
wmder section 306{b)(1). - - R T T R T
. {B):A report on: health-resources.: Such report shall include a
‘description and- analysis, by geographical area; of the statistics
collected under section 306-({.)'(1)-. R e
.. +(C)-A: report on the utilization of health resources. Such report
.shall include a description and-analysis, by age, sex, income, and
geographic area, of the statistics collected under section 306(b){1).
i (D) A report on the health: of the Nation’s people. Such report
. .shall include: s description and analysis, by.age, sex, income, and
geographic area, of the statistics collected under section 306(b)(1).
= New section 808(a)(8).—Provides. that the Office, of Management
_sand: Budget may review any report required by. paragraph. (1) or (2)
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advidnce; cor - by way: of-. reimburseiient,! and: !in *éuch installménts
andwonsuchconditions, ias:the; Secretery: deems: necessary’ te.carry
out the. purpeses.of thigsection. Requiresthat:the amounts: other\mse
.pe.yeble to any person under such grant or contract be reduged by
(A) amounts equal to the fair mgrket value of any. eqmpment or
supplles furnished to such person by.the Secretary for-the'piirpose
of - carTying -out- the- pro;ect Wlt.h respect ‘Whmh such g”a,nt
contract:isimade;iand . s dar :
»(B). amounts- equal 10 .the epa,y, a,llowanoes, tra,velmrr expenses,
and:related. personnel-expenses .attribiitable. toi the. performem:e
of;; srvices: by ..an-wofficer ; of erhployes -ofi-the L.Goverdment an
y -gannection with: such-:project; if »sueh, :officer oF “emiployee wab
assigned; or ‘detailéd -by -the: Secretary toperformsuch:gervices,
»fiei bt only«if: such; person: requested othie Seeretary to:furnish. suoh
w6 sequipment or:supplies; ol such:services;ias theicase may beu o
New section 308(f).—Specifies that: contracts maji-be:entered: int
. under section 304, 305, 306, or 306A without regard to sections: 3648
and 3709 of the. Rewsed Statutes (31.1U.8.C. 529; 41 U.8.C. 5.
2o New.section 308(g) .—Requires the Secretary to—.
‘ -{A) publish,; make-available and-disseminate, promptly inunder-
« standable form.and-on as broad:a-basisas practlo&ble the:resulis
of: health. services: researchy: demonstrations,; and. eva,luetlons
: 'ndertaken and: supported: under:sections. 304 and, B0F;ol s
i:(B) make -available to [thepublic::data - developed mn'" such
research demonstrations, and evaluations; and:- s
() provlde 1ndexmg, abstracting;- translatmg ubhshmg,
-ivi:and other: services Jeading to-a rhore: effective rand: tlmely dis-
semination;of information on. health servicesresearch; dernonstra-
.tions, and evaluations in health. care delivery to. public, and
" private entities and individuals engaged in the improvement of
health .care. delivery . and.-the- general - public; -and -undertake
. pregrams-to- develop-new- or—tmproved' methods for making 'such

12 u".). *

information: available’
-Except as provided in’ eubsectlon- : y-not; restr
the publication and:dissemination.of- date, from and: results of pro]eots.
: underta.ken by, centers’ supported\under eeotlon 305(d).» i
Further requires: the Secretary. to: (A). take such: a,cmon a.s may- be
'necessa.ry to.assure’ that statistics developed under sections 304,305,
306:and 306A. are.of high- quahty, timely;. eomprehenswe as well as
- Speclﬁc ‘standardized, -and - -adequately analyzed. and sindexed, ‘and
:’-pubhsh make- avaﬂa,ble ‘gnd- dlssemme,te such sta,tlstlcs on ‘88
o-a-basis as is practicable. - .
= 11N ew section: 808 (h) —-Provldes that & vrant or contract under sectmn
.304,-305, 306, -or 306A for a project to. construct a facility or.acquire
equlpment may not. provide for payment- of more than 50: percent of
* the,cost. of the facility, or-equipment determined by the Secretary.to
Jbe.reasonably attributable to. Tesedarch;. evaluation, or- demopstration -
-purposes, except where the Secretary- determmes that unusual circums-
stances make :a larger percentage necessary. to effectuate: the purposes
. ofzthese sections.. Further: specifies. the. Davis-Bacon requirements
- concerning payment. of laborers.and mechanies employed by -contrac-
tors:for the construction: of facilities as well .as other labor standards.
Provides that these grants and contracts.be-subject to such: add;tmnal

| requirements as the Secretary may prescribe by regulations.:
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of  the Hew" copajrments rEqmred
recent.ly mnegotiated collective ,bargaining agresment with the ‘mineé
owners. Authorizes ‘the use’ of “$1,000,000 of" appropnated moneys
from: the National Institutes budget for this study. - |

Section 110,—Requires the Secretary, acting through ‘the N a.tlonel
Institutes for Health ‘Care Research; in cooperation with the Secretary
of Labor and the Administration of ‘the Environmental Protection
Agéncy, to’ Ecllevelgp a plan* for thf 'cqllectirfon arid coordma.tmn of

: merid {he’

: Instltutes of “Henlth . ‘Cara Research t0 extend- and revise: the assistante-pro-
grams for health services research and health statistics; to establish the National
enter. Hfor .the Evaluation of -Medical Teahnology, and: for- -ather purposes
- Be'it enacted by the Senate and Hoise' of Representatwes of the Umted
States of Amerwa A Oongress agsembled, -

SHDRT TITLE BE?ERENCE TO ACT

. SE(:TION 1. (a) This, Act may be. 01ted as the “N atlonal Instltute‘ of
Health Care’ Resea,rch Act of 19787,
.. (b) - Whenever, in this’ Act an amendment of repeal is, expressed in
terms of an Amendment to, or Tepeal of, a section or other provision,
the reference shall be considered to be ma,de a section or other pr0v1510n
of the Public Health Service Act.
Sfmﬁ . 101, SthIOD. 304 and, the headmg thereto. area, mende
as follo , ot e e

NA’I‘IONAL INSTITUTES OF HEALTH CARE RESEARCH

5 HSE0.i304.: (8.) The. Seeretery shall. estabhsh An: the Department of
Health ‘Edudation, -and -Welfare, - the -IN: ational Institutes of: Tlealth
Care Research: (heremafter in:this section Teferred to:as the-“Insti-
tutes” ): The Institutes shall be headed by Director appointed-by the
‘President; by and with -the:advice rand: consent -of ﬂIile Senate. The
.. Director;® ‘With the ‘approval:of the Secretary; may appeint: a-Deputy
Birector. and may employ and prescribe; the: functions.of such: oﬁgcers
andenployees’ as are:necessary . to: admlmster the a.Ctl'V'l'bleS to be
‘earried out’ t.hrough -the Instltut.es '
114 () (1) The Secretary, acting- wrougn the: msmunes, :shall- conauct
-and support research, demonstra,tlons, ‘evaluations, and: sta.tlsmcal
-and: epidemiological activities: for the: : PUTPOSe: : of improving the
‘gffectlveness, eﬁimency, and . quallt.y of health servmes m the Umted
Dtates.; - .
“2) In ca,rrymg out par&graph (1), the Secreta:ry, actmcr through
the Institutes, shall give appropriate emphasis to: resear ch ‘demon-
-gtratiomns, evalua,tlons, and - staﬁstmal ang epldemlologlcal actlwtles
=‘respeetmcr—

' S 8(AY the aeeesslbﬂlty, &ceeptabﬂlty, plamlmg, oroamzatlon

-'dlstnbutmn utlluatlon and ﬁnencmg of systems fm Lhe delwel v
~of health care,

s (B a,lterna.mve methods Ior measuring ana evama,tmg tne
quality of systems for the delivery of hea.lth care;; L




“(d) The' ecretarjr shall’ coordmate all rese&rch e a.lua,tlon den;r
stratmn “gnd’ statistical and epidemiological ac; éferred ‘to n"
subsection (b) undertaken and supported’ through umts of 15 Depart-
ment of Health, Education, and "W lf&re, Siich
carried-out: through ‘the Institiites:
i@y " The Director-of the? Thstitutes’ sha.ll submlt;a report to the
Secretary; for simultineous transmittal, not later than October 30 of
eachiyedr, to the President snd to the Comlmttee on Human' Resources
of the Senate ‘and 'the Committee on Interstate, and Foreign Com-
merce’ of “the - House* '6f* Represent&twes ‘setting forth'the ‘program
accomplishments of the Tristifytes in'the preceding‘fiscal ‘year-and
the objéctives and’ priorities for the éurrent fiseal i

VSEE. ‘102 (a,) The heaﬂmg for Section 305"is ame
follows:~ . R

[11

b) Sectlo '0"( ) end-asf
. “(a) There is esta,bhshed in the National Insmtutes ot Hea h-.Ca.re
Research the National Tnstitiite:for Héalth: Polity Researchtherein-
after in this section referred to as the’ ‘Fnstitute’) whlch shall:-beinder
thé ‘direction: of «a Pirector whoe: shall: be: a.ppomted by:the: Sectetary
and superv1sed by the Director of the Nationsl:Institutesio Health
. Ca,re Research. ] &
(c) Section 305(1;) is-amended byv— 3
(1 stnkmg “1304(a)" ‘and nserting, ir thereof: ¢ 3@4(b)”
- (2) striking. “Center?? andrinserting milien: therdet “Instimte’.’; .
(3) striking:“may; jundertake’ :and: inserting: i hed "hereof
“shall underta,ke” : ; wi b
Ha)sstriking: a,nd after avaliiation, =4 hserting in lieu
"thfzrg‘-o (:ind ‘I‘”" h 1 h ( ;
~: (6) striking “‘techng ogy\,”\m-,par aph (L
By striking “and!’ after: “manpofvil" ‘p )a,ragrap- (2
(D) stnkmg the period in paragraph(3):and:inserting:in- e
thereof; ", and’?; 'andi:
H8): addmg ,a,t ‘the ent B
{4y -the uses..of computer science in health:
Jrii and edieal” mformatmn systems; :
.é-;,-(d “Section: 305(6) igramended:-b;
invHeuithereof ¢ Institute’ ; . nenf
() Sections. 305 (d) (1) anid 305{d)(2)(A) m d. by mmserting
acting through'the Institute;” after ! ‘Secretary.’ each: place it oceurs.
by stmkmg, 304(b and. ‘mser’mng in

e:following miew: para; aph
de ivery!

= if) Sectioni 305 ds s,mende
ligi1: thisrect “304(0) it p
3 ; ) The headmg to

(b" :Sectlon 51 06 (a) 758 .
"There is established. mﬂm_I
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any: such ‘collections -are’ found not t6- be ‘in- ‘conformance,-‘the
ecretary-shall take the necessary action o assure that: any fu-
L ture- collections (effectlve nmety days after the rev:lew) ar ;
‘3::'A.conformance, e DL
5o {4) reviewing. all propo:,ed hea,lth statlstlcal data coﬁectmn&
.-of ithe De Xa,rtment. that require approval pursuant to-the Federal:
= Reports-Act of-1942 to: determine. whether such-proposed collec-
«1::-tions conform: with: the minfmum’ sets of data and the standards:

_ promulgated pursuant ‘to paragraphs’ (1) and: (2),- I reny such:
.14 proposed:icollections+are found not! to: be:in. conformance, the
~.‘Secretary shall take the necéssary :sction: to bring. them: into:
! “conformance: ‘before: such . proposed ‘collections ~are dnitiated:’.
¢ i8Ee: 1104 Title ITT is- amendp di: by addmg a,fter sectlon 306 the
followmg new: heading .and- section BRI AR ;

“NATIONAL CENTER FOR THE EVALU’ATION OF ‘EDICAL TECHNOLOGY

' SRC 3.06A (a) There 18 est&bhshed mn the Na.tmual Instltutes of
Health Care ‘Research  the . N&tlonal .Center for the Evaluation of
Medical:Fechnology (hereinafter in: this sectien. referred: to as the

- ‘Clenter’) - which shall ‘be.under the. direction of a Director. who:shall
be: a,ppomted~by the.Secretary and-supervised by the Dlrector of the
National Institutes.of Health Care Research.. S T :

-*(b) The Secretary, acting through. the. Center, sha.ll— D

-44(1) establish, in consultation with the Council for. the Evalu&-

o, -of Medlcal Technology, pricrities for research,: demonstra—

-tiens, and evaluations :of -medical technologles 8. prescnbed by

~.paragraph - (2}(A)..-In - establishing; such 'pI'lQI‘ltleS, pa,rt,mula,r

émpha,sm should bé plaeed on—. - . ; IS

% A) - the .actusl-or: potentml msks and: the ctual or poten-

tial benefits:. to. patients Aathe-the-use “of- the

medical technology, %

i‘(B) per: use. and/or aggrega,ta o8t e medie; ohﬁr

nology: - s Vi

; “(C) the mte of utlllzatlon:oﬂ;the meehca.l technology, an

(D) the sta.ge of development of - the medmal teehnology,

2 underta,ke a.nd support (by grant 0T contra
ssearch, demonstrations, and evaluations concerning—: .
= (AY. the safety; efficacy, effectiveness;, costrefle
- and: social, ethlcal, a,nd 'economlc;‘lmpa.ct 0
.medical: technologles 3 s
i (B) $he -faetors:: tha,t ‘a,f'fect the: ut.llmatlon of medmalz-
technologiss throughout the: United States;: - o
HHO) 5t.ernat1ve methods- for: dlsselmns.tmg m?foatlon, '
on inedics}: technologies. to health professionals;:; -
YD) alternative. met.hods for measurmg the. ‘qua.hty of-
: ,health services;and: . o o oie "
oo H(E) the eﬂectlveness, _‘
LR .-;quahty ASSUTANEE Programs::: ;
f(c) To a,ss1st . carrying :out thls sectlon the Secreta.ry, actmg=

mrougn -the Cenler, shall cooperate;and consult -with the National

Institutes .of Health the Veterans’:Administration and. any:: -other.
interested Federal departments or.agencies ind swith State. and:local
health departments and agencies.

pa,rtrlcular:

T .and enforcement. of.;



41

by any meémber appointed to HlF & vaciney vocutring pri
" the expiration of the term for which hiwi

all b appointed for-the: refiainider offstchitermi ; n
ot the miembers firgt-appointed  after- the: effective date:of

$hiS Section, five shallbe-appoitited for e teri of four years five

hall be appomted for & term of three years five'shall-besppoitited

. o AT nd hrl' e 7] e ‘appointed for a térm

Scretdrny a,t, th il

a,ppomtment y
omted members mai serve after th xpn*arblen' y
ecessois have en oﬂic'

(Cy "Metitbess' e 1 or! empleyeesfaf
the Umted Stat ‘shall recéive-for efmh ‘day théy sre’engaged it jthe
pe‘rferman"

G‘ ceed the daily- equivalent of theraninual rate ifieffect for
g
bers, while so serving ‘away from their homes or refrula,r plages of
‘Ditsineds, tay -be illowed travel expenses; including perdiesn in: lieu
of sub51stence in the same manmer as such experises re suthorized
by Section 5703 oft titla-; Tnitedi States: Cod
G Vernment service em loyed intermittently
=108y T he:Councibshall intially elect one of it !Ip
to serve as Chairman until the next e‘lectmn( &
1 ey Thig Direetor of:ths’ Ce
th _staﬁ of the Ceno :

’ﬁOO&ITYGHﬁIth T
tl ofithé €

[7308) pmpi'latef‘pu 11 i
Y2 cofiegrnings the & ss‘,feby ‘e‘{ﬁe}ﬁey,
sinid s¢he s social: and: wontsmfc

“impaét of part]cular medmaﬂ. tdehnologtles il

“O) alter: Itatiol rmﬁe\ : Hvate

~sabigntities; idevelop; v "-&ppro’pmaﬁe afid torthe extertit practw&ble
ot begteniplary ‘standards] norms,” and: cr1te‘r1' derning the:utl

of particular medlcai technologl
D)+ publish; imrake  available .and: disse
2 Netional’ ler&ry ‘of Medicing; promptly in ‘understandablé forma
“and as widely as possible, but, at & minimum, to all health systems
"agencies, to all Professional Standards Review Organizations and

- to the health facilities of the Veterans' Administration the
s(,%%ndar(és norms, and criteria developed pursuant to paragraph

an
“(E) review and approve any grant that the Center proposes
to make and any contract the Center proposes to enter pursuant

‘of ‘the funetiors of the Couieil compenSatmn atrgtesnot
de "5

of“the* General *Schiedule, including triveltime; and & Soeti-
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i gproprlamed qunder- this pardoraph for any: fiscab year:commencing
. after September 30, 1978, at least. 15 per-centum:of such-funds shall
* Ube gvailable:only: for health statistical and epidemiological activities -
~directly: underta.ken by the Na,tmna,l Inst.ltu’te for Hea,lth Sta,tlsmcs
and Epidemiology.”.
(m) Seetion’ 308(1) is amended by addmg a,t the end thereof the
: followmg\ new paragraphy oy
i E(8) Forryedical: technology researc . valu tmn a,nd demonstm—
tlon activities undertaken or supported under- “ection 304 or . 306A,
there are authorized to be appropriated.$25,000,000 for the fiscal year
:ending September 30,1979, $35,000,000 for the fiscal ‘year ‘ending
~September 30, 1980, and- $50 000 000 for-the fiscal year: ending :Sep-~
‘tember 30;. 1981 Of the funds appropnated ‘under-this iparagraph-for
any-fiscal-year commenging ‘after September: 30,1980, at-least 15 per
centum of ‘such fundsishall:he- a,vaﬂable ‘only for medical technology
reesreh, evalustion, and demonstration setivities directly undertaken
‘by the'Niational: Center for the: Evaluation. of: Medical Technolovy "
. S®me 106, (a): Sectlon 472(8.) (1)(A) is amended by— - -
. (1) striking ' after: “pnva,te mstltutions ”"m cls,use (111) ;
(2) redes1gna.tmg ‘clatse (iv) as clause! (vii
(3) inserting after clause (i)’ the followit B
i vy réseirch Et the Natmnal Instltutes o ’
Research,
() tra.mmg at the. Na,tlonal Instltut:
Research to undertake Such research "°h-? .

annua]ly to'the §
ology: and: ¢! oty

B Aigt-oftall chﬂologies (as deﬁﬁed :
ywhiich he ig: dware that sré under: developmen and’ th
‘to'be used in med.lcal pra.ctlce m tha near futur

& np aice -.Wlth subsect,lon (4) of 3 ‘ ; g
. -Rules ‘of the Senate,: changes in existing: laws made 'b the bill, as
vordered reported are- shown 28 follows emstmg law proposed to be




E¢4) " Acqguire; construct lmprove, repau- *operate ,and AT
aini laboratory,reséarch, and other necessary Tagilities and equip-
siment, andisuch-other: Teal or personal -property: (mcludmg pat=:
~ignts): s the Secretary: deefns -necessary;and :acquire; without.
regard to the Act of March 3, 1877 (40 US. C. 34), by-lease o
stherwise,: t.hrough the - Admlmstrator -of « General - Services,
buildings or parts ofsbuildings in -the' District ‘of .Coolumbia- or\
comrupities Tocated adjacent to the-Distriet: of: Columbis...: 1
[lc) ‘The Secretary shall_ coordinate: all ‘health services research,_
evaluation; ‘demonstration, and -health..statistical. aétivities under-
taken:and. supported “thtough’ units. of 'the. Department. of \Health,
Education, dp Welfare, To the mazimum extert.feasible, such co-
_ ordinstion shall be carried out through the National Center.for Health
Servmes Research and the Na,tmnsl Center for Hea,lth Sta,tlstics 1

NATIONAL INSTITUTES O HEALTH O'ARE RESEARGH

V'SEe. 30 (a) T he Secretary shall establwh m “the: De a,rtment of
Health, Educatfmn and Welfdre, the ‘National, Inst?,tutes of. Health‘ Care
Research (heremaﬂer in'this section rqferred to a5 the ““Instinites”). The
Insf@tutes shall be headed by a Director appointed by the President, by
and with the. o;dmc;e and_consent of the Senate. The Director; wzth the
-approml of the ‘Secrétary;: may a;ppo'mt o Deputy Divector’ and “may
- employ and, preseribe. the functions of suck officers and employees ds are
necessiry 1o adimanister the activities 1o be carried, out't‘hrough the’ Instztutes
he, Secretaryg acting. through the' T $,78]
' earch demonstrations, vaf 3 4 Jpide
; pose o 'zmpromng t q’jejectz 7E. "f"

teil: Stdtes, '

halth services in th

ing Through the
search: - demionstrations,

N b mhethods to° @mprove omd' promo
1id epademzolog@cal aelliniies, . e
(B the safety, eﬁcacy, eﬁectweness, €08t ejectweness cmd socml,'j- :

07 , ‘and ethiacal impacts of meducal technologies, ‘and’ -
s ‘alterndtive methodlsj for dwsemzmtmg knowledge concem g
"7 health and health related activities.

" (8) The Secretary, acting through the Institutes, shall (through Natwna,l .
Research Service Awards) undertake and support manpower training
programs to provide for an expanded and continuing supply of indi-
viduals qualified to perform the research; evaludiion, and’ gemanstmtwn

progects as set forth in sectums 305, 306 (md S06A..




the Secretary and superﬂsed by 3
(ot ‘such’other officer of the De
retary as the” prmmpal ‘adviser- th {ifogTn
1i(@) “There 1s- established-in the National Instetutes of Health-Car Re
search the Nationgl Institute for- Health Policy Research (hereinafter-in:.
this seetion referred:to as the ' Tnstitute’) which-shall be under the direciion
of '@’ Director who shall be appointed by the Secretary and sugemsed byg
_ the Director of the National gnstztutes of Health Care Researc §
" 2{b)-Tir earrying iout section [304(s) ] 304 (1), the Secretary, acting:
_ thi'ough the ‘TCenter] -Instituie, Lmay undertake] shall undertake:
. and support Tesearch, evaluation,. [end] andfor demonstration projects:
(which ‘may" include: -gnd shall: be*: epproprlately ‘¢oordinated with
expériments snd ‘demonstrition  gctivities  authorized by the:Social
Security ~Act” and the - Socml Securlty Amendments ~of :: 1967)
respectmg—
g1y the acceSSIblhty, acce teblhty, ple,n.mng, orgamzatlon,
.. distribution, :[technology uti 1zet10n, qua,hty, and- ﬁnancmg of
‘- hiealth 'services and systems; -
. (2) ..the supply - and - dlstrlbutlon, edueetlon end trelmng,
o %uehty, utlhza.tlon orgamzetlon, end costs of health menpewer
‘Land]}
Sy the de51gn, constructlon, utlhze,tlon, orgamzetlon and cost
~wof facilities and-equipment[.1; and
o (4g) the -uses of computer science. in health sermces delwery and
L medical “information systems. - -
f:t:g(c) The- Secrebery she,ll afferd: epproprle.te eonmderat.lon to requests
o

1) State regmnel a:ﬂd locel - L_ea.lth planmng end heelth

agencles,
VA2 pubhc and” pnvate entitles end mdlwduels engaged m the
delivery .of health. care, and .- ; ‘
+(3)-other perdons: concemed Wlt,h hea th=servlces, : *
0 huve: the ECenter] Institute or-other tnits.of the Depe‘rtment of:.
Heslth, Education; and' Welfare-undertakere sesrch, evaluations, and
demonstrations respectmg speclﬁc aspects of the metters referred to in
subsection (b):- By =
{d)(1)- The Seereta.ry, actmg through the Inst@tute shell by gmnts or.
contracts, or.both, assist pubhc or: Prlvete nonproﬁt entltles 1nr meet-.:
ing the' costs of planning and establishing new centers, ahd:operating
existing -and new centers; for multidisciplinary. ‘health. services, .Lex
search; evaluations; and demonstrations. respecting thé matter referred:
toin’ subsection: (b) To the extent practicable; the Secretary; acting: -
through-the: Institute, shall .approve, in - e,ccorde,uce with::the-require!
ments-of this subsection and section: 808;.a number: of apphcatlons for.
_ grantsiand. contracts under this subsection which will result.in at least
six of such centers: (including three national special emphasiscenters, -
one of which (to be des1gna,ted as the Health Care Tecnhology. Oenter)', L
shiall focus on all forms of technology, including computers and. elec::
“tronic- devices,  and .its applications 1n heslth care delivery; one:of:
which (to be demgneted a5 the- ‘Health Clare. Management Center) sha,ll;
* focus on the improvement of management and organization'in the:
health: field, the training.and retraining of administrators -of heslth
care enterprlses and the-development ol lesders; planners, and ploiey:
analysts in the health field; and one of which (to Ee de51gneted as the: -
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() collect statistics ons=r v Tooofy oo Rt

w1 (22 (A) the extent and nature of illness and: disability :of: the .
‘population of the United States:(or of :any groupings of the
. people included in the population), including life expectancy,
© r'the incidence.of various scute and:chronic Hlnésses, and ins

fant and maternal morbidity and mortality, ~~ -~ o .
it fveon T (B) the impact of dllness and disability of the population
- - on-the economy of the United States and on other aspects of
: the well-being of its population :(or of such:groupings), .
1 1 (C) environmental, social, and other health hazards,
(D) determinants of health, - . = ..o o .
. (E) healthresources, including physicians; dentists, nurses,
and ‘other health professionals by specialty arid type of prae-
wrtice and the supply of services by hospitals, extended:-care
« facilities, home health agencies, and other heslth institutions,
(F) -utilization of health care, including utilization of- (i)
‘ambulatory health services by specialties-and types of prac-
“tice: of -the health professionals providing such services, and
+:(ii) services of hospitals, extended care facilities, home health
agencies, and other institutions, - - S ICAE,
ces e o) health eare costs and financing, including the: trends
v in health care.prices and. cost, the sources of payments for
health care services, and Federal, State,-and local govern-
‘“imental expenditures for heslth care services, and -~ -7 . ;o
(IL)- family formation, growth, and dissolition; fandj -
“oo200(2): undertake ‘and support (by grant or contract or both)
. iresearch, -demonstrations, [and}: and/or eviluations respecting
s -new or improved -methods for-obtaining  current. data on: the
- matters referred to in parsgraph (1), T
7 {(8) undertake and support (by grant or-contract or both) epidemi-
-1 ologneal - research;; demonisirations, and evaluations -on the matters
v weferred to wn paragraph. (1).. . ‘ T DT P
~r{e)The [Center} :Fastitute shall furnish such special. statistical
end eprdemiological compilations and surveys as..the Committee on
LLabor and Public Welfare] Human Resources and the Committee on
‘Appropriations of the ‘Senate and: the Committes on Interstate and
Foreign Commerce and the:Comumiittee ori Appropriations of the House
of Representatives may request. Such statistical and: epidemiological

compilations: and surveys shall not-be made subject to the payment .-

of the-actualior estimated.cost of the preparation of such compilations
afid surveys.. oo e
_«:(d)y.To:amsure comparability -and reliability. of health statistics, the
Secretary shall, through ithe: [Center]  Jnétitute provide -adequate
technical sssistance fo assist State snd local- jurisdictions. i the
development of model laws dealing with issues of comfidentiality and
comparability of data.: . b B e
(e) The Secretary, through the -Institute, shall (1) assist State and
local health agencies, and Federal agencies involved in mstters relating
to:health, in ‘the: design-and. implementation ‘of a cooperative system:
for producing comparable and uniform health informsation and statistics,
at' the Federal; State, and local levels {0 be known asthe Cooperative
Health Statistics System;: (2) .coordinate. the activities of such Hederal
agendies respécting the design and implémentation of [ such -coopera-
tive system§ such System; (3) undertake and support (by grant or
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(4) Tt; 'shall be the: functlon of the Commlttee to a.ssmt 'a,nd adwse
Secretary-— ' -
U(AY to dehneate statlstlcal prob]ems bearmg ot 'ea,lth, nd
health serviees which are of national or internatiohal interest:
(B) to stimulateé studies of such problems by other orga.mzatmns
“and agenciés whenever possible or' to ma.ke mvestlgatmns of Such
‘problems through subcommittees;” '
o (O to determme ADPTOve, | and revise. the terms deﬁmtlons
'clasmﬁcatlons and puidelines for assessing Thealth” status and
health services, their distribution and costs; for use (I)iwithin'the
Department of Health, Education,.and Welfare,- (ii} -by “all.prot
grams “administered’ or funded- by the Secretary, Including, the
Federal State-local cooperative health statistics system referred
=10 in subsection (e), and (iii} tothe extent possible as determined
by the head of the agency involved , by the Veterans”  Adininistras
tion, the Department of Defense; and other Federal: a.gencles don-
cemed -with health ‘and heslth services;. . -
;o (D) with: respect to -the- désign: of - and approva,l of ‘health
0 .statlstlcal :and -health information systeris concernéd  with the
io-collection, processing,, and tabulation.of-health statlstlcs within
the Department of Health, Education, and Welfare;-
i o(B) to review and comment on findings and pro osa,ls developed
2+ by other organizations and agencies and to make recommenda-
tions for their adoption or 1mp1ementa,t10n by loca,l Sta,te, national,
Lvor international agéncies;
‘ (F) to cooperate with na,tlona,l comm1ttees of other countries
i‘-:-fi"‘a,nd with -the World Hedlth. Organizatiop’ and other national
wagencies’in the studies-of problems of mutual interest; and
(G) to issue an, annual report on-the state of: ‘the: Nation’s
G healthy its health.services, “their costs and :distributions, and to
voimake: proposals for. mlprovement of the N&blon S health statistics
and health information systems,
-1(B) In carrying out health statistical-activities: under t]:us part the
Secretary shall consult with, and; seek the advice. of the Committee
and: other appropriate professmnal advisory groups. -

() In corrying the reguirements:of sections 304(03) cmd «paragraph
(&)+0f subsection (e), the’ Secretary, -acting: th?"ough the Institute, shall
coordinate health statistical and ep@demwlogzcal actzmtw of the Depc&rt—
ment of Health, Education; and Welfare:by—". '

(1) de@elopmg in consultation: with o the Namonal OOmmzttee on
-~ Vital and Health Statistics, promulgating: by r?gulamon and main-
“taining. the minimun; sets fp data needed: on o contmumg basis: to
ulfill the collection requirements of subsection (D)(I), §
s 2) after consultation with the National Committee on Viita cmd
Health Statistics, establishing, by regulation, standards.to assure.the
o Sguality of health stamsmalg a,nd ep?,dmwlogwa,l data, colleciwn
L processing, and analysis, .
©4(8) reviewing . periodicalty all emstmg health smtzstwal data collec—
tions of ‘the- Department that were: préviously’ approved - prrsuant 4o the
Federal Reports Act of 1942 to determine whether such collections: conform
with: the manimum sets of data'and the' standards promatlgated: pursiant
to paragraphs (1) and (2). If any such.collections are founcl not to-be i
conformance, the Secretary shall take the mecessary action 10: assure thai
any future collections (effective minety days after the review) are in
conformance,




b3

(2) (A) No grant or contract may be made under this subsection Sor
planmng and establishing & center unless the Secretary, acting through the
Center, determined that when it is operational it will meet the requirements
listed subpamgraph (B), and no payment shall be made under & grant
or ‘contract for “operation of a center unless the cem‘er meets such
Teqmrements :

(B) Each center shall meet the following requ@rements '
' (i) there shall be a full-time director of the center fwho possesses f:3

) demonstmted eapacity for sustained productivity and leadership n.

“research, demonstrations, and: evaluations respecting ‘the matters
. referred to in paragraph (2) of subsection (b), and there shall be such
s 'addatwna,l Fubl-time profesmonal staif-as may be: appropriate; .

() the staff of the eender shall Tiwe expertise an the various dis=

'3czplmes needed 1o conducl multidiseiplinary research evalwations

. and demonstrations mspectmg ‘the matters referred o 'm pamgmph-

“{2) of subsection (b);

(412) the center shall be locwted w?,thm an estabhshecl academw or
research institution with departments and’ resom"ces c.sppropmate to
the programs of the cenler; and .
ST (i) eack center shall meet such addmonal regumaments as the
"Secretm“y may. by regulation prescribe.

(e) (1) There 4s established in the Center a National Council: for the
Fvaluation of Medical Technologies. (hereinafler in this subsectzon re-
ferred to as the “‘Council’) to be composed as follows:

(A} the Surgeon General, the Dirvector of the National Instetutes of

_ _‘Health the. chief medical oﬁcer of the Veterans’ Administration, the

T ,C%mrman of the National Professionial Standards Review Council
© T or thetr designees), and three other employees of the ‘Department of

** Health, Education, end Welfare (or thew desiinees) appomtecl by the

Secreta,m , shall be ex officio members of the Councl.
‘(B) Siateen members appointed by the Secretary. :

Seven of the appointed members sholl be selected from - among leadmg
medical or scientific authorities; two of the appointed members ‘shall be
selected Jfrom members of the geneml public who are leaders in the field of
ecotiomics; two of the appointed *nfae'r‘ngJ ers-shall-be selected from members of
_the general public who are leaders in the field of low; dnd five of the ap-
pointed members shall be selected from outstanding members of the general
piblic who, based on their interests, d?,sczplmes and'/or expert'bse 'would be
appropriate members of the Couneil.

(2)(A) Each appointed member of the Council shall be a,ppomted for a
term of four years, exeept that-—
¥ (1) any member appointed to Al & vacancy occurring 'pmor to the

“expiration of the term for which his predécessor was appoinied shall be'i'

appointed for the remainder of such term; and ‘
- (#2) of the members first appointed afier the eﬁectwe date of thzs
section, five shall be appointed for a term of four years, five shall be
. appointed for a term of three years, five shall be appointed for a term
-+ of two years, and three shall be appointed for a term of one year, as
designated by the Secretary at the time of appointment.
Appomted members may serve after the expiration of their terms until their
successors have taken office.

(B) A vacancy in the Couneil shall not affect its actwmes cmd tfwelve'

inembers of the Council shall constitute a giiorum. -
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and-(B) the-current state and progress of health services researoh a,nd

health statistics.§ :

~E{2)] (1) The Secretary, acting through the ENational Center for

Health Services. Research. and: the National Center for Health Sta~

tistics] the Nutional Institutes of Health Care Research, shall assemble:

and:submit to the President and the Congress not later than Sep-
ﬁember 1-of each year the following reports:- -
~{A) A report on health care costs and ﬁnanomg Such report
shall include a description and analysm ‘of the statlsuos collected
o .under section 306(b){(1)(G). :
i:»- (B) :A report on health Tesources. Such report shall mclude a

A-—.fw"(}.BSCI‘lptl()n and analysis, by geographical area; - of the statist.los

o collected under section 306(b) (1){E),
{(C) A report on the: utilization of - health Tesources. Such
;7 Teport shall include s -description and analysis, by age, sex,
income, and O‘eooraphm ares; of the statlstlcs oo]lecteg under

4 seetion. 306 (b) (1)-(F). s
tor (DY A report on the health of . the Natlon S people Suoh:

report shall include a description and: anslysis, by age, sex,
ncome, and geographic area, of the statlstlcs collectod ‘under
! gection 306(b) M.

: [(3)} (%) The-Office of Management and Badoet may Teview any
report required by paragraph .(1).or (2) of this subseetlo:u before its
submission to Congress, but the Office may mot revise ahy such:report

or: delay its submigsion beyond the date- prescribed foriits submission,

and may submit to Congressits comments respecting any such report
:(b)(1) No grant or:contract: may-be made under section’' 304, 305,

306 ‘8064, or 307 unless an application therefor has been submitted

to: the Secreta,ry in:such form and manner, and oontalmncr such mfor-

matlon, as the Seoretary ma,y by regulatlon preserlbe P

@

(d) No mforma,tmn obtamed in the course of aot1v1t1es underta,ken
or:supported under section 304, 305, 306, 3064, or 307.may. “be used
for any purpose other than the purpose for which. it was supplied: unless
atthorized under regulatlons of the Secretary; and (I).in the case of
information obtained in the course of health statistical or epidemilogical
- activities under section 304 or 306, such information may not be pub-

lished or released i other form it t.hn pa"tl"hl&l‘ estebhsbmen* or per-
gon supplying the- information or described in it'is identifiable. unﬁess.
such: establishment or person has consented (as:determined under
regulatlons of the Secretary) to its publication or release in other form,
and (2) in the case of information obtained in’ the course of health
services, research, evaluations, or. demonstrations. under section 304 or
. 305, such information may not be published or released in other form
1f the person who supplied the information or who is. ‘described in it
is identifiable unless such person has consented (as. determined under
_ ;‘eoulatrons of the Secretary) to ifs. publloatlon or rele&se in other.
orm..
(&)1 Payments of a.ny orant or, under any oontraet under, seotlon-

nd nK Qﬂﬂ NE A An n"r mayv N ada 11 adwarman ar hur wrat pay
08 I i
uuu_u. or 307 ay atgo 8Gvance. Or- 0y Way. OL
Tel

__bursement and n such 1nsta11ments and. on such, condltlons 108




or

at rates not less than those prevailing-on similar work in the locality,
as determined by the ‘Secretary of Labor in dccordance with the Act
of March 3, 1931 (40 U.8.C. 267a—267a-5, known as the Davis-
Bacon Act); and the Secretary of Labor shall have with respect to

any labor ‘standards specified in.this paragraph the authority &nd
functions.set forth in Reorganization Plan Numbered 14 .of 1950-(5
LS. §3 Appendlx) and- sectlon 2 of the Act-of June 13,1934 (40 U.s.C
276¢

(3) Such g’rants and contracts shall be: sub]ect. to such’ add1t.10na,1
reqmrements as the Secretary may by regulation prescribe. «

~E(@)(1): For bealth service research, evaluation, and demonstration
activities undertaken or supported . under séction 304 or 305, :there
are authorized to be appropriated $65,200,000 for the fiscal year end-
ing June 30,1975, and $80,000,000 for the. fiscal year ending’ June'30,
1976, Of the funds: approprlated under this paragraph. for any fiscal
year, not less than 25 per centum of such funds sh %Tbe misde available
only for health services. research, evaluation, and demornstration
activities directly undertaken by the Secretar v “under such section. 1

(5} (1) For_ health - services research,. evalumtwn, and  demonstration
activities undertaken or supporied under section 804 or 308, there are
authorized: 0. be appropriated $34,000,000 fir the fiscal year ending
September. 30, 1978; 840,000,000 for the fiscal year ending -September
80, 1980; anid 845, 000 000 for the fiscal year ending September 50, 1981,
Of the ﬁmds appropmated under: this paragraph. for-any. fiscal: year, at
least 15 per.centrim of such funds shall-be:available only for health serv-
iees: research, - evaluation, and -demonstration: adtivities: directly under-
taken: by the Nat@onal Institite for-Health Policy Research and: at least
& per..centum. of such-funds or $1,000,000, whichever.is. less; $hall be
available only for dissemination act@mtzes dwectly undertaken: by the
Center.

[(2) For health statistical:detivities undertaksn orsuppotted under
section 304 or 306, there are authorized to be appropriated $30,000,000
for the fiscal year ending June 30, 1975, and $30,000,000 for the fiscal
year ending June 30, 197 6.3

(2) For health statistical and epzdemwlogwal acmmtws unaeriaken or
supported under section 804 o7 806, there'are quthorized to be appropri-
ated $60,000,000 for the fiscal year endmg September 30, 1979, §65,000,-
000 for the ﬁscal year ‘ending -September-30,7 1980, and $70, 000 000 for
the fiscal year ending September 30, 1981. Of the funds appropma,ted under
this. pamgmpfb for any fiseal year commencing dafter September 30, 1978,
at least 15 per centuin of ‘such Junds shall’ b¢ apailable onky for hea,lth
statistical and’ epidemiological  avtivities ~diréctly - undertaken, . by the
Na,tzonal Institute for Health Stotistics and Epidemiology.

8y For ‘medical technology reseairch, evaluation, and demonstmtwn
activities undertdken or supported under section 804 or 3064, there are
authorized to be appropriated $25,000,000 for the fiscal year end'mg Sep-

tember 80, 1979, $35,000,000 for the ﬁscal year ending September 30, 1980,

and 350, 000 000 for the Jiscal year. ending. September 80, 1981. Of the
Funds apprapmated under this paragraph for any fiscal year commencing
after September. 30, 1980, at least 15.per centum of -such funds shall be
available only for: medv,ca,l technology:research; evaluation, and demonstra-
tuon.activities directly. undertaken,. by, the Nc&monal Oenter for tn,v Eralua-
tion of Medical Technology.. L

® ® # U ox * ® ®
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ministration, in matters relating to the cause, diagnosis,
prevention, and treatment of the diseases or other health
problems or Division of Nursing.

(il) training at the Institutes and Administration of
individuals to undertake such research,

(iii) biomedical and behavioral research at public insti-
tutions and at nonprofit private institutions Fand}

(iv) research at the %fational Institutes of Health Care
Research, '

(®) training at the National Institutes of Health Care Fe-
-search to undertake such research,

(vi) research on the matiers set forth in section 304(b)(2)
at public institutions and af nonprofit privale instituiions, and

[iv)] (vii) pre- and post doctoral training at such public
and private institutions of individuals to undertake such
research; and _

(B) make grants to public institutions and to nonprofit
private institutions to enable such institutions to make to individ-
uals selected by them National Research Service Awards for
research (and training to undertake such research) in the matters
described in subparagraph (A) (). '

A reference in this subsection to the National Institutes of Health,
Natronal Institutes of Health Care Research, or the Aleohol, Drug
Abyse, and Mental Health Administration shall be considered to
include the institutes, divisions, and bureaus included in the Institutes
orjunder the Administration, as the case may be.
. * £ * * . *

Sec. 477. The Director of the National Institutes of Health shall
make available annuvally to the Nationagl Center for the Hvaluaiion of
Medical Technology and the Council for the Evaluation of Medical
Technology a list of all technologies (as defined in seciion 306(g)) of

which he is aware that are under development and that appear likely to be
used in medical practice in the near future.”.

» * L * * * *

0
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[PART K—QUALITY ASSURANCE
QUALITY ASSURANCE -3, e

[SEC 399A (a,) (1) The Secretary, thrcugh the Assmtant Secretary
for Health, shall conduct research and evaluation programs respecting
the: effectlveﬁess, administration, and enforcement of guality sssurance

rograms. Such research and evalusation programs shall be carried out
n eooperatlon with: the entity within the Department Whlch edmm—
1sters the programs of assistance under section 304, S

= (2)-For the purpose of carrying out paragraph: (1) there,, re a-
thorlzed to-be-appropriated $4,000,000: for . the: fiscal year ending
June-30; 1974, $8,000,000 for- the fiscal year: ending: June-30, 1975,
$9,000, 000 for the: ﬁscal -year ending Juns 30, 1976, $9;000,000: for the
fiscal year ending June: 30, 1977 and $10 000 000 for the ﬁscel year
endmg June 30, 1978, -

< L(b) The: Secretary shell make an: a,nnua,l Tep ort tc the Congress
a,nd the President’on(1): the quality of health eere in the United States,
(2) the operation: of quality ‘assurance. programs; and (3} advances
made through research and evaluation of the effectiveness, administra-
tlon, and: enforcement of quality assurance programs. The first annual
report.under this ‘subsection :shail bé made with: respect to: calendar
year' 1974 and shall be'submitted not Iater than March 1,.1975. The
Office of Management and: Budget may review the Secretary s Téport
under: this subseéction: before. its ‘submission to the: Congress, but the
Office may not revise the report or-delay its submission to the (Jongress,
and: it may submit to the Secretary and the Congress-its-comments
‘(and. those of other: departments and a.gencles of the Govemment)
with respect to such teport.J:-

o TITLE rv’ —I‘TA”‘I"“I RWSEARO;; ;NS”‘TTUTES

PARTA * % *

x * E T B

Q .

PART I—GENERAL PROVISIONS

 DIRECTORS OF. INSTITUTES L

SEC 471. The D1T6ut01 ef the National mstltutes of Health shell be
appomted by the President by and with the advice and’consent of
the Senate; and the Director of the National Cancer Institute shall be
appointed by the President. Except as provided in section 407 (b)
(9), the Director of the National Cancer Institute shall report dlrectly
'to the Dlrector of the Natlona,l Instltutes of Hea,lth o

NATIONAL RESEARCH SERVICE AWARDS o

SEC’ 472, (a) (1) The- Secretary shall— S
(A) prowde National Research Service Awards for— T :
(i) biomedical and behavioral ‘research ‘at the Natlonal
D Ingtitutes of Haalth and-the Aleohol, T)rnn' AbﬂsP and Meh-

© “tal Health  Administration of under %'ograms administered
by the D1v1smn of Nursmg of the ealth Rescurcee Ad-
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the: Secretary déems necessary to carry out the. purposes of such
seetlon
+(2) The amounts otherwise payable to any person under a OTa.Ilt or
contrsot made under seotxon 304, 305 306, 3064, or 307 sha,ll be
reduced by—
:(A) amounts equal to the falr market va.lue of s,ny eqmpment.
or supplies furnished to :such person: by the Secretary for the
‘w0 purpose of ccarrying out the pro;ect w1th respeot to Whmh such
i-:ingrant or contract 18 made, an
(B) amounts equal to the psy, e,]lowances tra,velmg expenses
;; c-and related personnel expenses attributable to the performance
#..-0f services by an officer or employee of ithe Government in:con-
nection with such project, if ‘such officer or employes was asigned
~or detailed by the Secretary to perform such services,
: but only-if such. person. réquested the Sécretary to furmsh sach equlp—
ment or supplies, or such services; as-the case may be..
(f) Contracts may be entered into under section: 304, 305 or: [ 067
- 806, 806 without regard to sections 3648 and 3709 of the Rev1sed
Statutes (31 U.8.C. 529; 41-.17.8.C.-5). Do . ;
(g){1) The Secretary sha,ll—-- :

- (A) publish, make available and dzssemma,te, promptly in
- understandable form and on-as broad a basis'as practicable, the
.. results.of health services research, demonstrations, and evalua-

‘tions undertaken and suppotted under sections ‘304 and 305;

. {(B)- make .available’ to :the public data . developed in: such
-+ -Tesearch, demonstrations, and evaluations; and.

(&) prov1de indexing, abstrsctmg, tra.nslatmg, pubhshmg, snd
.o .other services leading to a more effective and timely dissemination

.-.of information on health services research, demonstrations, and

evaluations in health care delivery to pubhc and private entities

and individuals engaged in the improvement of health care:de-

livery and. the- general public; and undertake programs to de-

. velop new or 1mproved methods for makmg such lIlfOI’IIIS.tIOD.
“available.

Except as provided in siibsection (d) the Secretary may hot restrict

thé publication and dissernination of’ dats from, and results of prqects

, underta,ken by, centers supported under sectwn 305(d).

(2)"The Secretary shall (A) take such action’ as may be neeessery

to ‘assure that statistics developed under sections 304, 305, Ldnd: 3063

306, and 306A are of high 'quality, timely, compreéheénsive as well ag

spe('lﬁc standardized, and adequately analyzed and indexed; and (B)

publish, make zwallable and dlssemma,te such statzstlcs on as Wlde a,
* basis as is practicable.

“(h) (1) Except where the Secreta,ry determmes that unusuai cn'cam-_
stances make a larger percentage necessary in order to effectuate the
purposes of seetlon 304, 305, For 306} 306, or 3064, a grant or con~
tract ander section 804 305 for 3063 306 oi 8064 with respect to
any project for construetlon of a facility or for acquisition of equip-
ment may not provide for payment of more than 50 per centum of so
much of the cost of the facility or equipment as the Secretary deter-
minés is reasonably attrlbutsble to resesroh evaluation, or demon—
st.re.tlon purposes, -

“(2) Laborers -and mechamcs employed by “contractors a,nd siib-
contractors in the construction of such a facility shall be paid wages

yir
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(). .Members of. the Council who are. not. officers. or employees of -the
Umted Stades shall receive for each day they are engaged in the performance,
of the functions of the Council compensation, at rates not to exceed the. daily.
equivalent of the annual rate in effect for grade GS-18 of the. General Sched-,
wle, ineluding traveltime; and all members, while so serving away from their.
homes or regular places of business, may be allowed travel expenses, in-
duding per diem-in liew of subsistence; in the same manner as such ei-
penses are authorized by section 5703 of title 6, United. States Code, for
persons in the Government. sérvice employed mterm'z,ttently -

- (8) .The Council shall annually elect one of s appointed members to
serve as Chairman until the next election. . .

(4) The Director of the Center shall (1) demgnate @ member of the staff
of .the Center to act as. Ezecutive Secretary. of the Council, and (2) make
avaslable to the Council such staff; mformation, and other. asszstance as it
may. require 1o carry. out ite f'tmctwns

(5) The Council shall meet ai the call of the Ohmrman, but not less
oﬁen than four times @ year. . .. -

. (6). The Council is cmthomzed, to—, e

(A) advise, consult with, and make mcommendatwns to the- Sec-
oy relary, the Divector.of the Natwnal Institutes of Health Care Research
- and the Director of the Center awith respect to. ca,rrymg out: the pf'om—
si1 -stons.of this section; -

A B) after consultation. 'tm,th approprmta publzc and pmmte ent@tzes

admse the Secretary. concerning the safety, efficacy, effectiveness, cost
- o-effectiveniess, and the social. and LEOROMIC TMPACE. of partwular medi-
.ol technologies;
o LY after consultat@on unth a,ppropmate pubhc cmd pmmte entmes
! :.develop, avhen appro;gmate and, to .the extent practicable, e:nemplafy
2 - standards, norms, and.criteria. concemmg the umlzﬂamon of partwular
medical technologws
(DY publish, make. amzlable amd d@ssem'mate through the National
- "-.‘,Lzbmry of. Med’wme prompily i, understandable form.and as widely
o 1.@8 possible, but,.at @ manimum, to all health systems agencies, to all,
Professional: St(mda:rds Review Organizations and, to the health, fa-
ilities of. the. Vetemns Admzmstmtwn the | standwrds, TOTINS, - and,
. eriferig. developed ursuant to, paragrapk. (0) and. .
- (E) review and approve.any grant that the C’enter proposes to ma,ke

.and any.contract the. Center. proposes. o enter pursuant to this section
if such gramt or contmct 18 N an a,mount ewceecl'mg $35 000 of dwect;
ceosts. L.

g) For purposes of th?,s secmon, med@cal techno ogy means c:my dzscrete
and sdentifiable medical or surgical:regimen or modality used.to diagnose
or. t?’eat #llness, prevent dwease suppmt l?je, or maintain 'pament awell-
bemg R P - :

GENERAL PROVISIONS RESPECTING SECIIONS [304 3(}0, 306, A\D 307]
804y 805, 806, 3064, AND 307 coT

SEC 308 (a,) [(1) Not Iater than December 1 of eac1h year, t.he'

oeuemry hnau mm{e & I ep()iu b() \_;UL}. gTess Lebyﬂbumu &A} [A81:] uummm-
tration of 'sections 304 throucrh 307. Eurmcr the precedmrr ﬁscal yea,r
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-{(4) . reviewing .all, proposed health statistical data. collections of the De-

. partment that require approval pursuant to the Federal Reports Act of

1942 o determine whether such proposed. collections conform with the

minimum, sets, of :date. and. the standards promulgated pursuant to.para-

gmphs [€) ) “and (2). If any such proposed collectrons are found not to be

wn _conformance; . the Secretary shljdl take the mecessary. action to bring
them mto cmformance befom such. proposed, collections. are ?,mtwted

‘NATIONAL UENTER FOR THE EVALUATION OF MEDI(,'AL TECHNOLOGY

:Sre. SOSA (a,) There 48 establwhed n the Natwml Instztutes of
Health Care Research the National Center for the Evaluation of Medical
Technology *(hereinafter in this section referred to:as the. “‘Center’) which
shall: be under-the direction’ of @ Director-who- shall be. appoinied by the
Seergtary -and: supervised. by the Director of the Natﬁona,l Insmtutes of
Health Care Research., - _

< {by- The -Secretary, acting through the C’enter, shall—' -

_ D) establish, in consultation with the Council for the. Evalulaion
srinof Medieal: Teﬁhﬂology, priorities for research;, demonsirations, and
a1 eml*uatfmns of medical-technologies as prescmbed by pamgmph #
trwy (A In establ@shmg such pmomms pcwtwular emphasw should
be placed o
w1 i(A4) the actual or potentml risks and-the dctual or potential
: benejits to patwnts assocmted wath the use of the medwal tech-
L mology, v
(B) per use (md/or aggregate cost of . the medwal technology,
1 () the rate of utilization of the medical techmology, and
(D) the stage ‘of development of the medical technology; and
(2) undertake and support (by grant or contmct or both) research,
i idemonslrations, and evaluations concerning— . .

: (A) ‘the safety, e G?'iaacy, effectiveness, cost eﬁectweness and
- 80CHal, . ethical,. and economic. 'zmpaut of paruwula” i medﬂuca?
technologws,

(B -the : factors  that a,jfect the ut’blizatwn of med’w&l tech-
: :"-"nolog@es throughout. the -United States; .

() alternative methods for- d@ssemtmtmg mformatwn on
:medwal technologies to health professionals; -
(D) alternative. methods for measurmg the quahty of health
S fi‘SGT"U@CGS, gnd o
(F) the e_ﬂ“ectweness adm'.'.mstmtfaon omd enforcement of
‘quality assurance programs. . - -

(c) i' o0 ‘assist 4n: carrying -out this section,: the Secremry, actmg through
tfe,e Center, shall cooperate and-consult with the National Insiitules of
Health, the Veterans' Adininistration: and. any. other inierested: Federal
departments o7 agenmes cmd 'w%th Sm:fe amd loca,l health clepartments
(md agencies. . ‘

sl )LL) The: Secreta,ry, actmg through the C nter shall by gmnts or
contmcts or both, assist public andfor private nonpmﬁt entitizs in. meeting
the costs of plcmmng cmg establishing new-centers-and operating existing
avid’ néw centers ‘for multidisciplinary -research, evaluations, and dems
onstrations.respecting the matiers referred fo in paragraph (2) of . sub-
section (). To the extent practicable, the Secretary shall take such actions,
in accordance with, the requirements of this subsection and. section 308, to
assure that three such cenicrs shall be.operational by September 1, 1981.
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~contract of both) research, development, demonstrations;-and evalua-
tions respecting: Fsuch cooperatwe system] such System; (4) provide
the Federal share of the data collection costs under such system; and
(B): review statistical activities of the: Department of Health, Educa-
tion, :and Welfare to. assure that: they aTe consistent -with [such
cooperatlve system such System. -

:(f) "To assist in carrying out this séction, the Secreta.ry, through the
Inst%tuf,e shall-eooperate and consult with "the Departments of Com-
merce, and Labor 'and any other interested Hederal departments or
agencies and with State and.local health -departments and agencies.
For such purpose he shall utilize insofar as possible the services or
facilities of any agency of the Fedeéral (Government and, without regard
to:section’ 3709 :0f the Revised: Statutes (41 1U.8.C. b); of any ap-
propriate State or other pubhc agendy, and may, without regard to
such ‘section, utilize the services or facilities of any private agency,
orgamza,tlon, group, or'individual, in accordance with written agree-
ments between the head of such agency, organization, or group and
the Secretary or between such individual and the Secretary. Payment,
. if:any, for stich services:or facilities shall be made in such amounts as
mey be provided in such agreement.

«(g) 'Fo securs uniformity in the reglstratlon and co]lectlon of mor-
ta,hty, morbidity, and other health data, the Secretary, through the
Instutute, shall prepare-and distribute suitable and necessary forms for
the collectmn and compilation of such data which shall be published
as o part of the health reports 1pubhshed by the Secretary.

--(h) There shall'be an annual collection of data from the records of
b1rths, deaths, marriages; and divorces in registration areas. The data
shall be obtained’ only from and restricted to such records of the States
and municipalities which the: Secretary, in his discretion, determines
possessrecords’ aﬁordmg satisfactory data innecessary detail and form.
1% ch State or registration area shall be paid by the Secretary the Fed-
eral share of its reasonable costs (as determmed by the Secretary) for
collecting and transcribing (at the request of .the Secretaryiand by
Wha,tever method anthorized by him)-its records for:such data.: - %

#(i)(1) There'is established in'the Office of the Secretaryia committée
to be'known as the [ United-States National Committee on Vital and.
Health Statistics (hereinafter- in this isubsection,: referred to as’ the
“Oomm_lttee”) which shall consist of fifteen'members. . i o

4(2)(A) The members of the Committee:shallvbe appomted by the
Secreta,ry from among persons who have distinguished: therselves’in:
the fields of health statistics, epidemiology, and the provision ofthealth:
services. Except ‘as providéd' in subparagraph (B}, members ‘of ‘the
Comm1ttee shall be appointed for terms of 't s years i<

(B) Of the' members first appointed—:-

(i) five shall be appointed for terms: of orie: year

(i1) five shall be appointed for terms of two years; end

(111} five shall be appointed for terms of:three years; - :
""" des1gna,ted by - the ‘Secretary: at the time ‘of appointment:: Any:
membel appointed to fill a'vacancy occurring prior to the expiration:
of:the term for which his prodecessor was appointed shall be appointed.
only for the remainder of such term. A member may serve aﬁ;er the;
explratlon of his term until his successor has taken office. . = .

(3) Members of the Commlttee eheﬂ be wmpeneeted in &ceordance:
w1th section 208(c). - , R sl ol

i




4.8:3,

Health Services:- Policy:-Analysis.Center), shall focus on- the deyelops,
_mieht:.and evalug on‘of nationalpolicies:w: > ,r}health SETVices,:
- ingluding:the:¢ : : gemza, tions, and.
other; Horms of | practi W : the efﬁ
ciencies: ot th hea h Sem 8. dehvery
each fiséal year. - ‘ :
(2, (A) No grent or contra,ct ma,y be made under his. subsection f N
Ianmng and-establishing: & center unleSS the’ Secreta,ry, acting, through,
the Institute, determines that when. it is Operational it will meet; the,
requrrements listed :in subperagmph ) and. 0o pa.yment. sha,ll be
made-under.a’grant or dontract.f ) of. a. cenfer: unlees thej
center meets such requirements; . ' R
<(B)- The requirements referred toin subpﬁ,ragrap A).are 88 foll :
% (i) There shall be a full-time director.of the center who posse es,
B demonstrated eapacity for susteined productiyity and leadership.
"in health services research, demonstratlons, and evaluations and
:.»:there shall be: such_adchtmnal full tlme professmnal staﬁ as ma,y ‘
o whe-appropriates: i : :
() The staff of the centel shall represent all relev&nt
hisciplines. .. o
v (111); The. center sheH (I) be loe&ted Wlth' an, estabhshed ACE-
demic or research institution with departments snd. resources
2ysappropriate: to. the programs of the: center;.and (11) have workmg
relationships with he alth service: ‘delivery systems where: :experi-
%o mentsin health sefyiees may beinitiated and evaluated.
(iv) The center shall select problems in, heslth services for Te-
wiausearch; demonstiations; and. evaluations onfthe besm of.-. (I) their
recnonal or national importance, (IT} the unique potentml for:
deﬁmtwe research onthe problem snd: (ELL). opportunltles for
local application of the research ﬁndmos
sk il ():5uch additional- requlrements a3 the Secr ta mey\
lation prescribe.
(a) The authority of the: Secretary und; secbmn, {304(b)] 304(0)
‘shallbe-available.to him vith-respest; tp the. undertakmg and: support:
offprqgects undemsubsectaon b), and (d) of: this section. ;

SEE806.- :
Edue&tlon -and:’ Welfere the N etmnel Center for Health Statlstlcs:
(herema;fter ‘insthis seetion referred:toas:the “‘Center’?). .which shall:
berunder the direction .of &’ Director:who. shall ‘be:appointed by the:
Segretary: and supervised: by-the Assistant Secretary for. Health:(or,
stichziother officer of the: Depa,rt.ment as may be .designated by the;

Seeretery as the:principal -adviser to: him for health programss). J -+
«(a).Lhere is established in:the National Institutes of Health' Caré-Re-
-Secw'ch ‘the . National Institute for Health: Statistics. and : Epidemiology.
(hereinafter in, this section referred. to:as.the ‘Institute’). which shall bé:
under:the direction of @ Director who :shall be appointed by the Secretary:
and: supemsed by the Dzrecto'r of the: Natwnal 4 nstztutes of Hea,lth Care,‘,-
ﬂesea,rclb P
Hby In carrymo' out sectlon [304(&)] 804(?)), the Secret&ry, actmcr
through the [Center] Instztute [may] s +
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v ) Thel Secretary;. acting: through the: Institutes;: shalh supervise ihe
admzmstmummd operationzof-the:-National:Fnstitutefan Frealth . Bolicy
Researeh, the National:Enstitutesfar: Haalth: &EamstmﬂandvEpzdmwlogy,
. and the. National Center. for the: Hoaluation .of -Medieal.-Technology wn
order to assure that:(A) the programs carried out through each such Insti-
tute and Center recevve approprivte and equituble: support;-and. (B) there -
i&igooperation among: the Instztutes tmd the Center m the *zmplementatwn :
of; sucﬁ programs. |
<{eY . To implement subsectwn (b), the. Secreta,ry may, in addztwn to fmy
other authority whick under- other: provisions of -this Act or any other law
may be used by him to-implement such subsection, do-the. following::

don (1) wtibize personnel and equipment faczlmes, and other physwal :
resources. of the Department! of - Health,  Edueation,-and - Welfare,
permitb appropriate: (as-determined. by: the Secretary) entities and in- -
dividuals. to-utilize the physical resources o icf such. Department,- pro=.
vide technical assistance and_advice, make: grants -to public and..

" wnonprofit - éntities ‘and. individuals,-and,:when appropriate, enter:
~ into _contracts with public and: pmmte entities and individuals;

(2) secure, from time to time dnd for such periods as the Secretarg,r
Lo deems admsable, the assistance and advice of experts and éonsultants
..~from the United States. or-dabroad. In addition, the Director of the.
National Institute for Health Policy Research and the Direcior’ of
“the National Institute for.Statistics and Epzdemwlogy, in_order to
‘assist each of them in carrying ovt the functions set forth in sections
805-and.306 respectively, and without regard. to any-other provision
of this Act, are each authorized to obtain: the services. of not more
than ﬁfteen experts or consultants who hcwe appropriaie: scwnt@ﬁa‘
or. professwnal qualifications; and L
. (8). acquire, construct, ‘improve, ‘repai, operate, ‘and. mamtam
. wboratory, research, and other necessary facilities and. equipment,’

" and such: other real or. personal property {including patents) as the
... Seeretary deems necessary; and acquire,. without regwrd fo:the ‘Act’
of March 8, 1877 (40" U.8.C.'84), by Tease or.otherwise,: through the
Cl Admzmstmtor -of. General. Sermces, biildings: or parts of buildings: -
in, ithe. District of C'olumb' . or commumtzes loca,te adjcwent to theﬂ.{-'
.o Dhstriet of Columbia.. ' &

“(d) The Secretary shall coordznate all resea,rch ewluatwn, demonstm—z'-.
tion, and statisticel and epidemiological activities r%erred toin subseetion
(B)-undertaken and supported. through units of the Departinent. of Health;
- Bducation, and Welfare. Sucn, coordmamon sml.r, be carmed out through “

: the Institutes. ,

(e):The Dwector of. the Instztutes shall submv,t @ report to the Secremry

' for stmultaneous transimitial, not later than October 30 of eack year, to the .

- Bresident. and. to the Oommzttee on. Human. Resources of the Senate and
the Committee on Interstate and Foreign Commerce. of the House of Repre-
sentatives setting forth the program . accomplishmenis of the Institutes in .

the preceding fiscal yeaﬂ' and the objectwes and pmormes Jor the current B

Jiscal year.

[NATIONAL CENTER FOR HEALTH sERVICEs RESEARCH]
N NATIONAL INSTITUTE FOR HEALTH POLICY RDS’EARG‘H : '

SEc 305. [(a) There is established in ‘the Department of Health
Education, and Welfare the National Center for Health Services Re-. .
search (heremafter in this section referred to as the “Center”’) which -
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s shown n; oman)'

GENEEAL: AUTHORITY 'RESPECTING: HEALTH STATISTICS
i 7 SBRVICES fRESEARCH EVALUATIONS; ANDDEMO

3t S/Ec. 304. p(a) (1)
(A) under

‘Services Réé arch ,
yand.such other umts Qf the Departmen

and Welfare as he may select and
LBy supporty; -

&l}

health statistionl acLY
a,nd, demonstratlogs

08I0 cartying, out; paragrapl ;(, ), the Secretary:: give a,ppro-

priate emphasm, to Tesearch an “statistical activities TOSP 9iulllg-—

(A} the determmants of an mdlvlduq,l’s health g

{BY -theimpsact. of: the £ny

on(%ea,itl}: care, ! bﬂl .
) the.. ,accessl j1hi0 N accept.a tynpla ;o OTganizatl

- sbechnel tg; Iy Est L%)u%gn, utjhza,mo‘ Elu%l)ll i, a%dﬂ ﬁﬁ cing: of

system or the delivery of tiealth care, 1nclud i s'y t for the

: .‘Qf geventweh ersonal,. s ] :

mg:

[(1) Utilize personnel -end equipmeniy: faclhtles, and othel
hysical resourc%saof the’ Departgleg?%f "Heslth, Education, and
L %”elfare, permu; dpproptiate :(as. determined: b}{ » 4D, Secretary)
htities and ! individuils: fo-uitilize the physical :resources. of -such
I’Department % providetechnical : assistanceand, radviee; make
grants to public and nonprofit private entities and individuals, a,nd
. enter into contracts with public and private entities and in-
. dividuals, for (A} health services research, evaluation, and dem-
e onstratlons and (B) health services resea.rch and healt.h sta,tls-

.. ties tralning, and (C) health statistical activities.
I_(A) Admit and. treat at hOSpIT;&lS and. other facilities OI une
Service persons not otherwise eligible for admission and treat-

ment at such facilities,

om1tted IS‘&I].GIOSBd I black brackets, new matter-is printed in ifalie; _
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-:40-thig seetion if such grant of conbract isin an amount exceedmb
$35,000 of direct .costs. -

“{f) TFor. purposes: of. this sact.mn medlcal teolggy means any
“diserete and identifiable medical. or- surgwal regimen oranodality used
-to-diagnose or treat illness, prevent dlsease support ‘1-1-fef + QT mamta.m
ipatient well-being ™., var WO D ORRT A : LT

-Sge. 105, (a) The heading .308.18an y F
f“3043 305; 306, . AND 307” a,nd msertmg m‘l'eu thereof ‘304, -
306A -and 30775 - ;

& b) Setction 308 (&) (1) 15 repea,ied :
o (e):Seetion -308(a) (2)-is amended by (1) vedesiensatin
-308(&) (1) :and: (2)-striline*‘the National Center for Hea.lth Serwces'
‘Research and the National Center. for Health:Statistics! and inserting
iim lieu thereof “‘the National.Institutes of Health.Care Research’’ . -

.d:) Sect.m,u 308(&) (3) 1s,redes a,ted A sectmn 308(5;).(2) :

_‘m paragraph (1) : : g
s+(2); Section: 308(3), s mended by msertm ; :
: each place it:oceurs, o ; i
w:i:(h). Seotion -308(1): is: amended by stmkmg or:306’and msertmg in
heu thereof ‘306, or 306AM..:: _ ,
:5(1) Seetion: 308(g) (2)is. amended b strlk
111 lieu thereof “306, and.308A",
- (3} Beetion 308(h)(L) 13 ‘amends
‘ogcurs and inserting-inlieu.thereo
(k). Section:308){1) issamended::
gt (i)(l) For healthservicesresenrch; 1 - 8
activities-undertakeénsorisuppoerted: u,nder séetion:3
authorized to be appropriated $34,000,000 for the fiscal, year endin;
September 30,:1979;$40,000,000-for -the fiscal. year dmg Septie
cber 30,1980 and $45,000,000 for the fiseal; iyear ending. September 30,
1981 Of -the: funds. appropnated under this paragraph-for an fiscal
syear, at least.15:per: contum.of such:funds. shall be-availy
theglth: services: research, va.lua__ 10T d:
«derectly aundertaken. by tion]
‘Research.and;:at.least:
-whichexer. is less, shall be ,yml&ble
: dlrect undertaken by:the Center:”
ection 308(1) (2).is. amended to read as _
-f “(1) (2) For health statistical: and; ep1dennologma1 acthtles under-
_taken or supported: under section 304. or 306, there are -authorized to
‘be sppropriated $60,000,000 for. the. fiseal year ending. September 30,
=1979; $65,000,000+ for- t.he fiscal year-ending September 30, 1980, and
B70; 060 000 for the ﬁsca,l yea,r endmO' September 30, 1981 Of the funds
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- a¥(dp(1): The! Secretary, acting: through: the-Center shall,; by grants
‘ory'contracts, .or both;: assist -public: and«/or pprivate nonpmﬁt. entities
ini meeting.:the costs:ofplanning and establishing: new: centers;: and
operating existing and new centers for multldlsmplmary resea.rch
evaluations, . anid ! demonstrations ‘respecting’.:the -atters. réferred
tior-ani: para.crra,ph (2):of subsection (b). To the: extent: pra,ctlca.blé the
Sectitary shall-take such actions, in accordance with the' requiremients
of+this: subsection. and ‘séetion- 808, 40 -assure; that t.hree such centers
sha.ll be:operational by September:1; 1981,
+£4(2) {A)-No grant’ or contract may.be made: under thJs subsectlon
for; planning. and establishing- a -center uhless -theé' Secretary; :acting
through the Center;. determines  that when it is-operational it will
méet the reqmrements listed-in.subparagraph (B), and no ‘pryment
shall be made under & grant or contract. for:operation-of; a ¢enter:
unless the center meets such requirements. -
¢ (B) Each centersshall:meeti the following *requﬂremen,ts "
“(1) there shall, be & full-time director of the center Who pos-
3 Stnonstt “sugtained . productiwty

Disciplines, ‘needed: to - '
s iationstand | detionsirations Tespecting ithe: m&ft
= l-<jpffua\,nrx!a,ph *(2) il subsectlon (b

! B e shalibe located withi
Tesea.rch tiistitution: with':departméiits-
riate to the. programs of thecéntery and-
6vY: elich center skigll meet: such addithon:
#iz) the . Secretarv: tngy by re ulation” prescribe: & i

“(e) 1), There is established in the Ceritera atmnﬂ.l Oeuncﬁ for.
thieBvaluation of Medisal Téctinologies (hereitiafter in: subsect.lon
referxed to as the ‘Council’) to be composed as follows ;

‘¢ ISitrogon’’ ‘General, thé Dirdctor: of the National

rof “Health, the: chief’ médicalofficer of the Veterans’
Admmlstra.tlon, the Chairman_of the National Proféssional
tandards Review' Couneil (or-their: deslgnees),‘izﬁ}ld thrée other
employees= of the: Department of :Health; HEducation, and-Welfare
(o1 their: destgnees) appemiseu 9y‘ tne Secretary‘,vsna,h e ex officio
mémbers of the Counel:: - w0 .
“(B) Sixteen members appomted V: :
Sevien of the appointéd meibers shall be seléeted: from. . ong 1e&dm0'
medical or scientifie ‘suthorities; two’ of ‘the: appomted niemibers shall
besselécted dromi mermibers.of: the general publie whoareléaders in the
field of . econoniics; two of the dppointed member shall be selected
from’mermbers of the- gereral’ public who /are Tesders in"the field of
law; and five of the appomted members shall-be/selected from out-
sﬁ&ndmw wignibers ol ‘the: ‘general: publicwho, biised o1 théir interests,
dlsc:plmes and/or expertlse, Woul e appropmatev members of the

7.1 fa i

(A) Fach: appomn aimemoer of" me bouncu sna.u De appoumaq
et of four Vears, xcept that.w" i ;
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_ shall be under the direction of a Director, who:shall be appointed. by o
the Secretary. and. supervised by, the Dlrector of the N atlonal I.llStl-”
tute of-Health, Care Research.”. , e SR

.. (e) Section.306(b) is amended bym .

(1) striking “304(a)’’ ‘and inserting in lieu. t.hereof “3(}4(1))” .
+(2) striking, “Center”’ and inserting in lieu. thereof. “Instltute” '
(3)-striking “may”’ and inserting,in hLeu thereof “shall’?;. . " -
(4), striking “and” a,fter “dissolution’ in paragraph (1) (H), ,
5) inserting “or both” after “contract’’ paragraph. (2) ;.
6) striking “and”’. after. “demonstratmn
“and Inserting in lieu thereof “and;or”; and :
. (7) adding at the end thereof the following. new par&graph :
o t(8) undertake and support .(by grant or; contract.or both)'
epldemlologlcal resea.rch demonstrations, and ev&luahons on.the
matters referred to in paragraph (1).”. i

» (d) Section 306(c) is amended by—. = .
(1) strﬂimg “Center” and 1nsertmg in 11eu thereof ”Instlt.ute”

+ . (2) by inserting “&nd epldemmloglcal-’? aftéer “statlstleal” ea.ch_

place itioceurs; and B
+{(8)" striking: “Liabor- a.nd Pubhc Welfare and msertmg AN
hereof ‘Human Resources”. v i
Section:806(d) s . amended by stnkmg ‘Center’
in lieu thereof “Ipstitate’”i: . PN EEE S
(f) Section 306(e) is amended by-u CHURN

~ {1} inserting ‘, through: the Instltute t 'after “Secretary”
2)° inserting:{‘to.be kmown as the Coopera.twe Health Statxstlcs
wstem' after “levels’? in. pa,ragmph (1)
:(3)striking “sueh’ cooperntive: system”

~and msertmg n 11eu thereof ‘“‘such System®
il i(4) inserbing:“or : both’- after “cbntract”

-(g) 'The first sentence of seetion-306(f)- is- axie

a , through the Institute,”: after “Secretary’
(h) Section 306(g).is amended by msermng; i throug 13 _
o after “health dats, the Secretary”. . | e
+ (i) Section 306(i)(1) is amended by stnkmg Ui "te Sta.tes”

i) Section: 306zis. amended ‘hy addmg at: ‘the end hereof the fol-
lowmg ‘new.subsection: - .. S : ;

M) In carrying -out . the réqulrements f sectlons 304(d) and
pamgra.ph +{2) ‘of »subsection: {e), thé:-Secrete: racting. though ;the
Institute;. shall - coordinate . health statistical-and. repidemiological’
: act vities. of the Department:of Health, Educstion; and Welfare by—

a-#(1)developing in: consultation ‘with the N ational-Committee
Vital ‘and Health Statistics, promulgating-by: regulatl,on and
maintaining the: minimum sets of data-nee od oma continuing:

a5 -Ebasis to! fulRll the-collection Tequirements.af subsection . (b) (1);:
“(2) after consultation with the Natiohal Committee on Vital:
- sand Health Statistics, establishing; by T ulation, standards to
assure the ‘quality of hesalth statistical an epldemlologlcal data

collection; processing, and analysis, -

““(3) reviewing periodically: all ex1st1ng health statistical data
weollections -of the De?artment ‘that; Were prewous]y approved
irsuant to the Federal Reports:Act of 1642 to determine whether
‘such gollections conform with the mihimim, sets of data and the.
standards promulgated pursuant to para,gra.phs (1) a.nd (2)"5 g

' occurs

. paragrap]:i" (3);
ed by

1y
H




(G the, collectloll, an&IySIS't
Ieted St&tlsti:,.

A5 g b Ly

(3) The Secretarv, ‘acting through ‘the Instltutes : sh - ugh
N ational Research Service Awards) undertake and support m&npower
trai g'programs to prowde for.an expanded and continuing supply
K iyiduals’ qualified to perform . the’ research, 1]
stration:projects as set: forth In.sections. 305 -and 30
() ' The' Secretary  acting through the Institutes,. shall superwse ‘the
admmlstratlon ‘and. operation. of the National Institute for Iealth
Policy Research, the National.Institute for.Heslth, ‘St_etlstlcs and:
Epidemiology, and the National Center for the Evaluation of Medical
Technology mm order to assure:that ; (A)-the: ‘programs carried -out
fhrough each such ‘Institite and  Center receive. appropriate and
‘squitable SUppOrt, “and (B) there is’ coopeération’ among’ the Institutes
Aaknd the Center.in the mplementatmn of ‘such programs.
- 0 lmpiement subsection (b)Y, the Secretary may, in add1t10n_
“other authomty which under other provisions ‘of this ‘Act or
‘any other law may “be used by h.un to mplement such subsectmn
(glo the following :
STy itz - personnel gtd eqmpment feclhtles, and Gther
physical resources of the Department of Health, Education; and.
~ Welfare, permit appropriate (ss determined- by _the Secretary)
" entitiés end mdlwgu&ls to -utilize the' physical resolirces of such
i:Departnient; provide technical-assistance and ddvice, make grants.
to public'and nonproﬁt eritities andiindividuals; snd, When appro-
priate, enter mto ccntra,cts w1th pubh{: and pnva.te entltles a.nd
iidividuals; ; d e
‘.‘,‘.(2) secure, from tlm o tlme and for such.penods as the Sec-
- deems advisable,-the-assistance and advice of -experts-and.
consultants frotn “the: United-States: or- -abroad. In addition,-the:
Director:of the National Tnstitute -for Health Policy: Resesrch
“and the Director of the National: lnstltute for-Statistics-and
Epldemmiogy, in-order :to -assisi- each of ‘themiin carrying out.
the funictions sét forth .in sections. 305:and 306 resgpectively, and
=" without regard to :any: other provision of this Act, are. each’ au-
- +irthorized to: obtain the.services of .not more-than fifteen: -experts

or consultants who have appropnate sclentlﬁc or professional:
“irqualifications; and- - -
*(3) aequire, construct, mprove repa,lr, operate and mamta.m
':laboratory, research, and other, necessary. facilities. and equip—
ment, and such other real or personal property (including patenis)

. ias the Secretary deems necessary; and acquire, without regard

- 7:t0 the Aet of Mareh 3,:1877 (40 TU. 5.C. 34), by lease or otherwise,
through the Admlmstretor of General Services, buildings or
}J&rts of buildings in:the District of Columbia or commumuesp
ocated adjacent to the District of Columbia. . . .
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New. section, 808 (1)(1).—Provides authorizations;of :approprigtions
for health services research, evaluation’ and. demonstratlon act -tie's
underta.ken or supported ¥y section 304 or 305 as follo

_Fxsca.l year

Requlres that. of 't
fiseal yedr at-least 15: pe ) ;
research, evaluation, and démonstration activit s:dlreotly underteken
by the National Inst1tut.e for. Health ‘Policy ‘Research and -at:least
five percent or $1 million, whichever is less; be. available only for dls-
semmet:lon activities direct ‘-"underteken by ‘the-Institute. . '

-+New: section. 308() (2) —Prowdes ‘authorizations:of - appropnatmns
for ‘health statistical -and “epidemiological ae’mntles undertaken or
supported by sectlon 304 0T 306 a8 follews e e

Flscal year: -
1979_____ '__L_‘

. .Reqmres that of the funds eppropnated for these purposes for' any
fiscal year commencing after. September 30, 1978, at least 15 percent
be available. only: for health ‘statistical” and. ep1dem1010gmel activities
directly undertaken . by t.he Netlonel Inst1tute for Heelth Statlst.lcs
and Epidemiology: -

L uri¥ew: section 309(':,) (3) —Prowdes authorlzatlons of approprmtlons
for medical technology Tesearch; evaluation, and demonstration: activi-
tles undertaken or: supported by:sectlon 304 or 306A as follows

Requlres ‘that of the ‘funds &pproprleted forthese: purposes =for eny
fiseal year commencing :afterSeptember:30;:1978, at least 15 percent
‘beavailable only! for medical technology: resea,roh evaluption; and
demonstration: activities ‘directly: undertaken by the Netlone,l Oenter
for the Evaluation: of Médical Technology. - i+

Section 106.~~Amends Seetion 472 of the PHS Aot to euthorlze the
Secretary to provide National Research:Service :Awards: for resea,rch
a.nd training: at- the National Institutes: of Health (are Research.:

« Seetion: 107.—Repeals Part. K of - Titlet TII, isection 3994, Whlch
requlres the Secretary to conduect research- and evaluation. programs

. Tespecting the eﬁ’eetlveness edmlmstratlon e,nd enforcement of quaht,y
:assurance PEOgTAmMS. |

- Section: 108.—~Adds to Tltle IV 2 Tiew sect,lon 477 Whlch requ1res the

- Dlreetor of :the National Institutes of: Health 'to make:available
‘annually to.the National Center for the Evaluation of Medical Tech-
nology and the Council for the Evaluation of Medical Technology
alistol all technologies {as-defined in section 306A) of -which he is

_ aware.that-are under development and: that appear 11kely to be used
in-medical practice in the near future. -

- Section-109-=Requires the beoretary, aotmcr through the Natlonal

. Instltute for: Health: Policy” Research, to-arrange fora’ study; to-be

completed within 3¢ months; of ‘the 1mpact on utilization-of:services



0T delay 1ts submlssmn beyo‘nd f:he
] andsmaysubmit! Congress +its
comments ‘on anyisueh feport::
' séetion 808 (b) —Prowdes tha,t,i 0" ‘grant or- contra,ct ma,y be
made under-section:304; 305;:306,°3064,-0r 307 unless:an-application
‘has been submitted to- the Secretaryqn suchiform and menmner, and
- oTrtaining” such ~informgtion;: asi he may« ‘prescribe- by regulation.
Spedifies thﬁ,b ‘each: &pphcatmm subrnitted for w:gramt.oriicontract
ndei seetion: 304 or 305, in-anamount exceéding $35,000 :0f direct
-costs and for a health servicesiresearch; evalustion, ot demonst.ra.tmn
:pr"]eot gkall b‘ ‘siibmitted: by:-the: Secretary Hor:review fot’ gcientific
. “experts appointed: by him from pérsons 'who are
ot oﬂicers oretiployees of the United:Statesand wwho possess quali-
fications relevant to the projectofor-which the: a.pplmatlon wasimade.
A panel ‘to 'which 'an’ applicationids 'submitted under this (paragraph
ghall repart its*findings and ‘recommendations: ‘Tespecting: the; applica-
‘4ion -to ‘the- ‘Secretarytin such’ form ‘and manner vasi:the Secretary
Shall by ‘regulation preseribe. Furtherspecifies that: if ‘an-application
ubmitted Autider section 305, oF 306 for' a grant or-¢ontract'for a
- project: for-which 4 grant.or ‘contract ey be-made or-entered into
'under another provision of this Act, such applicationi.may not be
approved under sectioh’ 304, 305,0r- 306 ‘and funds-appropristed under
15 section may not be; obhga.ted ‘for' such. ‘grant ‘or ‘contract: The
apphcant who* submitted such application: shall be:notified of the
other provision (or prov1310ns) of tgm Act under W]llch such apphca—
tion may be submitted: fit
5iSéction : 808 (c) mSpeclﬁes that th : aggregate number of gr&nts
- gifidcontracts nade -or ‘eéntéred “into’ under ‘sections -304t.and:305 for
“any fiscal year respecting: a particular. mesns; of :delivery: of -health
“igervices “or” another particylar aspect: of health: services. may not
xceed ‘twenty; andthe sggregate amount of: finds’ obligated under
‘grants and contracts under such sections for any-fiscal year respecting
g particular means of ‘delivery of healthisetvices or: a:nother pa,rtxcular
“aspect of heslth: sefvices may notextesd $5;000,000.: : ¢
New section 308(d). —Specifies that no mformatlon obtamed in:the
“Gourse of activities undértaken or supportaed tundep-section-304;:305,
306, 306A, or 307 may-be-used for any’ ‘purpose-other than the purpose
#or which it was supplied “unléss -guthorized under: regulations of the
Secretary; and {1):1n the case of information.obtained in‘the course .
of Health statistical or epidemniclogical 'activities under séction 304 or
306, 'such information may not be’ ‘published or:released in"other: form
Hif the particular establishment or ‘person supplying: the information
or déscribed in it i§"identifiable unless such establishment or person
Vh&s consented: (as_determined ‘under regulations of: the Secretary)
“to its publication or reléase- in" other form, and -(2) in ‘the case. of
information obtained in the course of health services research, evalua-
“tions, or demonstrations under section 304 or 305, such informetion
may ‘not be published: of ‘released in other: form if the person who
--siipplied the information or'who is described in it is identifiable unless
“such person has .consented (as determined under regulat.mns of the
Secreta,ry) to it&publication or relegse in other form. -
“New section -808(e)i—Speéifices: that- payments -of any gra.nt. ‘or
‘contract under-section. 304, 305, 306, 306A, or 307 mayibe made in _




'gregate dost'of the médical technology,
zetion of the medical fechnology, -and
of 1 ‘thé ‘me eehnology,

! AL OF "L or both)
. ns eoncernmg— e

. (A) the sa.fety, efﬁcacy, effectiveness,” cost eﬁectweness,

.'and_soela,l ‘sthical, and* éco 01mc' pact’ of -partlcula.r

_medl al tech.nologles - o

sominating 1nf0rma.t10n
essionals;

) a,lternatlve methods
_health services; and:

(E) tha” eﬂ’ectlveness, adm:lmsfs
«of quality assurance programs, . -
; ection 306A(c).—Requires the Se etary, ‘acting’ through the
Cen ar, to cooperate and eonsult with'the National Institute of Health,
Yeterans' Administration and any other interested Federal de-

'pa,rtments or agencies and with State ‘and local health’ depa.rtments '

.and agencies, 50 as to assist in carrying out this action. "

" New section 306A(d).—Requires the Secretary, ‘acting’ through the
. Center, to assist by-grants or contracts, or both, public and/or private
] nproﬁt entities in meeting the costs of plsmmng and. establishing
centers and opera,tlng emst.mg and new centers for the ‘multz-
ary resea,rch evaluations, aud démonstrations referred ‘to above
"bpa,ragraph (b) (2) Sp'eclﬁes ‘that, to the extent- pra,ctwable the
ecretary ghall take such actions, m aecord&nce w1th ‘the requlrements
-of -this ; 'ubseetlon and section 308 to assure that three such certers
pera.menm Dy Septemeer' 81 Speciﬁes Teq i

en'— "e'n’d' enfel"cement

assm nee,. v ’
“New section 306‘A (e) --Requ1res the estebhshment in the Center of a

Natlonal Council for the Evaluation of Medical Technologies (hote-
inafter in this subsection referred to as the “Oouncﬂ”) to be composed
' aS follows:

-(A) 'the Surgeon General, the Director of the Nationa] Institute
of Health, the chief medical officer of the Veterans’ Administration,
the: Cba.\rma,n ‘of. the National Professional Standards Rev1ew
~Couneil {or their designees),:and three other employees of the
-.Department of ITealth, Education, and Welfare (or their designees
appointed by “the; Secretery, shall be ex oﬂielo members of .the
i bgz,-Councﬂ .

B Sixteen members a,ppomted by the Secreta,ry.- Seven -of
“the_appointed members shall, be, selected - from - smong leading
meéhcaf or scientific. suthorities; two of ,the appointed ‘members
shall be. selected from members of the genera, fpubhc who are
leaders in the field. of economics; two_of the appointed members
shall be selected from members of the general public who are
.. Jeaders in the field of law: and five of the appointed members shall
be.selected from outstanding members of the general public who,
based on their interests, dleclphnes &nd/or expertlse would be

appropriate members of ‘the council.
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N Section 806' () —Requxres the Secretary,’ thro‘“gh t e'InstLtute,
to prepare and’ distribute suitable and necessary, forms for’ the col-
lecfion and, COmp]l&tIO‘[l ‘of such’ data, in"order to secure uniformity
in’” thﬁ reilstration and collectmn of mortaht.v, morbldlty, and other

th data,

““Neiis section 306 (k) —Requlres an annual collectlon of data from the
records of births, deaths, marriages, and divorces in Tegistration areas.
Specifies that the'dats shall be ‘obtained ‘only‘from”and reéstricted to
such Tecords ‘of the States and ‘municipalities which the Secretary, in
his discretion,. determines possess Tecords’ aﬁ'ordmg satisfactory data

deessaly detail and form. Further specifiés' that “eachState’ or
4 ion- area shall' b’ paid by the Secretary the Federal share of
nable ‘costs (as determined by the Secretary) for collecting’
d*fransecribing” (at ‘the. request; of the Secretary and’ by Whatever
sthod authorized by him) its records for sueh-data.- -~ 7 ;
section; 306 {#).—Makes a ‘technical amendment in eurrent law s
. Tequirement that, s commlttee be" established in’ the Ofﬁ%e ‘of "the

- Secretary Yo be known as the National “Cor

‘Health Statistics. .Specifies that the Con hiall-
bers an 1. be appomted by thé Secretary from-ainony per ns
distingiished themselves inthe’ figlds f)f alth ;
a.nd ‘the provision of ‘health &

“-Trowdes,gthat the Tasictiol

fm, “ar ( ). t0 :
by the head of the agericy” mvolved by the Veterans 'Ad .
ation, the Department. of ___ﬁfense and othe Federal agencres

; , ﬁn fngs's and proposalsidev oped"

other rga,n AatIOD’S and’. ageficies and to! malke’ recornmenda’

tiotis ; for  their'adoption, or. lmplementatlon by Togal _State
io: or, mt,matlo, al g N

: "Health. Organization and “th'r natlon 15
venmes 1n the stud1es of 'oblems Qf_ mutua} nteres d 1

make proposals for 1mprovement of the Natlon s hea.lth statistics®
and health information systems.
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1 (2) public and private:entities and mdlwdﬂals engaged in the

delivery of health care, and '

“0015(8) other. persons concerned Wlth hea,lth serwces to have the

Institute or other units of DHEW.undertake-the resea,rch ‘evalua-

5 totions; and- demonstrations mentioned-aboveiin subsection- (b).

i News. séetion 805 (d).~~Requires the Secretary, acting:through the
Tustitute to assist %ubhc or private nonprofit entities, through grants
or contracts, or both; in meeting the costs of planning and establishing
fiew ¢certers, and- operatmg existing'and ‘ew centers; for multidisci-
plinary. health services research; evaluations,’dnd: demonstra,tlons
meritioned above Speclﬁes centers to be estabhshe'd a.nd requlrements
for gssistance. : o . : AN
LNew geéction 305 (e —s- - "

- New section. 305(F) -——Makes conformmg techmcal a,mendments
Speclﬁes that the: implementation sutherity available to: the Secretary

‘ underisubsectlon 304 (c) 'dbove shall be avallable to h]m Wlth Tega.rd

to ‘theimplementation of this section. = i i i g
-Seetion 108 —Revises séction 306 of the PHS Act Natlona.l Genter

for Health Statistics with a series of Substantl‘ve and “conforming’

teéhmcsl ameridments.” ‘Redesignates: this “Section: #s the“Na,tmnal

I or Health:Statistics and: Ep_1demlology T

L éetion  806(a),—Hstablishes it the National - Instltut" -

Healt.h-:‘-Ca.re ‘Research the- National -Tstitute for Health: Statistics

and Epidemiology ' (hereinafter ‘in this ‘seetion referréd to “6s h :

“Institute”). Requires that this Tristitute be under ‘the disction os:

v who shall’ be ‘appointed by the Seeretary and: superszed by_'
'Dlre ﬁ-enf the Natmnal Instﬁtutes of HB‘;—]’; Care Rese b

ollect statls ies” :
(A) the extent" and n : « ty of
spulation ‘of- the- VLS. (o1 0f~ a,ny gro‘upmgs of ‘the people
uded in the popula,t,lon icluding life: expecffa.ncy,i-t Az
denee of ‘various ‘aeute. wiid - ehronie illné nd+infs
nd Maternal motbidity and'mortality;
B) ‘the mmpact-of illness-and: disability
on the economy of' the U.8.8nd on other dasp
bemg of -its population (or of suck gronpings):
() envirenimiental, Sodial; a.nd ot et Health
(D) determinants of health;: L
(E): heilth = - TéROTrees, - mcludm - physicis;
utses and other health rofess‘,uana,ls by* specla,hty nd typ
of practice’and the supplp of 'servicés by hospil gxtended
" Gare- facﬂl’mes home healt.h -agencies; . ang ' h ilth
mstltumons e ‘ “
(I utﬂizatlon of health c&re‘: includifg: utﬂlzatlon of (1)
“ambulatory health  services by “specialities “and “types of
“ipractice of the ‘health’ professmna.ls rowdm ‘sich servites;
“and (ii) services of hospitals;: e"'ten&) il care-'facﬂltles home '
:“"-health agencies, afid other 1nst1tut10ns =
e 0G) health. care ¢osts 'andt ﬁna,ncmg, mcludmg the trends
) 111 health care pnces and costs, the sources of payments for
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dions,.and statistical and’ epidemiological activities fort the purpose of
oving the. eﬁeettveness fficle;_l_(:. and: qu&ht' iof health.: se.rvmes
e ‘Umt_ed Statf;s :

; ) Requlre,s the, Secreta.r actmg through the
“Institutes, t6 give approprlate emphasis 4o; :E@Se&l‘ch demienstrations,

evalug,tlons " and st&tlstmasl- -aJId*)epldemmlﬂgm&I cact vmi S

¢ 1accessibility . acceptabilit; tannig, orgs z&twn
i nbutmn utilimation; and financing.of sys’eems for the @ every

healtzh

. AT :
Sr : 4 e-‘dell,very-of hea,lth care A
(C) the collectlon a,nalysm and dlssemmatlon of
?s,rel&tﬂd ‘statistics; DURD mit I noed
- _temamve methods tﬂ Amp

: t offectiveness, and
a,nd .ethical mapacts of medmal technologles

9,1l
for Health Statistics ‘snd Epidemiology, dhd the’ Nﬁatlonal Center
for the Evaluation of-Medical: Techinology-in-erdep oy assuré that
(A) the programs carried out through-each siich ' Institute and Center
Teceive a,ppropmate“&nd ’eqﬂlmblersupponﬁ’*&nd {By:there is cooperation
among the Insmtute ‘and th ter in‘ the Implementatlon of such

g

! _fh tnid* mple ting "4
.s’ﬁb§e oAby, the Secfetarymé: Hsetie StrtHoritiestté g
‘or ‘any, other law. ‘Also specifies: that he may do the: fo]lomng :
revolici(ay futilide’ perSonnelvatid - equl}ﬁihenfﬁ fuoilities) and other

- physical resources of DHEW, permit appropriate (as determined
by thie Séeritaryy ehtitiés: RSN AAREIE o Uil the physical
;. Tesourges. of, the Qgpartmapl;;fi provide -~techlg§cal asmst&nce &nd

F] B 3 _'ﬁ\ . g B * ""'r‘A

: Y
‘ ational Tnstitute for Statistiés and Epidemiology,
in’ or_der to.!assist efch in carrying out. His functions specified below
sed Sections 305 ‘and '306) ‘and without regard to any ‘other’pro-
vision ‘of ‘this"Act, to obtsgin-the services of Hot mhoré than 15




of 11949, as: :‘&mejidé :
comm1ttee '

- The motion by Mr. K(esnme= 7
%o the. Senate .carried -as folows

Mr. Kennedy -
Eagleton

‘For: the most<..- art; t}:us leglsls,tmn &mp y,,.-e:iten sfor three years
-the expiring: a.uthermes for health:services . research.. Regulations now
in’ effect or in-the process of bemg promulga.ted regardmg the policies
- “andiprocedires:fo saWwhrding: grailts ifor-health isepvitied-researchiwill
- mot-beaffected by this &eg1slatmn. éw regnlations:woiild:bé required
o simpleément: the hiéalth :servi¢es: resdarch: training: rogram.., hich
: would be made mandatory were. this bill-be: be enacteg -
“«+/Fhie” regulations: thit Would'! be developad: to-implement s heslth
. services research training program:: woulg apply to'a few academic
-organizations. that might:undertake:to: develop & health services
research trmmng__ program in, conjunctlon rwith:: ON-going: | rgradusate
programs in ‘allied fields: The econoriic impact of  these Tegulations
would: ‘be minims ven the otential nummber of- matitutions and
individuals “involvedin this: e%ort “As. réquired- by the provisions
‘under section’ 472 of the Public Health- Service Act that Telate to the
national resedrch gervice ‘awards, the -regulations  would identify
ihformsation’ that* must. ‘be . ‘provided - by ‘an-individual receiving: a
national Tesearch service award. This informstion ‘would include ‘a
description-of the'services that the mdiwdual w111 prowde subsequent
- to the training period- and’:such ‘personal information as- might ‘be
. deemed necessary by the: Secremry 1o make ‘o declsmn on: whmh
individuals should réceive training support. - :




pecml responsfbﬂlty Exa,mples 0 these
and regimens which mvolve ‘drugs, devices and
ordiniated ‘protocol.’ Tt 1§ expected th
tration would ‘continue to'be chiefly 5]
ment for collectmg and “evaluating
efﬁcacy of ihdividual drugs-and devices _
~ . 'Third, the National Center would be'the only . Federal agency Wlth‘
the’ ents and the mandate to consider the costs of procedures and
practices, as well as their saféty and efficiency; in. formulating modal
norms_ and “sténdards. The pr()posed Center would’ also be thé‘sole
Federal agency with 'a mandate to conduct méw reséarch relevant to
perfecting the methodology for the sssessment of the costs; bemefits,’
efficacy,” ‘cost-effectiveness nd sq ]’ and economm 1mpa X f medlcs,l
practices and procedures T ' o i
jf ‘Finally, with the creation of the Na onal Center for the' Evaluatlon'
-of Medieal Technologies, the Department would at last have a single
dgency with responsibility for'surveying.all’ onsgoirig ev&luatlons of*
_medical’ technologies, for- recommendmg Where lDlpO tant ‘saps’ ex1' t,
“and f&r prov1dmg early wa o} d

rma, '611 on he safety and'

C g B st AR rdered’ra orted by h Sendt

_ H“uma,ﬂ Resourc April 28): 1978’
4Bl purpose:- An a,mendmenﬁ 'to: the ‘Pubi arviee:

S 2466 would establish-within FITEW- the National Institutes. of Hoalth
‘Cdre Research, whose divector would report4o‘the Secrétary of HEW,
There would” Be- three institutes: - 4 National s Tnstitute “for: Healthr

- Poliey Research: (NIHPRY), which-would: replace the National Center -
for' Health Servmes Resaarch & National Instltute for Health S‘b&tls—-
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{4)Private mdust.ry, ith. 1ts extraordmary ea,pa,clty fo respond to’
perceived needs,. - - ~
(8)-: The- 1nd1v1dua,l mve;ntor physmmn oy ator
enginéer. .- - — ;-
(6): Umversmes oﬂermg ba,sm dlsooveries for subsequent a pheatmn
(7) Health care providers, be they physxolans alhed hea.lth specml- :
1sts, or hosplta.ls
't has been estnnated by 5008, BX erts thet as muoh as one—half .
annual increase i’ the’ cost, ofp a8 d&y of hospital: care. can be’
ted to the use of more technology . medical practice. This-
estimate would mean that ‘between 1966 and- 1976 expenditures for
medical technology added $8 to $12 billion to the Nation’s hospital
bill, which totaled. $55 billion | in 1977, "At " subcommittee hearings
last Ssummer, testimony ‘was presented ‘on the cost and effectiveness.
of- sutgery for coronary artery . disesise, Bach .such’ operation costs,
from- $10,000 to, $12,500, and nsational éxpenditures for: COTONAry -
&rtery surgery alone, ha,ve approached .$1 billion a year. This new!
surgical procedure was in. nges read use before any comprehensive
studies had been done to esta,b ish its efﬁclency and ‘effectiveness..
The result has been a growing ¢onsensus that it.1s overutilized, with
substantial adverse consequences for the hea.lth of some pauents and
osts of medical care generally. - : N
'these several reasons, the comnnttee proposes to: estebhsh a
nal Center for the Evaluation of Medical Technology. Specifi-
the National Center would be required to underteke and
sup 61t research, demonstrations, and evaluations concerning— - .- -
4 (1) The safety, efficacy,- eﬁeotweness ‘eost effectiveness, and'.
- .rsocm.l ethical, and eoonomlc 1mpa.ot of - pa,rtloular medlca,l ;
: ‘technologles, oL
b (23 The. factors that aﬁ’ect the ubﬂlzation o] medlca.l tech-u
. nologles throughout. the  United: States; . o ; .
- .4(3): Alternative: methods- for - dlssemmatmg =1nformatlon on-
j,;;;medleal technologies to. health professmnals* URTIRR :
"'(4) - Alternative methods for mea.surmg ‘the
+services; and . . . .
{5). the eﬁectweness admmlstretmn,
quality assurance. programs. . : : e
n: addition, the. National Center Would be reqmred to esta.bhsh'
pr1or1t1es for the. study of new and existing medlcal technologies, to,
support the training of health professiohials and.other personnel with
the needed expertise to evalua,te medical teohnologles, ‘and- to estab-
lish--three extramural Centers for the Evaluation of Medical Tech-
nologles For these purposes, the legislation defines ‘“medical tech-\;
nology”. as any discrete. and identifiable medical or surgical Tegimen .
. or modahty used to dmgnose or treat ﬂ]ness, prevent disease, support.
life, or. maintain. patient well-being. )
"The Nationsl ICakelzvber would be adv1sed in these responsablhtles by
a National Council for the Evaluation of Medical ‘Technologies. The"
- Couneil. would be composed ,of. representatwes of agencies in the,
Federal government. with an interest in .the . evaluatlon of medical
teohnologles, ‘1nclud1ng the Surgeon Geneml the. Dlrector of -the.
National Institutes of Healih, the chief. J_ucuu_.u} officer.of the Veteransi
. Admuustratlon, the Chairman of the National Professional Standards
Review Council (or their designees), and three other employees of

. blomedmal_

R W S
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mittee hag noted the substantial and persistent problems which have
impeded  cooperation between  the. Health Care Financing Adminis-
tration and the Public. Health Service.. There is evident a pressing need
to.revise authorities which permit the same data to be gathered twice,
which. allow agencies to refuse to share data, and Whlch prov1de
individual agencies with an opportunity to. define unique standards
for data colleotlon, with the result that statistics are flequently not
comparable from one agency. to another..

.The committee intends to eliminate such oostly and mefﬁment
practloes by establishing the National Institute for Health Statistics
and- Epidemiology. . Speolﬁcally, the Institute would be charged: with
the responsibility - ‘of . reviewing, throughout HEW, data collectmn
activities in‘the health field. The ob]eotlve of ‘this provision is to in-
sure that HEW programs have sufficient flexibility to meet their unique
program requirements but not duplicate the collection efforts of other
agencies with data that.is not comparable

CWith regard to the Nationa! Institute’s new epldemlolowlcal respon-
31b111t1es the committee proposes that the Institute.undertake an
expanded program .of intramural and extramural epldemlolocry and
data analysis.. The committee, believes that the. National Institute
could ‘make a major contribution in explaining trends in the health
status of .the. population  (for example, the cause:of the ‘dramatic,
tecent decline i deaths Irom heart dlsease), and. imperfecting the
methodology of statistical work..in epldemlolo y.: Currently, -the
National Center for Health Statistics funds original tesearch at a.level

of less than $300,000 out of budget of $36 milfon.
© + Consistent w1th this expanded mandate, thelegislation provides the

Natlonal Tnstitute for Health Statistics and Epldemlolo ey with an
authorization of $60 million for fiscal year 1979,:$65-million for fiscal
year 1980, and $70 million for fiscal year 1981. Tt should be noted that
the committee has increased authorizations at these levels for: the
additional . reason of permitting ‘the National Institute to expand
-substantially the cooperative health statistics system. Such authoriza-
tions should permit the National Institute to arrange for three com-
ponents of the system to be in place in all 50 States by the end of 1979.
By 1983, if the sums suggested -become : available, .the cooperative
health. statistics- system should be fully msta,lled throughout the
United States. : _ :

TNATIONAL' CENTER FOR THE EVALUATION OF MEDICAL TECHNOLOGY

The leglslatlon proposes to estabhsh 8 new. agency, the Natlona.l
Center for the Evaluation of Medical Technology, which would be a,
component part of the National Institutes of Health Care Research,
The new National Center would be charged with the responsibility of
supporting. ‘evaluations  of new.and. emstmg medical technologies.
The committee believes that such: evalu&tlons are. absolutely critical.
if the cost of medical care is to be reduced and quality of care js to
be improved. Currently no Federal agency has. clear responsibility
for this task, As Dr. Julius Richmond, Assistant Secretary. of Health,
at. HHEW, stated .at subcomm11:tee hearmos on. the proposed lemsla.-f
t1on (ﬁeb 7 19(8), R _
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relevarice of research, the committee would like to' make:special note
of Dr. Philip Lee’s testimony:on thé proposed legislation: . i = -0

- With-regard to this last poirit on <the desirability of +the -%bl'icy

- Health ‘services -research.can . be policy relevant if the research is
‘desigmed to.investigate factors anienable o policy manipulation, if the
quality of the research is such that it may mcrease the likelihood of
Jbetter policy outcomes; and if the information'is: available in ‘time to
contribute to:policy decisions. o =m0 T e 0 i
o+ Health: policy wesearch, deals:with & wide range -of ‘biological, be-
havioral, environmental, and sociocultural factors;. including: health
ieare,.-that affect the health status-of individusls:sand. populations.
Unlike health services research, it involves primarily & synthesis and
-analysis of mnformation relevant to specific- policy - problems. Policy
- research attempts tosynthesize and interpret findings that are relevant
40 a: policy: problem; draw out implications; -and ‘make’ recommenda~
tions for policy consideration. Policy analysis brings the process one
‘step: closér to the decisionmaking process: The aim of policy analysis
s to permit. improvements in decisionmaking and policy making by
wpermitting: carelul -consideration .of a broad set of alternatives: :
«;:iIn creating an institite for Health Policy: Research, the committee
«loes not Intend to: limit the: activities. of the former National Center
forHealth Services Research exclusively to:projects that have imme-
«diate-policy..felevance. Though the committee believes that policy
‘research,-as defined. above, 1s* an impertant part of the proposed
anandate of the:new Institute, it-also feels strongly that the National
Jnstitute shiould support undirected résearch whose poliey relevanece
may not be clear in the short term. Currently, :no other agency in
-the federal government has.‘the authority: te' conduct such “basic”
-Health' gervices: research. . The :committee feels “that the proposed
:National:: Institute of Health: Policy - Research iz the appropriate
£ntity -to continue and: to expabd:the support of these research
e e T T
-iFhe: committée: is-aware of the growing proliferafion: of small data
smansgement’ systems designed to computerize many of the manage-~
-ment functions in -small to. méedium.sized hospitals. The ‘committes
«ds: also; aware ‘that .the National Center is ‘currently: studying large
-data; managemeént, :systems—the Technicon system -at Hl Camino
iHospital: in' California :and - the-Promis system in' Vermeont—but it
dis‘concerned about the application;of these large systems to the needs
wof:small and . medium sized: hospitals: it-appedrs likely. that many
-0f 'the features contained in.the two:systems; while appropriate. for
large :volume hospitals; are not .appropriate and would inkcrease the
management costs for smaller hospitals. The committee Is concerned
that. relatively: littleis: known abotit ‘the ‘variousismall-dita manage-
-ment-systems with:respect-to-theif function, reliabiliiy :or:comparabil-
ity with other available systems:. - o wF b e e T
~2There -is. also -a paucity of data regarding -those functions within
a small or medium sized: hospital: which -can efficiently and -cost
-effectively be performed by a data management system. It:is-clear
that hospitals considéring the feasibility -of acquiring .a data manage:
ment system do-not have the benefit of reliable studies which define
-the. state-of-the-art in small -data -management systems, establish
.the cost effectiveness of computerization. of specific functions within
a prototype hospital.: - - ..~ L e
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multiple PHS and HCFA' agencies: have on-going -and:important-
- activities in.the: gathering of health statistics, the rconduct of epi-
demiology, the evaluation of -clinical procedures and :the: conduet':
health services research. It is-not the committee’s intent to centralize
all: these functions in one.agency, or to frustrate the mission-oriented’
work of the various agencies. The commitiee recognizes, for example,
that ‘the Center for Dlse&se Control must retain its' capacity to: do
épidemiological work necessary to control infectious and toxic hazards:
to the American people; that the NIH must continue its important
epidemiological work in the disease-oriented institutes; that the Health
Cdre- Financing ‘Administration ~must do -health servmes regearch:
directly: relevent to- the a,dmmlstratlon of the medlcare a,nd medlcald-
programs and:so on.: ‘
:However, the comrmttee also feels strongly that some: agency i thei
)epartment must be: given: responsibility for maklng certain ‘that the-
activities of these various-bureaucratic entities.are molded; to-the
maximum.- extent “practical;  into-a -coordinated and: comprehenswe
plan for health resedrch: and development. The current situation, bor-:
dering. on -administrative: chaos; cannot be: permitted to: persist It
wastes. the. scarce resources of research disciplines which have been
historically underfunded and neglected. It creates a situationin which:
research and data which ‘are potentially useful to many Department.
agencies cannot serve multiple purposes. It further discredits research
activities which, though very important; have never been. sufﬁmently:
appreciated. within the Federal Government ‘
- The: balance - between -central planning -and agency freedom. is
dlfﬁcult to set in any substantive area. In the past, because.of lack
of: administration . interest -and - intense ‘hureaucratic rivalries, .the:
pendulum in the research: areas we are: discussing-has swung drama-
tically’ toward decentralization. The commlttee feels that. sbrong cor-
rectw., megsures are: in order ‘ . . 4

PRIVACY AND C' ONFIDENTIALITY

The eommlttee is: espeemlly coneerned about. individual rlghts to
privacy. and the ‘confidentiality of individual medical records or of
“any.information which.might be. collected, maintained, pubhshed or
released in some other. individually ldentlﬁable form.. 16 | is the.com-
mittee’s intent tha,t .any activities conducted under the. suthority .of
this act shail be in conformance with section 308(d) of tie. Public
Health Seryice Act which protects the. confidentiality, and privacy of
individuals and entities which submit data. In addition, the Secretary
may not use -any information obtained for any.other purpose than
* . the.purpose for- Whlch it was supphed unless the mdwldual or entrty

 Is:s0. notified. .. _ Co : .

. : NA’I‘IONAL INSTITUTES FOR HEALTH POLICY RESEARCH

The proposed legislation Would establish a National Institute for :
Health Policy Research whose functions would incorporate and ex-
pand current aet1v1t1es ab the Natmnal ‘Center for Health Servmes'
nesearcn The legISI&m()Il W()buu i:lrl.leJ.U.llbl: an iner 8858 J_L.L &ppl’ﬁpua.—
tions for health services research, from $28.6 million in 1978 to $40
mﬂhon n 1979 845, mﬂlxon in, 1980 e,nd $50. mllhon m, 1981
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need policy guidance. But they must be insulated from ever fluctuating
political pressure: Otherwise they will not be able to pursue excellence
m their respective fields.

For the traditional biomedical sciences; the NIH fulfills these mstl—
tutional requirements. To provide similar advantages to health
services research, health statistics, epidemiology and the assessment
of medical teclmology, the committee proposes the creation of the
National Institutes of Health (are” Research. This new Public Health
Service Agency would be medelled upen and parallel to the National
Institutes of Health. It would provide overall policy guidance and
coordination for its component institutions. It would give new v131b111ty
and focus to the research sctivities listed above.

To.reinforce this v151b111ty and to underscore the mportanee of an
mdependent and distinct organlzatmnal unit charged with specific
research responsibilities, the committee also proposes that the National
Institutes of Health Care Research be headed by a Director, appointed
by the President with the advice and consent of the Senate. This
provision is intended to assure not only the prominence of the newly
established National Institutes, but also to attract the. best—quahﬁed
experts in the field to assume the responsibilities and tasks with which
the National Institutes of Health Care Research would be charged:

- Finally, the committes riotes the need to undertake and. support
ma_npower training  programs o provide for & continuing supply of
individuals qualified to perform the research, evaluation, and demon-
stration projects detailed sbove. In addition, more of these individuals
will be required. as the National Institutes expands its research activi-
ties. For these ressons, the Secretary, acting through: the. National
Institutes, would be speciﬁeally authorized . to pre\nde Natlonal Re—
search Ser\nce ‘Awards for such tfrajning. & .

Under the new law, the. NIHCGR would be- char ed with the. respon31-
bility of supporting research, demonstrations, evﬁuatlons, and. statlstl-
¢al.and -epidemiological: activities which examine— .

(1) The necessibility, acceptability, planning, orgamzetlon, dxstmbu—-
tron, . utﬂlzetmn, end ﬁnsmcmg of systems for the. delivery.of hea.lth
dare; - -

(2) Alternatlve methods for. mea.surmg end evaluatmg the qua,llty
of systems for the delivery of health care;

+(3). The collection, analysm, and dIssemmatlon of hea,lth-rel&ted
Stﬂ.tlSthS :

. (4)- Alternative methods b0 i.l.upI’Ove and pI'OIIi.uuﬁ uealth statistical
a.nd epidemiological activities;

+:(6) The safety, efﬁceey, eﬂ’ectlveness ‘cost eﬂ"ectweness and soclal
economzc, and ethical impacts of medleal technologies; a,nd :

- (6). Alternative methods for dlssemmatmg knowledge concerning
health and health related activities..

As reported, the proposed législation.- crea,tlng the N etlonal Il'lStl-:
tutes of Health Care Research would give a strong mandate to the
Secretary-to coordinate health services research, heeith data gathering,
~and technolocry evaluations through the new agency. It is the com-,
mittee’s view that this mandate is necessary to end needless overlap
end duphcetmn within the department mth respect to these eetwstles :
J.ﬂe Commltfﬂee BOD(‘)S 'Dﬂ.(a dr(.llﬂllllbﬁl H;]JiULl S bblUllU' &lgu..[ﬂh’vﬂbb bLLkLl: bl].lb
coordinsation ean be achieved admmistra,tlvely, and that the proposed
realignment of exisfing agencies is not necessary. Though pleased
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- TUESDAY,  JULY. 19; 1977

Ross Rlohard M.D., dean. Johns Hopkins University Medical
‘School; Charles A. Sanders, M:D., general difgctor of Massachusetts
;General Hospital; Halsted, Holman M.D., professor of medicine,
Stanford University Medlcal School; Harvey Fineberg, M.1)., assis-
tant professor, health services, Harvard University School of Pubho
I_Hea,lth a pa,nel e
& WEDNESDAY, JULY 20, 1977 '

, Rlchmond Julius B., M.D., Asszsta,nt Secretary for ~Health,
Department ‘of Health, 141<:'{uoa.1}1on, and Welfare, accompanied - by
Donald S, Frederickson, M.D., director, National Tnstitutes of Health;
Seymour Perry, M.D. Dlreotor, Office of Program Planning and Evalu-
ation, National: Insmtutes of Health, Department of Health, Educa-
tion, "and Welfare; Ruth Hanft, consultant ‘Department of Health,
Educatlon, and Welfa,re ‘Carol Emmott Office of the Deputy Assis-
tant Secretary for Leg’lslamon (Health), Depa,rtment of Health, Edu-
‘cation, and Welfare; and Ms. Arnstein.

Marks, Paul A., M. D, -vice president for health sciences, Columbia,
Umver31ty, Howard Hmtt M.D., dean Harvard School of Public
Health, and Da\nd Rogers M D premdent Roberb Wood Johnson
Foundatlon o , ‘

R ‘ FRIDAY SEPTEMBER 16, 1977

Lauer Rona,ld M M D, professor of pedmtrlos, dlreotor D1v1-
_ gion,of - Pedmtrlc Cardmlogy, -University of lowa, accompanied by
Ems{, L.. Wynder M., premdent Amerlca.n Hea,lth Foundatlon,
pane SE
. Frederickson, s Donald: 5.; M:D.; Dlreetor
I—Iealth
-1 Cooper, : Theodore, M. D.;  dean.: \Jornoﬂ Medloal College Lester
Breslow, M.D P.H., dean School of Public. Health;, Umvers1ty of
California,. : Los: ;Angeles and Jacob Olayman;: socretary—treasuler
and Sheldon W. Samuels director, Health, Safety; and Env1ronment
Industrla,l Union- Depa,rtment AFL—CIO A panel Bl

! X ,Health Care
R carch. The, nstltutes would be. cha,rged with the responsfbﬂlty of
condueting and. supporting health services research; ‘demonstrations,
evaluations, and st&tlsmca.l a,nd epldermologlcal aotw1tles for ‘the
' Department ,
{2) Expand, redlrect and renarne the National Center Ior Health
- Bervices Research, Th1s agency would become, the National Institute
“for. Health Policy Research and would be a comoonent part of, the
Na,tlona.l Institufes of Health Care. Research -
(3) Expand redirect, and Tename the Nsmonol Center for Health
Statistics. This agency would become the National Tnstitute for Health
Statistics and Epidemiology and would be a component part of the
National Institutes of Health Care Research.
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"States. By the end of :fiscal 1978, 44 States will be ‘participating in
the cooperative health statistics’ system Of these, 11 will be partici-
pating in the hospltai care date component, 27 in 'the health faemtles
(eomponent 26 in-health: manpower, and 38’ in statistics. oo

"The 1978 budget of the ational. Center for Flealth Statlstlcs is
$36.3 million, its authorization:$35.6 million. Like the Nations Center
for Health Services Research, the National Center for Health-Statistics
‘and - its ;programs have- suffered in recent years ‘from: insufficient
Ainancial support. Though the: Beeretary’is‘mandated by law to' coor-
dinate heaﬁ:h data - collection - activities:: to the  maximum::extent
feasible through the National Center, this goal ‘has proved: impossible
“to:attain because ‘of inadequate funds: The.cooperative health statis-
tics system has been unable téidevelop. as rapidly: as'planned, for the
‘Center has not had the moneys necessary to:support State. efforts to
implement- the: CHSS. Asia result, the  United States contmues to
laek a nationwide health data collection system. '

- Bureaucratic- rivalries within: the :Department: ha.ve also played 4

' role in frustrating:the implementation of the . cooperative ;health
statistics system and the development of & unified health data:policy
in~the Umited- States. The Department of Health, Education, and
Welfare. currently supports 282 health data collection programs,-and
these function with a remarkable degree:of independence. As a result,
the data collected frequently lacks comparability, and displays vary-
ingistandards. of: quality. The: Federal Paperwork : Commission ‘has
estimated- that the implemention of a:uniform data collection system
could reduce the costs of hea,lth data collectlon in’ the Umted States
by $200 million;

Recently, the N&tmnal Oenter has Worked out agreements o
coordma.te data collection activities with:a humber of agencies within
the Public Health: Service. However, -considerable friction.remains in
the relationship: between. the: National' Clenteriand the: Health- Care
Financing -Administration -in:their’ attempts to standardlze and co-
ordma,te health sta,tlstlca,l actlwhes : THNEN TSN

Approprzatzons hzstory—NatzonaZ C’enter for Healﬁh Statzstzcs :,mm
. . 0?28

Authorlzation___
A propna.tlo

SO

975 - : B
Authonzatmn_-_________ S S S
Apprupr;atmn__...;_,,T__j;j_f__,__________ :

;e

Authonzatmn.."'.,;,__ S S .30,
SApprqprlatlon . y 2z

. Authorization._ _
Appropna.tlon =

om GO o

‘' This ﬂgure includes moneys for Ofﬁce of Assmtant Secretary. '
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::Despite! some important ‘achievements; the: Natlonal Center :fori
Health Services “Research has-had a number’ of significant problemsi .
in: recent yesrs:: First,!itsfunding has been sharply reduced. -In'
fgeal:year 1973 the! NCHSR: budget -was:$58 million. In fiscal-year:
1975; subsequent to:the:passage of Public Law 93-353, the budget was:
Teduced to $36-million.) It :was further reduced: in: fiscal year:1976-16;:

© $26 million, and in fiscal year 1977 to $24. The!-1978 :apprépriation
was:$26 million. ‘Taking: into ‘account-inflation since 1973, there thas
been ‘an 80 percent reduction-in the amount of research bemg supported :
by the: National:Center for Health Services Researeh. .

'Becond; the: National: Center has been repeatedly sub]ect 0 e
orvamza,t}.ons ‘and: bureaucratlc relocations. This has resulted; together-
with funding: cutbacks, ns serlous mor&le problems and an attntmn of
atithe Center.’ @

.'Third, -the number of health services rese&rch programs funded in’
other health related: programs: at: HEW has grown :substantially but-
there has been: very-little, if ‘any, coordination between the National:
Center’s programs and those of other agencies. For ingtance; in. 1978
the newly created Health- Care: Financing: Administration’ will fund:
approximately: $2 million: worth  of research -and ‘demenstrations:
in the areas of health services and statistics. Many of theseprograms:
have been instituted without the peer review buﬂt mto the N atmn&l
Center’s program and legislative-mandate. . .

-These difficulties have substantially 1mpsm'ed the capacroy of the
Federal Government to'conduct & well-organized and-efficient program
ofhealth services resesrchi. They have provided a significant ¢ a]lengeJ
td he commlttee durmﬁ‘ 1ts reauthor]zatlon of BXplI‘].D.O' authorlmes Wt

NA_TIONAL .-CENTER FOR HEAL’I‘H STATISTICS

edexal eollectmn 0*' mtal statlstlcs da,tes back to the censuses of
thelate 1800%s..Tni1902; Public Law 57-27 mandated an annual.collee,
tion: of: data:derived. from the: registration. of births-and-deaths- and.,
assigned the.responsibility. to the “Bureau of the; Census.. In.1946. the.,
Census: Bureau’s, vital ; statistics responslbﬂltles were transferred fo.,
the. Public-Iealth Serviee, and the National Oﬂice of Vital Statistic
was established  to: admlmstel the-program. .; i
- JAsignificant. step- toward obtaining. more. comprehenswe hea.l :
related. data was. taken in.1956 .when, (Congress .enacted, the. Natlonal
Health, Survey-Act (Public. Law 84-652) which authorized mational.
surveys to obtain information about the. health the, American.
people,. the-health: 'services; they recelve and ithe health resources
available. to. provide those services.: : A
- oIn August1960; the. National. Center for He&lﬁh Sta.tlstlcs Wa,s 0
orgamzed by combmlng two. orgamzatlonal units of the Public Health,-
Service; - the ' National: Office,of - Vital -Statistics. and: the . National *
Heslth Survey: Division:.In. 1970 the_authorifies under .which. the ;
Ceriter was operating-were amended by Public Law 91-515 to broaden..
the authorities for national health surveys; to provide for confidential-
ity -of -the data collected, and to establish a cooperative system. for:
producing comparable - health mforma,tlon and statistics at, the Na.—
tional, State, and local;levels,: -
In July 1974 the Health Services Rabealch ealth Statlstms and
Medical Libraries Act (Public Law 93-353) statutorﬂy established




(4) “Establish “within the National Institutes of Health Care Re-
search a National Center for the Evaluation of Medical . Technology
Its: major purpose would be to assess the cost and eﬂectweness of
medical practice. and.procedures. -

(5) Would provide authorlzatlons of ap ropna,tlons for the a,ctlv—
ities of the National Institutes of Health Care Research and its
component parts as follows:

Fiscal year: Milliong
1979 :

IX. History OF EXPxRING PROGRAMS

The le islative authontles for the Natlonal Center for Hea,lth
Servicés' Research “and ‘the - National - Center for Health' Statistics
expire at the end of fiscal year 1978. Extension, along with revision
and a systematic consolidation of these authorities in & N ational
Institutes for Health Care Research, are essential at this time in
order to assure’ the Tuture progress of these programs ‘as well as to
guarantee continuin, 1mprovements in the quality, efliciency, and
effectiveness of the Nation’s health services.

Initial authority for health’ servicés research, as opposed to bio-
medical research, was enacted in 1976 (Public Taw 90-174) and for
health statistical activities in 1902 (Public Law 57-27). These author-
ities have been modified and extended on several occasions as the
nesds of: the ‘nation’s health care-system have changed and as the
a,ccomphshments of program activities and efforts have become clearly
evident. Both iauthorities were last: extended for 1 ﬁsca,l year by
Pubhc LaW 95—83 August 1 1977 e e : ,

BACKGROUND SR

The N atlonal Center for Health Serwces Research s the pnnclpa,l
~ source of support in this country for general research on problems in
the delwery of health services, Fhe %\Iatmnal Cénter was originally
established in 1968 at the direction of the Secretary of Health, duca—
tion, and Welfare. The orgamzatlon ‘remained an: adm_lnlstratlvely
created entity until 1974, when the"‘“Health' Services’ Research,
Health Statistics, and: Medlcal lerane ‘Act.” (Publlc LaW 93—353)
pmvzded it with s’ statutory base.:; ‘

:'The legislation authotized the-: Secreta,ry of HEW workmg through
the Center, to undertake a broad range of research ‘demonstration,
andievaluation activities relating " to ‘health: ‘services: delivery in: the
Uniited ‘States. The research activities'of the National Center were t6
include subjects such as the planmng, orgamzatmn distribiition, ‘fi
nancing; quality and use of health sérvices; the training, supply, a,nd
distribution-of health manpower; and the' de51gn, construction, orga~
nization; and costs of health facﬂltles and equipment. At least 25 percent
of the resea,rch effort was required:to’be’ ungertaken intramurglly:in
an’effort ‘to: devélop an in-house respoiise ‘capacity “which had been
: lacklng in the prevmus fgrant and contr&ct mom’sormg approa,ch of ‘the;
JN HD].UIJ.H.J. UB]’J.U(:‘J .Lﬂe L/BHEBI' Was EblbU ﬁ.uUI].U.[lﬁEr(l I;U bU.I)pOID uammg
programs for health services researchers and: mandated to a551st a




