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NATIONAL INSTITUTES OF HEALTH CARE RESEARCH
ACT OF 1978

TUESDAY, FEBRUARY 7, 1978

U.S. SENaTE,
SvrcomMmITTER ON HEALTH AND SciexTIFIC RESEARCH
oF THE CommiTTEE 0N HuMan RESOURCES,
Washington, D.C.

The subcommittee met, pursuant to notice, at 9:42 a.m., in room
357, Russell Senate Office Building, Senator Edward M. Kennedy
(chairman of the subecommittee) presiding.

Present: Senators Kennedy, Schweiker, and Javits.

Committee staff present: David Blumenthal, M.D., majority staff,
and Mary Frances Lowe, minority.

Senator Kexzepy. We will come to order. I apologize for being
late. The full committee was hearing the administration’s nominee
for Commissioner of the Administration on the Aging, and we were
interested in pursuing some issues in the areas of nutrition with him
in the title ITI programs of the Older Americans Act. So I apologize
for being late and look forward to this hearing.

Today, the Subcommittee on Health and Scientific Research holds
a hearing on S, 2466, the National Institutes of Health Care Research
Act of 1978.

I introduced this bill last week, with the cosponsorship of Senators
Schweiker, Williams, and Javits. The purpose of this new legislation
is to give focus, strength, and vitality to a series of research and
statistical activities aimed at improving the quality, efficiency, and
effectiveness of health services in the United States.

Americans have an abiding faith that new knowledge can improve
their lives. I share this belief. I am proud that our country has had
the wisdom to invest generously over the last 30 years in biomedical
and behavioral research aimed at the conquest of disease.

Hard as it is to believe now, there was a time when these research
areas were neglected and undeveloped. It took a combination of un-
stinting public funding and careful institution-building to bring them
to the point they are today. That national effort is now paying gen-
erous dividends,

The history of Federal involvement in biomedical and behavioral
research offers important lessons for the Congress and the American
people. For despite our Nation’s commitment to health research, some
areas of health-related inquiry are still neglected.

Health services research, health statistics, and epidemiology, the
evaluation of new and existing medical technology—these disciplines
are supported meagerly, if at all, by the Federal Government. And
where money is available, it is often scattered haphazardly among
uncoordinated and competitive programs.

(1)
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The result, I believe, is that valuable opportunities to improve the
lives of our citizens are being lost. It is time to start building these
areas of inquiry into powerful partners of basic biomedical sciences.
It is time to complete the job of building our Nation's capacity to
improve the health of its citizens through research.

That i1s why I am proposing to create the National Institutes of
Health Care Research. It would provide an institutional home for
health care research and related activities, an advantage which the
biomedical sciences have enjoyed for decades.

It would provide increased authority and direction for the Depart-
ment to draw together scattered programs in the areas of statistics
and health services research.

It would provide moderate increases in funding for these activities,
rive HEW money and authority to expand and systematize its work
mn the area of evaluating health technologies. And it would provide
an institutional umbrella which could be expanded to include other
research missions as appropriate. These could include, for example,
selected areas related to disease prevention and control.

Specifically, the bill would accomplish the following: It would
create a National Institutes of Health Care Research modeled upon
and parallel to the National Institutes of Health. This umbrella
organization would provide overall policy guidance and coordination
for its component institutions.

It would create a National Center for the Evaluation of Medical
Technologies, a new agency located in the National Institutes of
Health Care Research, The purpose of this new center would be to
assess the cost and effectiveness of medical practices and procedures.

It would expand, redirect, and rename the National Center for
Health Statistics. This agency would take on important new functions
in the conduct of epidemiologic research and in the coordination of
health statistics work. It would become a component institute of the
National Institutes of Health Care Research.

Finally, S. 2466 would expand, redirect, and rename the National
Center for Health Services Research. This agency would also become
a component institute of the National Institutes of Health Care
Research,

[ The text of S. 2466 follows:]
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s S 2466

IN THE SENATE OF THE UNITED STATES

Jaxvary 51 (legislative day, Jaxvary 30), 1978

Mr. Kexxeoy (for himself, Mr. Scanwriker, Mr., Witiams, and Mr. Javirs)
introduced the following bill; which was read twice and referred to the
Committee on Human Resources

A BILL

To amend the Public Health Service Act to establish the National
Institutes of Health Care Research ; to extend and revise the
assistance programs for health services research and health
statistics: to establish the National Center for the Ivalu-

ation of Medical Technology, and for other purposes.

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SHORT TITLE; REFERENCE TO ACT

SecrioN 1. (a) This Act may be cited as the “National
Institutes of Health Care Research Act of 1978".

(b) Whenever in this Act an amendment or repeal is
expressed in terms of an amendment to, or repeal of, a sec-

tion or other provision, the reference shall be considered to

IT




be made to a section or other provision of the Public Health
Service Act.

Seo. 101. Section 304 and the heading thereto are
amended to read as follows:

“NATIONAL INSTITUTES OF HEALTH CARE RESEARCH

“Sec. 304. (a) The Secretary shall establish, in the
Department of Health, Education, and Welfare, the National
Institutes of Health Care Research (hereinafter in this see-
tion referred to as the “Institutes”). The Institutes shall be
headed by a Director appointed by the President, by and
with the advice and consent of the Senate. The Director, with
the approval of the Secretary, may appoint a Deputy Direc-
tor and may employ and preseribe the functions of such
officers and employees as are necessary to administer the
activities to be carried out through the Iiistitutes.

“(b) (1) The Secretary, acting through the Institutes,
shall conduct and support research, demonstrations, evalua-
tions, and statistical and epidemiological activities for the
purpose of improving the effectiveness, efficiency, and quality

of health services in the United States.

“(2) In carrying out paragraph (1), the Secretary,

acting through the Institutes, shall give appropriate emphasis
to research, demonstrations, evaluations, and statistical and
epidemiological activities respecting—

“(A) the accessibility, acceptability, planning, or-
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ganization, distribution, utilization, and financing of sys-
tems for the delivery of health care,

“(B) alternative methods for measuring and evalu-
ating the quality of systems for the delivery of health
care,

“(C) the collection, analysis, and dissemination of
health related statistics,

“(D) alternative methods to improve and promote
health statistical and epidemiological activities,

“(E) the safety, efficacy, effectiveness, cost effec-
tiveness, and social, economic, and cthical impacts of
medical technologies, and

“(F) alternative methods for disseminating knowl-
edge concerning health and health related activities.
“(3) The Secretary, acting through the Institutes,

shall (through National Research Service Awards) under-
take and support manpower training programs to provide
for an expanded and continuing supply of individuals quali-
fied to perform the rescarch, evaluation, and demonstration
projects as set forth in sections 305, 306, and 306A.
“(4) The Secretary, acting through the Institutes, shall
supervise the administration and operation of the National
Institute for Health Policy Research, the National Tustitute
for Health Statistics and Epidemiology, and the National

Center for the Evaluation of Medical Technology in order
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to assure that (A) the programs carried out through each
such Institute and Center receive appropriate and equitable
support, and (B) there is cooperation among the Institutes
and the Center in the implementation of such programs.

“(e¢) To implement subsection (b), the Secretary may,
in addition to any other authority which under other provi-
sions of this Act or any other law may be used by him
to implement such subsection, do the following:

“(1) utilize personnel and equipment, facilities,
and other physical resources of the Department of
Health, Education, and Welfare, permit appropriate
(as determined by the Secretary) entities and indi-
viduals to utilize the physical resources of such Depart-
ment, provide technical assistance and advice, make
grants to public and nonprofit entities and individuals,
and, when appropriate, enter into contracts with public
and private entities and individuals;

“(2) secure, from time to time and for such periods
as the Secretary deems advisable, the assistance and
advice of experts and consultants from the United States
or abroad. In addition, the Director of the National
Institute for Health Policy Research and the Director
of the National Institute for Statistics and Epidemiol-
ogy, in order to assist each of them in carrying out the

functions set forth in sections 305 and 306 respectively,
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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 have appropriate
scientific or professional qualifications; and

“(3) acquire, construct, improve, repair, operate,
and maintain laboratory, research, and other necessary
facilities and equipment, and such other real or per-
sonal property (including patents) as the Secretary
deems necessary; and acquire, without regard to the

Act of March 3, 1877 (40 U.S.C. 34), by lease or

otherwise, through the Administrator of General Serv-

ices, buildings or parts of buildings in the District of

Columbia or communities located adjacent to the Dis-

trict of Columbia.

“(d) The Secretary shall coordinate all research, eval-
uation, demonstration, and statistical and epidemiological
activities referred to in subsection (b) undertaken and sup-
ported through units of the Department of Health, Educa-
tion, and Welfare. Such coordination shall be carried out
through the Institutes.

“(e) The Director of the Institutes shall submit a re-
port to the Secretary for simultaneous transmittal, not later
than October 30 of each year, to the President and to the
Committee on Human Resources of the Senate and the

Committee on Interstate and Foreion Commerce of the
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House of Representatives setting forth the program accom-

plishments of the Institutes in the preceding fiscal year and

the objectives and priorities for the current fiscal year.”.
Sec. 102, (a) The heading for section 305 is amended
to read as follows:

“NATIONAL INSTITUTE FOR HIEALTII POLICY RESEARCIL”,
(h) Section 305 (a) is amended to read as follows:
“(a) There is established in the National Institutes of

Health Care Research the National Institute for Ilealth

Policy Research (hereinafter in this section referred to as

the ‘Institute’) which shall be under the direction of a Direc-

tor who shall be appointed by the Secretary and supervised
by the Director of the National Iustitutes of ITealth Care

Research.”.

(¢) Section 305 (b) is amended by—

(1) striking “304 (a)” and inserting in licu thereof
“304 (b)";

(2) striking “Center” and inserting in licu thercof
“Institute”;

(3) striking “may undertake” and inserting in licu
thereof “shall undertake”;

(4) striking “and” after “evaluation,” and insert-

ing in liea thereof “and/or”;

(5) striking “technology,” in paragraph (@)
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(6) striking “and” after “manpower;” in para-
graph (2);
(7) striking the period in paragraph (3) and in-

serting in lieu thereof ““, and”; and

(8) adding at the end thereof the following new

paragraph:
“(4) the uses of computer science in health services
delivery and medical information systems.”.
y )
d) Section 305 (¢) is amended by striking “Center”
Y g
and inserting in lieu thereof “Institute”.
(e) Sections 305 (d) (1) and 305(d) (2) (A) are

amended by inserting “, acting through the Institute,” after
“Secretary” each place it occurs.

(f) Subsection (e) of section 305 is redesignated sub-
section (f) and is amended by (1) striking “304 (b)” and
inserting in lieu thereof “304 (c¢)” and (2) striking “(b),
(¢), and (d)” and inserting in lieu thereof “(b), (c), (d),
and (e)”.

Sec. 103. (a) The heading to section 306 is amended
to read as follows:

“NATIONAL INSTITUTE FOR HEALTH STATISTICS AND
EPIDEMIOLOGY .
(b) Section 306 (a) is amended to read as follows:
“(a) There is established in the National Institutes of

Health Care Research the National Institute for Health Sta-
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tistics and Epidemiology (hereinafter in this section referred
to as the ‘Institute’) which shall be under the direction
of a Director who shall be appointed by the Secretary and
supervised by the Director of the National Institutes of

Health Care Research.”.

(¢) Section 306 (b) is amended hy—

(1) striking “304 (a) " and inserting in lieu thereof
“304 (b)”;

(2) striking “Center” and inserting in lieu thereof
“Institute™;

(3) striking “may™ and inserting in lieu thereof
“shall”;

(4) striking “and” after “dissolution” in para-
graph (1) (H) ;

(5) inserting “or both” after “contract” in para-

graph (2) ;
(6) striking “and” after “demonstrations,” in para-
graph (2) and inserting in lieu thereof “and/or”; and
(7) adding at the end thereof the following new

paragraph:

“(3) undertake and support (by grant or contract

or both) epidemiological research., demonstrations, and
evaluations on the matters referred fto in
(l).”.

(d) Section 306 (¢) is amended hy—

paragraph
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(1) striking “Clenter” and inserting in lieu thereof
“Institute’:

(2) by inserting “and epidemiological’” after “statis-
tical” each |l1:u'(' it ocenrs; and

(3) striking “Labor and Public Welfare” and in-
serting in lien thereof “Human Resources”.

ik

(e) Section 306 (d) is amended by striking “Center”

and inserting in lieu thereof “Institute”.

(f) Section 306 (e) is amended hy—

(1) inserting , through the Institute,” after “Sec-
retary”’;

(2) inserting “to he known as the Cooperative
[Tealth Statisties System” after “levels” in paragraph
{3

(3) striking “such cooperative system” each place
it oecurs and inserting in lien thereof “snch System”;

(4) inserting “or both” after “contract” in para-
oraph (3) ;

(5) striking “system” in paragraph (5) and
inserting in lien thereof “System”.

(¢) The first sentence of section 306 (f) is amended

by inserting ““, through the Institute,” alter “Secretary”.

(h) Section 306 (g) is amended by inserting “, through

the Institute,” after “health data, the Secretary”.

S 266—2
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10
(i) Section 306 (i) (1) is amended by striking “United

States”.

(1) Section 306 is amended by adding at the end thereof

the following new subsection :

“(j) In carrying out the requirements of sections 304

(d) and paragraph (2) of subsection (e), the Secretary,

acting through the Institute, shall coordinate health statistical
and epidemiological activities of the Department of Health,
Education, and Welfare by—

“(1) developing in consultation with the National

Committee on Vital and ITealth Statistics, promulgating

by regulation, and maintaining the minimum sets of data
needed on a continuing basis to fulfill the collection
requirements of subsection (b) (1),

“(2) after consultation with the National Commit-
tee on Vital and Health Statistics, establishing, by regu-
lation, standards to assure the quality of health statistical
and epidemiological data collection, processing, and
analysis,

“(3) reviewing periodically all existing health
statistical data collections of the Department that were
previously approved pursuant to the Federal Reports
Act of 1942 to determine whether such collections con-
form with the minimum sets of data and the standards

promulgated pursuant to paragraphs (1) and (2). If
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any such collections are found not to be in conformance,

the Secretary shall take the necessary action to assure

that any future collections (effective ninety days after

the review) are in conformance,

“(4) reviewing all proposed health statistical data
collections of the Department that require approval pur-
suant to the Iederal Reports Act of 1942 to determine
whether such proposed collections conform with the
minimum sets of data and the standards promulgated
pursuant to paragraphs (1) and (2). If any such pro-
posed collections are found not to be in conformance,
the Secretary shall take the necessary action to bring
them into conformance hefore such proposed collections
are initiated.”.

SEC. 104, Title III is amended by adding after section
306 the following new heading and section :-

“NATIONAL CENTER FOR THE EVALUATION OF
MEDICAL TECHNOLOGY

“Sec. 306A. (a) There is established in the National
Institutes 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 a Director who shall be appointed by the
Secretary and supervised by the Director of the National

Institutes of Health Care Research.

28-T00 0 - T - 2
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“(b) The Seerctary, acting through the Center, shall—

“(1) establish, in consultation with the Council for
the Evaluation of Medical Teclhmology, priorities for re-
search, demonstrations, and evaluations of medical tech-
nologies as preseribed by paragraph (2) (A). In estab-
lishing such priorities, particular emphasis should be
placed on—

“(A) the actual or potential risks and the ac-
tual or poteutial benefits to patients associated with
the use of the medical teehnology,

“(B) per use and/or aggregate cost of the
medical technology,

*“(C) the rate of utilization of the medical tech-
nology, and

“(D) the stage of development of the medical
technology ; and
“(2) undertake and support (by grant or contract

or both) research, demonstrations, and evaluations con-
cerning—

“(A) the safety, efficacy, effectiveness, cost
ceffectiveness, and soeial, ethical, and economice jmn-
pact of particular medical technologies:

“(B) the factors that affect the utilization of

medical technologies throughout the United States:

“(C') alternative methods for disseminating in-




formation on medical {l'l‘lllllllfl_'__";("* to health profes-
sionals ;

“ (1) alternative methods for measuring the
quality of health services; and

“(E) the effectiveness, administration, and en-
forcement of quality assurance programs.

“(¢) To assist in earrying out this section, the Seerc-
tary, acting through the Center, shall cooperate and con-
sult with the National Tustitutes of Ilealth, the Veterans'
Administration and any other interested Federal depart-
ments or agencies and with State and local health depart-
ments and agencies,

“(d) (1) The Secretary, acting throngh the Center,
shall, by grants or contracts, or both, assist public and /or
private nonprofit entities in meeting the costs of planning and
establishing new centers, and operating existing and new
centers for multidiseiplinary research, evaluations, and dem-
onstrations respecting the matters referred to in paragraph
(2) of subsection (b). To the extent practicable, the Secre-
tary shall take such actions, in accordance with the require-
ments of this subsection and section 508, to assure that three
such centers shall be operational by September 1, 1981.

“(2) (A) No grant or contract may be made under this
subsection for planning and establishing a center unless the

Seeretary, acting through the Center, determines that when
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14
it is operational it will meet the requirements listed in sub-
paragraph (B), and no payment shall be made under a
grant or contract for operation of a center unless the center
meets such requirements.
“(B) Each center shall meet the following require-
ments:

“(1) there shall be a full-time director of the center
who possesses a demonstrated capacity for sustained
productivity and leadership in research, demonstrations,
and evaluations respecting the matters referred to in
paragraph (2) of subsection (b), and there shall be
such additional full-time professional staff as may be

appropriate;

“(i1) the staff of the center shall have expertise

in the various disciplines needed to conduct multidisci-
plinary research, evaluations and demonstrations re-
specting the matters referred to in paragraph (2) of
subsection (b) ;

“(ii1) the center shall be located within an estab-
lished academic or research institution with departments
and resources appropriate to the programs of the center;
and

“(iv) each center shall meet such additional re-

quirements as the Secretary may by regulation prescribe.

“(e) (1) There is established in the Center a National
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Council for the Evaluation of Medical Technologies (here-
inafter in this subsection referred to as the ‘Council’) to
be composed as follows:

“(A) the Surgeon General, the Director of the
National Institutes of Iealth, the chief medical officer
of the Veterans’ Administration, the Chairman of the
National Professional Standards Review Council (or
their designees), and three other employees of the De-
partment of Health, Education, and Welfare (or their
designees) appointed by the Secretary, shall be ex
officio members of the Couneil.

“(B) Sixteen members appointed by the Secretary.

Seven of the appointed members shall be selected from
among leading medical or scientific authorities; two of the
appointed members shall be selected from members of the
general public who are leaders in the field of economics;
two of the appointed members shall be selected from mem-
bers of the general public who are leaders 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, disciplines, and/or expertise, would be
appropriate members of the Council.

“(2) (A) Each appointed member of the Clouneil shall

he appointed for a term of four vears, exeept that—
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“(1) any member appointed to fill a vacancy oc-
curring prior to the expiration of the term for which his

])rt'dt‘['v.\'sm' was :lll}milllwl shall he :1])[mitlla-t[ for the

remainder of such term; and

“(i1) of the members first appointed after the ef-
fective date of this 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 he appointed for a term of one
year, as designated hy the Seerctary at the time of
appointment.
Appointed members may serve after the expiration of their
terms until their suceessors have taken office.

“(B) A wvacancy in the Council shall not affect its
activities, and twelve members of the Council shall con-
stitute a quorum.

“(C) Members of the Clouneil who are not officers or
employees of the United States 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_annnal rate in effect for grade GS-18 of
the General Schedule, ineluding traveltime: and all mem-
bers, while so serving away from their homes or regular
places of business, may be allowed travel expenses, ineluding

per diem in lien of subsistence, in the same manner as such




expenses are authorized by section 5703 of title 5, United
States Code, for persons in the Government service em-
ployed intermittently.

“(3) The Council shall annually elect one of its ap-
pointed members to serve as Chairman until the next election.

“(4) The Director of the Center shall (1) designate
a member of the staff of the Center to act as Executive
Secretary of the Council, and (2) make available to the
Council such staff, information, and other assistance as it
may require to carry out its functions.

“(5) The Council shall meet at the call of the Chair-
man, but not less often than four times a year.

“(6) The Council is authorized to—

“(A) advise, consult with, and make recommenda-
tions to the Secretary, the Director of the National Insti-
tutes of Health Care Research, and the Director of the
Center with respect to carrying out the provisions of
this section ;

“(B) after consultation with appropriate public
and private enfities, advise the Secretary concerning
the safety, eflicacy, effectiveness, cost effectiveness, and
the social and economic impact of particular medical

technologies;;

“(C) after consultation with appropriate public

and private entities, develop, when appropriate and
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to the extent practicable, exemplary standards, norms,
and criteria concerning the utilization of particular
medical technologies;

“(D) publish, make available and disseminate,
through the National Library of Medicine, promptly in
understandable form and as widely as possible, but,
at a minimum, fo all health systems agencies, to all
Professional Standards Review Organizations and to the
health facilities of the Veterans® Administration the
standards, norms, and ecriteria developed pursnant to
paragraph (C) ; and

“(E) review and approve any grant that the Cen-
ter proposes to make and any contract the Center pro-
poses to enter pursuant to this section if such grant or
contract is in an amount exceeding $35,000 of direct
costs.

“(f) For purposes of this section, medical technology
means any discrete and identifiable medical or surgical
regimen or modality used to diagnose or treat illness, pre-
vent disease, support life, or maintain patient well-being.”.

Sec. 105. (a) The heading to section 308 is amended
by striking “304, 305, 308, AND 307" and inserting in lieu
thercof “304, 305, 306, 306A, and 307"

(b) Section 308 (a) (1) is repealed.

(c) Section 308 (a) (2) is amended by (1) redesig-
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nating it as seetion 308 (a) (1), and (2) striking “the Na-
tional Center for Ilealth Services Research and the National
Center for Ilealth Statisties” and inserting in lien thercof
“the National Institutes of Iealth Care Research”.

(d) Section 308 (a) (3) is redesignated as section
308 (a) (2).

(e) Section 308(D) (1) is amended by inserting
“B06A,” after “306”.

() Section 308(d) is amended by (1) inserting
“306A,” before “or 307" and (2) by serting “or epide-
milogical” after “statistical” in paragraph (1).

(g) Section 308 (e) is amended by nserting “306A,”
after “306” each place it occurs.

(h) Section 308 (f) is amended by striking “or 3
and inserting in lieu thereof “306, or 306A”.

(1) Section 308 (g) (2) is amended by striking “and
306" and inserting in lieu thercof “306, and 306A”.

(J) Seetion 308(h) (1) is amended by striking “or
3067 each place it aceurs and inserting in lien thereof “306,
or 306A”,

(k) Section 308 (i) (1) is amended to read as follows:

“(i) (1) For health services research, ey valuation, and
demoustration activities undertaken or supported under sec-

tion 304 or 305, there are authorized to be appropriated

$34,000,000 for the fiscal year ending September 30, 1979;
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$40,000,000 for the fiscal year ending September 30, 1980;
and $45,000,000 for the fiscal year ending September 30,
1981. Of the funds appropriated under this paragraph for
any fiscal year, at least 15 per centum of such funds shall
be available only for health services research, evaluation,
and demonstration activities directly undertaken by the Na-
tional Institute for Health Policy Research and at least 5
per centum of such funds or $1,000,000, whichever is less,
shall be available only for dissemination activities directly
undertaken by the Center.”.

(1) Section 308 (i) (2) is amended to read as follows:

“(1) (2) For health statistical and epidemiological ac-
tivities undertaken or supported under section 304 or 306,
there are authorized to he appropriated $60,000,000 for the
fiseal year ending September 30, 1979, $65,000,000 for the
fiscal year ending September 30, 1980, and $70,000,000 for

the fiscal year ending September 30, 1981. Of the funds

appropriated under this paragraph for any fiscal year com-

mencing after September 30, 1978, at least 15 per centum
of such funds shall be available only for health statistical
and epidemiological activities directly undertaken by the
National Institute for Health Statistics and Epidemiology.”.

(m) Section 308 (i) is amended by adding at the end
thereof the following new paragraph:

“(3) For medical technology research, evaluation, and
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demonstration activities undertaken or supported under sec-
tion 304 or 306A, there are authorized to be appropriated
$25,000,000 for the fiseal year ending September 30, 1979,
$35,000,000 for the fiscal year ending September 30, 1980,
and $50,000,00 for the fiscal year ending September 30,
1981. Of the funds appropriated 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
medical technology research, evaluation, and demonstration
activities directly undertaken by the National Center for the
Evaluation of Medical Technology.”.
SEC. 106. (a) Section 472 (:1] (1) (A) isamended |!_\'—
(1) striking “and” after “private institutions,”
in clanse (iii) ;

(2) redesignating clause (iv) as clause (vii) ; and

(3) inserting after clause (iii) the following:

“(iv) research at the National Tnstitutes of
Health Care Research,

“(v) training at the National Institutes of
Health Care Research to undertake such research.

“(vi) research on the matters set forth in sec-
tion 304 (b) (2) ai publie institutions and at non-
profit private institufions, and”.

(b) The last sentence of section 472 (a) (1) is amended
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by inserting “, National Institutes of ITealth Care Research,”

after “National Institutes of ealth”.

SEc. 107. Part K of title IIT is repealed in its entirety.

Sec. 108. Title IV is amended by adding at the end
thereof the following new section:

“Srec. 477. The Director of the National Institutes of
Health shall make available annually to the National Center
for the Evaluation of Medical Technology and the Couneil
for the Evaluation of Medical Technology a list of all tech-
nologies (as defined in section 306A (g)) of which he is
aware that are under development and that appear likely

to be used in medical practice in the near future.”.
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Senator Kexxepy. Before hearing testimony, I would like to
comment on several of these proposals. The creation of a National
Center for the Evaluation of Medical Technologies is a key element
in our bill and deserves a few words of explanation.

Last summer, the subcommittee heard 2 days of testimony on a
problem which is of growing concern not only to the Congress, but to
many thoughtful medical and social scientists throughout the country.

It has been estimated that one-half of the annual increase in the
cost of 1 day of hospital care can be attributed to the use of more
technology in medical practice. That means that between 1966 and
1976, expenditures on medical technology added between $8 and $12
billion to our national hospital bill.

What are we buying with this outlay of funds for additional tech-
nology ¢ Are these expenditures improvin z the health of the American
people? According to the testimony we heard last summer, in many
cases, we simply do not know.

I yield to no one in my desire to see the products of biomedical
research transferred rapidly and appropriately to the bedside. But
We must recognize that we also pay a high price for the overly
rapid application of new technologies,

The creation of a National Center for the Evaluation of Medical
Technologies, like the one proposed here, seems to us a reasonable
and essential first step toward assuring that the health practices
commonly employed in the United States are efficacious and cost
effective.

Just one more point. S, 2466 makes changes in the mandate, loca-
tion, and authorization of the National Center for Health Statistics.

view the gathering of health statistics as a vital function of
Government.

Statistics are the Nation’s window on its own health, They tell
us what our health problems are, and how to begin solving them.

In this regard, I would like to say how impressed I was with the
recently published HEW report, “Health, United States, 1976-77.”
It is an example of Government statistical reporting and analysis at
its very best.

It is because of the importance of health data-gathering that I
am so distressed at the Department’s continuing inability to coordi-
nate its own data-gathering activities,

The Federal Paperwork Commission has commented on this prob-
lem. Tt estimates that the Nation would save $200 million if the

&

current overlap and duplication in health data-gathering were elimi-
nated at the Federal level.

S. 2466 addresses this issue by increasing the authority of the
revised National Center to coordinate health statistics. We will be
interested to hear the administration’s plans for dealing with the
statistics coordination problem.

In health statistics, as elsewhere, S. 2466 has ambitious goals. In-

stitution building is no easy job.,
moves too fast and too far, that
organizations, that the health disci
and need time to mature.

It will be argued that the proposal
it is too disruptive of established
plines involved are underdeveloped
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Unfortunately, the situation could hardly be worse than it currently
is. The burden is on those who would go slow to prove they can do the
job without a comprehensive new initiative.

S. 2466 will give us a solid start at completing the job of building
our Nation’s health research capacity. I look forwa rd to the comments
of our witnesses.

Our first witnesses are good friends of this committee, Dr. Julius
Richmond, accompanied by Ruth Hanft, Dorothy Rice, Dr. Gerald
Rosenthal, and Carol Emmot.

Dr. Richmond is, of course, the Assistant Secretary for Health,
Surgeon General of the Public Health Service. We have enjoyed hav-
ing you in the past and look forward to your testimony this morning.

STATEMENTS OF DR. JULIUS B. RICHMOND, ASSISTANT SECRETARY
FOR HEALTH, SURGEON GENERAL OF THE PUBLIC HEALTH SERV-
ICE, ACCOMPANIED BY RUTH S. HANFT, DEPUTY ASSISTANT
SECRETARY FOR HEALTH POLICY, RESEARCH, AND STATISTICS;
DOROTHY P. RICE, DIRECTOR, NATIONAL CENTER FOR HEALTH
STATISTICS; DR. GERALD ROSENTHAL, DIRECTOR, NATIONAL
CENTER FOR HEALTH SERVICES RESEARCH; AND DR. CAROL
EMMOT, OFFICE OF LEGISLATION, DHEW, A PANEL

Dr. Ricioxn, Thank you very much, Mr. Chairman. T am pleased
to appear again, along with my colleagues——

Senator Kexxepy. I am sorry you are so far away from us here, but
I can see you and hear you well.

Dr. Ricimonn. Fine. We are pleased to appear before you today to
discuss the renewal of authorization for the national centers for Health
Statistics and Health Services Research, and to discuss issues of tech-
nology assessment and use, and the proposal for certain changes in the
structure of these programs embodied in your bill, 5. 2466, which you
have just deseribed for us.

Research and statistics expenditures—as you have already indi-
cated—are an investment in the future—in our ability to make sound
decisions that can improve our health care delivery system. Y our sup-
port, and that of your subcommittee over the years for our health
services research and statistics activities, is greatly appreciated by all
of us in the Department.

Your continuing concern with both the promise and problems of
health technology has been a catalyst for important new actions in the
Department, which I will outline in my remarks.

I might just mention, Senator, that the hearings we part icipated in
last summer, which vou referred to, set in motion a chain of events
which have been very important to all of us and, we think, to the health
of the Nation, ultimately.

The work of the centers makes invaluable, although, unfortunately,
not always visible, contributions to policy deliberations, health legisla-
tion, Federal health programs, and the decisions of health care
providers.

The comprehensive program of the National Center for Health Sta-
tisties includes more than 20 data systems, which produce information
on health status of the population, health resources, utilization of
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health services, nutrition, family growth, and the Nation’s patterns of
births, deaths, marriages, and divorces.

You have already mentioned “Health, U.S.A.” as one of the pub-
lications, Senator. 1 would also call your attention to the “Chartbook
on Health, U.S.A.” which are important products and which repre-
sent, I think, some of the most comprehensive data on health statistics
presented anywhere in the world, nationally.

A few examples will illustrate the importance of these activities.
Among the specifiec contributions of the information that has been
generated is an awareness of the health care trends that form the
factual backdrop for many important decisions in the health field. in
cost containment, quality, distribution of serviees, and control of
toxic substances,

For example, the Hospital Discharge Survey has shown the inci-
dence of hysterectomies rising substantially from 734 per 100,000
females 15 years and older in 1971, to 850 in 1974.

More recently, there appears to be a downturn, perhaps due to
heightened visibility of the phenomenon, stimulated in no small meas-
ure, we think, by the data which have become available.

The Health and Nutrition Examination Survey measures the preva-
lence of hypertension among adults——

Senator Kexxeoy. Have tonsillectomies done the same thing. Doc-
tor? Both were targeted problems.

Dr. Ricayoxp. Yes, Indeed. there has been a very significant decline
since this has been made more visible—a very significant decline, and
we will mention that, perhaps, later.

The Health and Nutrition Examination Survey measures the preva-
lence of hypertension among adults and indicates that the prevalence
rate among blacks is nearly twice as high as that among whites.

New epidemiologic techniques in mapping infant mortality and
other mortality rates to determine geographic differentials can identify
variations due to lack of access to care or exposure to environmental
hazards,

We intend to make much more use of these kinds of geographie dif-
ferentials in our planning for health services as we move forward.

The National Center for Health Services Research plays a parallel
role in services research. The National Center for Health Services
Research-supported research and demonstration activities produced
the factual justification for new legislation which provides for reim-
bursement of physician assistants and nurse practioners practicing in
rural clinies.

Other National Center for Health Services Research research has
produced the health searcity index for identifying shortage areas.

The Experimental Medical Care Review Organization project initi-
ated in 1970 provided the working model for the professional standards
review organizations.

The Center has become increasingly sensitive

Senator Kexxeny. That budget went down this year; did it not ?

Dr. Ricuyoxn. Yes.

Senator Kexyepy. It went down in real terms, and of course, with
inflation, it went down about 10 percent, in terms of real

Dr. Ricayoxnn. Yes, that is true.

The Center has become increasingly sensitive to the demand for
policy-relevant research and is preparing to fund research on cost con-
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tainment specifically tailored to the needs of local health systems
agencies.

It has initiated a series of national medical care expenditure studies
as a major component of its intramural program.

Data for this study is being developed in collaboration with the
National Center for Health Statisties. The product of this effort will
provide valuable information for evaluating alternative financing
mechanisms for health care in the United States.

More detailed information about the activities of the Centers is
being submitted for the record.

[The following material was subsequently received for the record :]
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For the Record - Supplement to
Dr. Richmond's Opening Remarks

Ever since the term "statistics", meanlng the numbers describing the

i ;ltuutinn in the state, cuome into use it has been recognlzed that
statistics are essential to statecraft. Man mapages his affalrs better-
if he hos access Lo quantitative information on the condition of the

state. The National Center for Health Statistics has an {llustrious

history in providing such quantitative information in the health field.

The National Center for llealth Statistics was organized in August 1960

upon the recommendation of the Surgeon General's Study Group on Mission

and Organization of the Public Health Service. In its final report in

June 1960, the Study Group cited a reai need for such a statistical
operation to serve as the health statistical arm of the Public Health

Service with this statement:

"The needs of the Nation and the responsibilities of the
Public llealth Service require broad regional and national
data with respect to the character and dynamics of health
problems, their trends and 1hp11catioﬁs. While States and
other organizations contribute valuable data, national
intelligence rcqulreé'a center for the collection, evalua-
tion, analysis, and interpretation of data from many sources.
The Public Health Service has primary responsibilicy qt.thc
Federal level to provide national intellipence on matters

relating to health - births, deaths, illness, disability,

health services, marriages, divorces."




Although the Center was formed in 1960, some of its activities developed
much earlier. For cxample, questions about births, marriages and deaths
Lore included in the 1850 census and in the century that followed the
Burcau of the Census (Department of Commerce) was given increasing re-

sponsibility to collect, compile and publish vital statistics.

In 1946 these functions were transferred to the Public llealth Service,
and the National Office of Vital Statistics was established to admin-

ister the program and provide a single authority for collecting vital

records at the Federal level.

As early as a cenLury ago it was recognized that records of decaths
alone could not provide a complete picture of the impact of illness
and disease on thc population. In 1878, the Congress authorized the
collection of data on cholera, plague, smallpox, and yellow fever, and
in 1893 a bill was passed to collect weekly morbidity data from States
and cities throughout the United States. This system of notifiable

disease reporting has continued until the prescnt.time.

.

Development of vital registration and of the system of notifiable disease
reporting still le}t large gaps in our health intelligence. Information
was needed which could be obtained only from the pevple themselves,

from examinations of samples of the pupulation, or from the providers

of health services. Particularly missing was knowledge of those‘

conditions that do not have high,rates of fatality but which have high

impact in terms of disability, cconomic loss, and the soclal and

environmental concomitants.
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The establishment of survey methods to measure morbidity has occurred
only in recent years because the techniques and tools did not exist
earlier. During the 1940's and 1950's rescarch conducted within
univarsitieé, as well as methodologleal work sponsored by the Federal
government, resulted in refinements of ﬁucstinunairc design and inter-
viewing techniques uéich substantially reduced errors in survey data.
The theory and application of techniques for sampling of human popula-
tions was developed to a point where relatively small samples of the
populution could provide information about the population as a whole,
within stated margins of error and at reasonable cost. And finally,
the electronic computer had proved its worth in processing of large
volumes of complex survey data, In converting the answers to estimates
for the entire population, and in tabulavting and analyzing the results.
By the time the National llealth Survey Act was passced In response to
increased demands for health information, the basic methods had been
devised for producing the data. Continucd improvements have been made
in sampling, survey, analytic, and computer technology, concurrent with

the development of new health statistical systemo.

Pioneers in such sbrvey techaiques applied these methods to study the
impact of the influcnza epidemic of 1918 and In a number of community
based surveys on child health, nutrition, dental disease, tuberculosls,
_costs of medical care, and many other aspects of morbidity that were of
concern during’the lirst third’pf this century. The cconomlc depression

of the 1930's provided the impetus for a national health survey in order -




tﬁ try to relate nutrition, physical growth, health status and health
services to the cconomic conditions of the times. Results of this
'luwej. conducted in 1935-36 in over 700,000 houschold:s In 83 urban
areas, were used during the next 20 years to provide buseline data
to the health prufessions, and to plan and promote public health pro-

grams.

By midcentury drawatic changes had taken place. The country had pulled

through a major depreasion and a major war; the post-war baby boom and
migration had resulted in populatiun shifts; the growth In health
insurance and in use of specialist services had changed the patterns
of medical care; and the success of immunization programs and of new
t_hernpnul:ic products had altered medical practices and modes of treat-
ment. Results of the carlier.urbnn survey and community studies were
no longer r2levant to the emerged and unfolding problems of injuries,
disability, chronic illness, and the provision of recsources to cope
with them. 1In 1956 Congress passed the National llealth Survey Act to
“provide for a continuing survey an-d speclal studics to secure on a
non-conpulsory basis accurate and current statistical information on
the amount, distribution, and effects of illness and disability in the
United States and the services received for or because of such conditlons,"
The basic household Interview survey started in July, 1957, has been in
continuous operation since that date nnd has been emuloted by u?my-
countries of the world. - Throughout the years Inforsallon has been
collected on & very large nuabf:':' of health conditions i{n relation to

the social and cconomlec characteristics of the nation's people.
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In 1960 the National Office of Vital Statistlics and the Natlonal llealth
Survey were administratively joined iu a new organlzation, the National
Center for Health Statistics. During ensuing years this Center has
successively added new data systems to f11l the many gaps in health
information. A Health Examination Sutvc; was started in 1960 to obtain
data on chronic dlscases, physiological norms and ranges, distributions
and abnormalities of vision and hearing, growth and development of
children, physchological test measurcments and, in recent years, levels
of nutritional status. Lack of uniform national hospltal data about
‘the number of patients, length of stay, discases, and scrvices recclved
led the Center to establish a llospital Discharge Survey in 1965. Other
national surveys have been established within the past decade to deter-
mine the characteristics of residents of nursing homes, the dlagnoscs
and services to patients scen in physicians' offices, and the cxpecta-
tloqs for family slze and other factors affccting fertility and future

population change.

In July, 1974, the llealth Services Research, llealth Statistics and
Medical Libraries Act (P.L. 93-353) statutorily establlshed the

National Center for Health Statistics aud provided the Center with
extensive authority for the collection, analynls, and publication of
health statistics by consolidating and revising fragmented and out-dated
scctions of the Public llealth Service Act. The law also proui&}d
authority for coordination of DHEW health statistical activities through

the Center and strenpthencd the mandate for developing a cooperative




system for producing comparable health statistics at the Natlomal, State,
and local levels including a specifle provision for providing to States,

through grants or contracts, the Federal share of developling and operating

health statistical systems.

The chronology of development of the National Center for Health
Statistics shows clearly three plans in evolution. That is, an early
period of 19—15 years devoted to developing the armory of continuous,
comprehensive, flexible, and sound health statistical systems to provide
a continuing source of high-quality health informatfon about the héalth
of the American people, the health services they receive, und the health

resources available to provide these services.

Another ten years of effort, 1962-1Y72, was a period of concencious
efforts to both improve the basic systems to assure their continued
productivity, and at the same time develop mcthods, technilques and

demonstrations of the application of these data to: increasing our

"knowledge based in health matters; guiding hcalth policy develoupment;

directing health program policy and.evaluatiun; and, providing the

research community, with the grist of basic rerearch direction.

More reccently, the direction of the Center has shifted once again in
response to health data demands. In keeping with the movement towards
more local and State automony in the provision and financlng of health
care, the Nationmal Center for J@nlth Statistics has begun to decentralize

many of it's data systems to assure that data Is collected in such a




way as to meet nccds [or such Information at lower levels of geo-politlical

decision-making in health.

The major health data programs of the National Center for lealth

Statistics today include:

National Vital Statlstics Program: This program plans and administers

activities to provide statistics on births, deaths, fetal deaths,
marrioges and divorces reported in the national reglstration system.
This program promotes the uniform collection of data on these vital
events, provides technical assistance to the registration arcas, con-
ducts followback surveys to expand the scope of national vital statis-
tics, and prepares life tables. This program also conducts the biennial
Family Growth Survey. This household interview survey collects data on
fercilicy, family planning, and infant and maternal health from a prob-

ability sample of ever-married women,

The Health Interview Survey: Oldest of the Center's surveys, the lealth
Interview Survey was started in 1957 to provide a coutinuous flow of

health data from intervicws of a sample of huuscholds spread across the

Nation. Data are collected week aflter week. Questionnalres are revised

annually so that information on new health toplcs can be compiled as.

the need arises. ‘

About 42,000 interviews are conductcd annually, covering about 134,000

persons, by skilled Intervicwers from the Burcau of the Census. They




use questionnaires to obtain a general health history of each family.

ucstions designed to produce "yes" or "no" answers are asked on a
P y

variety of "ealth subjects.

For exawple, questions might include asking if any member of the house-
hold had experienced such discases or conditions as asthma, tuberculosis,
chronic bronchitis, high blood pressure, or heart trouble. If they have,

then more detailed information is sought.

Data from this survey mcasuré the soclal rather than the physiological
dimensions of health; the total amount of fllncss, how it affects
people's lives, what actions they take to prevent or cure illness, and
what the relation of health and medical care is to a wide variety of

social, economic and demographic variables.

The Health and Nutrition Examination Survey: In contrast to the lliecalth

Interview Survey, the llealth and Nutrition Examination Survey collects
nutritional, physiological and diagnostic data through specially designed
health examinations, using objective measurements and tests. Like the
Hﬁalth Interview Survey, this'}s a continuing operation. Direct health
exaninations are given_tn pre-selected samples of persons of varlous

age groups. The sample in each case represents national proportions of
race, economic and educational levels, as well as rural areas, small

towns, medium-sized cities, and metropollitan areas.
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Recent data from the survey includes Luformatlon on dictary intake,
Clinical findings. growth and development measurements, laboratory
test, results on blood and urine, prevalence of emphysema, derma-
tologists' findings on skin diseasc, measures of auditory acuity, and

assessments of pulmonary function.

The Health Resources and Health Resources Utilizacion Programs: These

programs are designed to develop statistics on natlonal resources in
health manpower and health facilities and the uses made of thcse re-

gources., The speclilc surveys include:

. Master Facility Inventory: Maintalns a [{le containing
Census-type data on the natlon's health facillities, their
services, and staff. This [ile serves as a universe
from which probability samples may be selccted- for
particular surveys and it also services as a current
source of baseline statistical data. Decause censuses
are conducted on the faciiitics, data are available
for small geographic arcas. This file 1is the only
source of comprchefsive data on health facllities that

is available and suitable for local health planning.

. Resident Places Survey: Data Is collected through -
interview surveys IruT a sample of long-term inpatient
o

facilities llsted in the Master Facilitles Iunventory.

Statistics are published on the services provided by




.thesc facilities, the educaLion and experience of their
staff, and the expenditures they incur in providing
care. Statistics are also develuped on the soclo-demo-
graphic characteristics and health status of residents
in thesc facilities. The results of these biennial
surveys are used for planning purposes at both the

national and local levels.

Hospital Discharge Survey: Demographic and medlical data
on persons discharged from short-stay, non-Federal
liospitals is collected, analyzed, and published. The
data is collected through a survey of hospital summary
sheets and ledger records. Reports are prepared and
pubiishcd providing information on demographic and
medical characteristics of the palLients as well as

data on type and location of hospitals participating

in the survey.

National Ambulatory Medical Carc Survey: The purpose

ol this survey is to provide statistics describing

scrvices to ambulatory paticnts including statistics

on demographic characteristics, diagnoses, diagnostig

procedures, and patiept management. Physicians' offices
g

arc the site of the greatcest volume of health care and
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this survey provides information that has been
insufficlient in the past, about Lhls Important
segnent of the health care system. This annuval
survey collects data from a s;mple of approximately

3,000 physiclans.

« Family Planning Statistics: This activiry develops
statistics on the utilizacion of family planning
facilicles and services. Statistics are also da2veloped
on the number, characteristics, services nrfetcd,.and
staff of all current facilities offering family plan-
ning services. These statistics will be used to

efficiently implement exponding fomlly planning programs.

The Cooperative Health Statistics System: The development of this

System is the newest ocndeavor of the National Center for llealth Statiscics.
The purpose of the System is to.prcvldc uniform, high quality, comparable,
health data at the Nationgl, State and local levels. It will provide for
the collection of any particular data element by that level of government
best equipped to collect it, and the information then will be shared with
the other levels. As now envisioned, when the Cooperative System is in
full operation it will include scven componcuts in the arca of health

and vital statistics.

¥
Ll

Some examples of major areas of application of Center data to support

DIUEW health progrems ore:
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Access and Unnecessary litilization

There has been a great deal of concern in recent years with ensuring
equal access to medical care among all subgroups of the population.
By mnéituring trends in the National Center for lealth Statistics data
over the past several years, it is apparent that the large incrcases
in Federal health programs have had a substantial impact on accessibility.
For example, data from the Health Interview Survey shows that im 1964,
.bcfore the enactment of Medicare and Medicald, the poor averaged 17
percent fewer doctor visits per person than the wonpoor (age-adjusted).
By 1976, however, thc poor reported 10 percent more visits per person
than the nonpoor (age-adjusted). Similarly, a rccently published study
(C. Bombardier, et al., NEJM 297: 669-705, 9/29/77) based on the 1963
and 1970 Health Interview Surveys show large Increases In surgical
operations among disadvantaged groups: the aged, the lower educated

and non-whites in urban areas.

Despite these eﬁcuuraglng results, Powcver. there is clear evidence
that substantial gaps in access remain. For example, a special supple-
" ment to the 1974 llcalth Interview Survey colleccted information about
usuval source of uédlcal care. Seventy-eight percent of the poor reported
that they had a usual source of care compared to B2 percent of the non-
poor. Yet, when asked about the provider. of thelr usual source® of care,
35 percent of poor blicks in mc}ro arcas identified a hospital clinlc

L o

or emergency room compared to only 3 percent of non-poor whites in metro

darecas.
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Another indication of unequal access is provided by data from the

19?3 llealth Interview Survey supplement on preventive care. Among
black women aged 45-64, 30 percent have never had a Pap smear to detect
cervical cancer compired to only 16 percent of white women in the same
age group. Since cervical cancer is amcnable to cffective treatment

if detected at an early stage, the health consequences of this type of
unequal access are particularly chcaiing: the death rate among Black
wonen in this age group due to cervical cancer is more than three times

the corresponding white rate.

The other sidc of the access issue 1s the question of unnecessary
utilization of medical services. This issue has been ralsed most
seriously in the Lospital sector and particularly with respact to un—
necessary surgery. The rate of surgical operations per 100,000 popu-
lation has increascd nearly 25 percent between 1971 and 1976. Careful
monitoring of specific procedures, however, is needed to better under-
stand the reasons for and possibly sontrol the increase. For exanple,
in 1971 tonsillectomy was the most frequently performed operation, with
a rate of 478 per 100,000 population. A number of reports deoling with
the appropriatencés and demonstrating the lack of cffectiveness of
tonsillectomy led to a dramatic 40 percent decline in the rate by 1976.
It still remalns, however, one of the more frequently performed pro-
cedures and shows marked variatﬁou by region: the reglon with the highest
rate (North Central) showed nc;;ly 60 percent more tonslllectomies per

100,000 than the region with the lowest rate (Northeast).




A procedure which has shown marked increases over the years Is
“Caesearcan section. In 1971, 6 percent of all deliverles uorc‘by
Caesearcan section. This rate doubled to 12 percent by 1976. Regional
variation is also large: from 11 percent in the North Central region
to 15 percent in the Northeast, The increcase from 6 percent to 12 per-
cent represcnts 188,000 additional Caescarcan sections per year and
(based on the 3.2 additional days per delivery for Caescarean section)

6 million huspital days.

Of course, these data raise a number of questions which require further

study. What was the reason for the increase? Why did it vary by region?

Does the regional varation in the incidence of Caesearcan section relate
- to regional differences in the incidence of conditions which are indica-

tions for surgery or to regional differences in surgical practice?

Finally, before implementing policy to control unnecessary surgery,

even more difficult questions must be addressed: what are the appro-

_ priate indications for the procedure? Under what conditions will this

procedure imprave the indlvidual's health? What are the potentlal risks?

How do alternative therapies compare in terms of risks and benefllits?

Finally, it should be emphaslzed that not all increases in surgery are
"unnccessary." The Bombardier study cited earlier lllustrated Increases
in surgical rates which may have reflected preater access to needed

services.




Prevention

Another example of the Center's statistical support of the Department's

program ﬁlannlns and evaluation activities is in the arca of health
promotion. The Depurtment is attaching top priority to the reduction

of the incidence and the abatewent, through sccondary prevention, of

the burden of disense and injury. Civen the vast number of options

that might go into a health promotion program and the scarcity of re-
sources, it is imperative thaut the component initiatlves be systemat-
ically articulated in a structure which minimizes redundancy and attacks

as broad a range ol preventable illnecss as possible.

The Center's surveys provide information that has been cxtremely
valuable in targeting health promotional efforrs., Knowledge of the
extent and nature of the burden caused by varlous health conditions s
needed in establishing preventive program nrioritizs. The Center's
statistics are also used to determine the modifiable personal habits
and environmental factors that occar with sufficlent (requency and
conscquences Lo warrant intervention. In planning a program, it is
necessary to identifv the population groups with the greatest nced for
preventive activities of various types. For instance, the Health and
Nutrition Examination Survey points to womcn in low-income houscholds
as being particularly pronc to obesity. Obesity has been shown to
increasc the risk of ecarly dearh. Information regarding cating habits,

physiEaI activity, attempts to losc weight, and other conslderations




relevant to prevention is obtalned through scveral of the Center's

surveys., Similarly, the Center provides data essential to planning,

monitoring, and cvaluating prevention activities aimed at smoking,
control of high blood pressure, accidents, and a varicty of other

personal and environmental factors.

Small-Area Data for Local llealth Planning

Thg national health planning legislation passcd in 1974 (P.L. 93-641)
explicitly states that where possible, the newly-created planning
agencies use existing data, including those provided by national pro-
grams, for planning activities. Furthermore, the high cost of conduct-
ing surveys and collecting data increases the demand among local areas
for reliable data specific to their areas for health planning. Questions
arise as to the fcasibility of using data derlved from national surveys
for local purposes, if such use is decmed feasible, and to the appro-

priate methodology to be employed in utilizing national data.

Over the past {iftern years the National Center for llealth Statistics has
responded to these requests-for small-area data in several ways. First,
the Health Interview Survey (HIS) was designed to provide ectimates of
illness, disability, utilization of medical resources, periodic esti-
mates of medical care costs, and other health-related toplcs E;r the
Nation, four broad neographlﬁﬂxcnluns. and the 31 largest stondard

metropolitan statlstical arcas (SMSA's). 1In additlon, stale estlmates




yf disability bascd on H1S data have been published for 1962-4, and

similar Stote estimates of disablilty and utllizatlon of wedlcal

services have bcen published for 1969-?11 Both of thosc publications
employed the "synthetic" cstimation Lechnique, which operates as follows.
Many of the health rharn:tprisLics referred to above are related to age,
sex, race and other demographic factora. The HIS can provide national
and regional estimates of the particular health variable for each demo-
graphic (age, sex, race, etc.) group. These national (or reglonal) rates
are then disaggregated to the State level by multiplying by the propor-
tion of the State's population in the demographic group and adding over

all demographic groups.

It is recognized that there are numecrous prublems associated with
synthetic estimates, not the least of which Is that they are subject

to bilases which are, to date, not quantifiable. A large empirical study
recently conducted by the National Center for llealth Statistics has
.indicated that improved estimation of small-area health characteristics
can be achieved by combining a synthetic estimator with an estimator
directly derived from survey observations taken in the local area of
interest. A publfanlou using this i{mproved methodolopy with 1974-706

data from the HIS is currently in press.

The application of the methods described above to areas smaller than
¥

States (except for the 31 SMSA's alrcady mentioned) is still in the

research stage. The following two examples, however, lllustrate uses




«f NCHS data at the local level in somewhat different contexts, one
involving HIS data, the other using data from the vital statistics

registracion system.

Our National concern for equal access to health carc has been translated
into a large number of Federal laws which give special emphasis to
medically underserved or health manpower shortage areas. The most com-
prehensive attempt to go beyond health manpower to population rativs in
identifying underserved areas is the Index of Medical Underservice (1MU)
which 1s used to designate medically underscrved arcas (MUAs) under the
HMO Act and other health service programs. The IMU is a composite of
four variables (infant mortality rate, physician to population ratio,
percent of population below poverty level, and percent of population

over 65). These variables are weighted to predict the areas that a

group of informed experts would judge as medically underserved.

The use of such indirect mecasures to designate MUA's is the result of
a lack of uniform small-area indicators across the United States which
are more directly related to. access to medical care. Although the IIIS
collects a great deal of information on utilization of health resources
and, in 1974, includcd a special supplement on medical care nceds, it
does not provide sulliciently rcliable geographic detail to difictly

designate MUA's.

1t is possible, however, to use the M1S data to assist In critically

examining MUA deslgnations. Such a study is now in progress, and the

preliminary results [or non-metropolitan areas show that the differences
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Letween MUAs and non-MUAs are not as great as might be expected. For
.

example, there was little diffcrence between MUA and non-MUA respon-
dents in the propurtion with a vsual sourcc of carc (B0 percent in
MUAs vs. 83 percent in non-MUAs). The proportions with no physician
visit within the past year were also similar (29 percent in MUAs vs.

27 percent in non-MUAs), and the numbers of physician visits per person

per year were identical (4.5).

It is possible to go even further and use the NIS data together with
Census data, vital statistics, and manpower data, which are available
for small arcas, to define an index which is better able to disériminnte
between underserved and non-underserved areas. By choosing a few key
variables which reflect access (e.g., availability of a usual source

of care, absence of problems which delayed or prevented nceded care,
etc.), it is feasible to use multivariate statistical methuds to choose
those variables available at the local level which best predict medical

underservice.

The use of natality and infant mortality data In planning maternal and

child health programs is an arcas In which health status data is relevant
to health planning. For example, despite the large decrcases in infant
mortality ia recent years, there remaln very larpe peographic varlations
in wortality during infancy. In fact, during the period 1974-1975, the
infant mortality rate for cer}pin medium-sized non-metropolitan countiecs
was 19 percent higher for both white and black Infants than the corres-

ponding rates for suburban counties of large mctropolitan areas. The




white/black diffcrences also remain large: 4n 1975 the black infant

-

mortality rate was £5 percent higher than the white rate. The black
rate was fully 25 years behind the white rate! These conslderatlons
have led to a new effort on the part of the Burcau of Community llealth
Services to revitalize State maternal and child health programs. The
vital statistics sysitem allows the planner to exomine county infant
mortality rates over long time periods. Thus, the planner can ldentify

areas with consistently high rates or unusual shifts In rates which

indicate the need for appropriate intcrvention.

Natality data can also be useful to the planmner for a number of purpouses.
First, in 42 States, data on the birth certificate indicate the month or
trimester in which prenatal care began and the number of prenatal visits.
These data provide an indication of areas or population subgroups (e.g.,
teenage motlhiers with no high school educ;Lion) whoe are not recelving
adequate prenatal care. Furthermore, intervention to improve Lhe level
of prenatal care can be evaluated rather quickly and incxpensively by
using birth certificate data. Although the evidence Is not conclusive,
there are indications that adequate prenatal care Is a determinant

of healthy newborns.

Another example of the use of natallty data at the local level fis in
planning and evaluating family Planning programs. A priority of family
planning programs is the reduction of birth rates among mothers at

highest risk of infant loss (e.g., teenagers, women over 15 or 40,

women with large numbers of echildren, ete.). The distributlon of hirths




49

21

by these characteriatics can be used in Largetling programs to meet

-

the nceds of high-risk women, and by following births over a period
of time, in evaluating the success of the programs. Tt is also rela-

" tively easy to "translate" the distribution of births Into expected

infant mortality rates which can then be compared with actual rates.

Finally, the infant's birth weight (which 1s given on the birth
certificate) provides another health status measure which should be

examined to identify those mothers at risk of low birth weipght infants.

Still another example of the uses of mortality data which goes ‘beyond

the population of mothers and infants is the examination of small arca
death rates for specific causes. Dr. David Rutstein and hls colleagues
have -1listed causcs of death which are preventable under current medical
knowledge. Thus, arcas with high rates for these causes could be ex-

amined to detect any deficiencies in their health care delivery system.
‘We are beginning to study geographic variations in these cause-specific

"death rates.

Epidcmiolopy Program

Under the Public llealth Law 93-353 discussed earller, the National Center
for Health Statistics (NCHS) is authorized to become involved in environ-
mental and social stuwdies that are related to health; "The Center may
collect statistics on environmcntal, soclal, and other health hazards;
determinants of health." For many reasons, NCIS has not emphasized

these aspects durina'jts first few ycars of implementation of the law.

However, changes acre underway.




The July, 1977, report of the Technlcal Consultant i'am.-ll to the

.U.S. National Committee on Vital and llealth Statistics, on Statistics
Needed for Determining the Effccts of the Envlironment on lHealth, con-
tains eight detailed recommendations. These include the establishment
of a National Death Index, the strengthening ol the epidemiologic
capabilities of the NCHS, mainly concerncd with analyzing, and inter-
breting epidemiologic data related to environmental exposures, and the
?eéultant health status, The panel encouraged the usc of the llealth
Interview Survey and the Health and Nutrition Examinatfon Survey for
the collection of Jata on environmental exposures, morbldity, &and other
environmentally relevant effects. They also recommended collecting

more detailed information on occupational and industrial exposures in

such national surveys.

The Center is responding to each of these recommendations. A national
working group has been formed to implement the establishment of a
Rational Death Index. This development s of grecat importance to the
epidemiologic comaunlty for it will Inclll‘_.l:ate followup of persons
exposed to suspected health hazards without violating standards of

confidentiality.

Another major initiative in this area is the establishment of an
cpidemiology program at NCUS. While epidemiologic activities to
varying degrees exist throughohi the Center, there will be a focal
point in the Office of Statistical Rescarch. This office has already

undertaken several cﬁidemiolngtc studies.
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A major purpose of this new program is to Inteprate the data nceds

;f rescarchers in environmental health with the resources available

at the National Center for llealth Statistics. Toward thls purpose it

is proposed to morc extensively analyze the existing data avallable at
NCHS to answer questions currently arising in the fleld of cnvironmental
epidemiology. It is also proposed to alter some of the ongolng surveys

within NCHS to provide explicit new information useful to epidemiologists.

Another important new cpidemiologic activity is establishing a national
health monitoring program on a more systematic basis. This involves
developing statistical and computer methodology for displaylng and de-
tecting unusual disease time trends and levels by age proup, race, sex,
and geographic reglon. The forthcoming (1978) National Atlas of Mortality
depicting race-scx-discase specific age-ndjusted death rates for all

major discases by State Economlic Areas is a first step in this direction

by NCUS. This publication is a followup to the innovative mortality

atlascs published by the National Cancer Institute.

Such wonitoring of primary cause of death, combinations of contributing
causes, and unusually younglacnths. will be conducted on a age-specific
as vell as age-adjusted basis. lopefully, the methodology can be ex-
tended to birth defects [rom birth and infant mortality records, the
Hospital Pischarge Survey, and to morhidity mapping of lHealth Intervicw
Survey data as we¢ll. There iglpvldrucc that fmportant cpldemjologlc

clues are being missed by failure Lo systematlze such monitoring.




Should unusual discase patterns prescnt themselves such that fleld
Studies appear warranted, cpldemiologic investigation units In appro-

' priate Federal agenciecs would be notified.

Valuable data that has been and is now bblug collected at the National
Center for llealth Statistics can be analyzed and interpreted in the
light of known and potential environmental hazards. There are also
surveys in existence that could be supplemented or altered in order

to obtain additional information on the relatfonship of environmental
factors t; he;lth status, Table L-lists the relevant ongolng data
aystems at NCHS. Table II describes possible new data collection arcas
for cnvironmental epidemiology which could be handled within the exist-

ing data systems.

Clearly new analyscs of NCIS morbidity and mortality data, in combinatlion
with demographic and health habits information, will contribute signi-
: ficantly to epidemiology. Also, mew information on national health habits
Hill be 1an1uabla in evaluatin-g prevention programs aimed at maintaining
nnd'inprnving health.

-

It should be polnt;d out that the Center can work collaboratively with
the many Federal agencies whose primary functlons involve environmental
conditions. NCUS can provide for these agencles the vutcome or the

effect that has been produced by hazardous agents existing In the environ-
s

ment. Some reimbursable uork(irourna- in this arca have begun with the

Environmental Protection Agency.




NCHS. DATA IN ONGOING SYSTEMS AVALLABLE FOR EP1DEMIOLOGIC ANALYSES

DATA SYSTEM

Vital Stacistics

lealth Interview
Survey

Hospital Discharge
Survey

Health and Nutrition
Examination Survey
(HANES)

TABLE 1

SELECTED DATA I1TEMS

Mortality (primary
and secondary
causes)

Infant Mortality

Natality
(birth records)

Morbidity

Morbidicy and
Hortality

Blood and urine
samples

Time-space mapping

Invesntigatlion of

birth defects possibly
related Lo env) ronmental
effects.

Relate prevalence of
acute respiratory or
other 1llness with
persunal characterlistics
such as health habits
and occupation.
Morbidity mapping.

Identifly unusual
patterns.

Detection of environmental
exposures and rclate to
health status
chatacteristics.




TABLE 11
POTENT1AL REW STUDIES IN EPIDEMIOLOGY

UTIL1Z1RG EXISTING DATA SYSTEMS

DATA SYSTEM

Vital Statistics

Health Interview
Survey

Health and Nutrition
Examination Survey
(HANES)

NEW DATA 1TEMS

Occupational data from
death certificates

Infant Mortality and
Births

More details on health
babits. Leisure time
activities.

New environmental
exposure markers

TYPES OF STUDIES

Analyses of rates by
occupation.

Follow-back surveys to
identify risk foctors
related to birth defects.
Sowe may involve environ-
mental condltions.

Morbldity rate analyses.

Sub-surveys to answer
speclfic questions in
envivonmental
epldemiology.
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Statistical activities conducted by the National Center for Health
gtutisticu are the major Department efforts In the collection, analyslis,
and dissemination of a wide range of general purpose health statistics
that shed light on current and projected health prublems of the Nation,
the resources available to address those problems, the types of health

services provided, ond the quality and costs of those services.

The Center has a unique standing in its position as an impartial fact-
finder, free of either actual or percelved dictation by others with re-
spect to what its [indings should be. There is widespread recogniction
within the Department and throughout the health community that NCIS is
the principal health statistical agency in the Department of llealth,
Education, and Welfare. The Office of Management and Budget (OMB) has
designed NCHS as one of the five gencral purposc statistical apeucies

in the Federal Statistical System—-the onc charged with carrying out
major intelligence programs in the health field. OMB has urged that NCUS
assume an even larger role in this area, still rbcognizing that numerous
other agencies have iwmportant data pathering and analysis funcfions that
* are closely related to upec%fic substantive health and social programa,
and which often n;isc as by-products ol thosc programs. The concept of
Federal General Purpose Statistical Agencies is central to the government's
desire--almost necessity——that there exist in each broad social and
economic arca an lmpartial fncarflndius organlzatlion that embraces high

standards, top professional and technical capability, and acceptance by

both those who must supply information and those who usc statistics for
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planning and management. A few agencles, notably the Census Burcau,

; fﬁe Bureau of Labor Statistics, and the Natiovnal Center [or licalth
Statistics meet these specifications, and have estab) {shed thomsclves

as invaluable sources of uﬁpre}udiccd quantitative background and
baselinc data. These genefal purpose stLatistical agencles are a preclous
asset. Becouse they are impartial and protect the confidences of
respondents, they are able to secure truthbul reporting [rom persons

and establishments, and thus to provide evidence that is pertinent and

closer to the truth than is otherwise obtainable.

It is essential for NCHS to continue to meet these broad nceds for
health data, such as in local areas and in Federal program management;
medical audit and utilization reviews; plauning and policy making;
epidemiological investigations; preduction of O[flelal U;S. life Tables;
actuarial projections by the Social Security Administration; intcrcensal

population estimates and population projections by the Burcau of the

Census; anu a multitude of uses by private industries doaling not only

in health services ond resources, but also in many other kinds of consumer
services and products. NCUS produces data for or reloted to all of thesc

purposes.
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THE NATIONAL CENTER 1 HEALTH SERVICES RESEARCH

Since the National Center for Health Services Research was established
in 1968, this organization has been the principal source of support in
this country for general research on problems in the delivery of health
services. Alzhough other Governtent agencies support hesliLh services
research, the NCHSR has been and remains unigue. For in contrast with
research undertaken in conjunction with operating programs, the research
of this organization is not comstrained by the needs and defined policies
of a given program. As a result, it is possible for the NCHSR to
undertake studies that rigorously question existing policies, that
explore new areas and that generate analyses that will contribute to
policy decisions in the future as well as the present.

When the NCHSR was given a statutory base in 137é. the legislation
not only provided a broad mandate for research hut addeé additional
responsibilities in the form of a required Pc:u.r;h Centers Trogram

and an intramural research effort.

Research suppovted by the NCHSR program has directly influcnced
policy deliberations, health legislation, Federal health programs,
and operational health service delivery systems.

It is possible to identifv sevaral prolects supported bv the NCHSR
that have directly influenced the provisions of recent health legis-
The studies of >t Sreslow on heal
rted by this are specificaclly cited by ¢ ittee
orts as justification for the National Disease Control and Consumer
Healcn Promotion Act of 1975. A sctudy by Robert Weiss and others,
suppcrted in part by the NCHSR through its research centers program,
provicud direct evidence of the problems associated with the influx
Foreign Medical Graduates and is cited as a basis for the FMC

provisions in the Health Professions Education Assistance Act of
1976.
Recent amendments te the Social Security Act, P.

the Rural

Health Clinic Services Act, permic payment of ph

©r nurse nr»rtl"wnc s when ﬁervicﬁs are renderesd

The Xaticrnzi Center for Health Ser s Research,
support of t‘ Pr . and variouvs other p
resgarch and \_.-"DI.;I:F'-HJZF\ pre

y Medex

rams has been u)r*n:l?

for the acceptance of thase pi
nur

sician substitutes.
ser of the articles used in the report, "Issuves
Extender Reimbursement,” prepared by the Congressional
Service and used by the Committees which initiated this bill, were




funded by the NCHSR. The projects described in that report provided
evidence that physician extenders are cost effective, represent no
threat to quality, and are acceptable to the populations they serve.

Various committees and agencies of the Congress have made extensive

use of findings from resecarch projects supported by the Natioral

Center for Health Services Research in their policy and working docu-
ments. The report entitled, "Catastrophic Health Insurance”, published
by the Congressional Budget Office in 1977 is based larpely on informa-
tion provided by a series of studies funded through contract by the
NCHSR. The report on the "Policy Implications of Medical Information
Systems", prepared by the Office of Technology Assessment and published
November 1977, is based entirely on projects initiated and funded by
the NCHSR. Extensive use if made of research findings from NCHSR
supported projects in a working paper, "Adult Day Facilities for
Treatment, Health Care, and Related Services," prepared in 1976 by

the Special Committee on Aging, United States Senate.

It is also possible to document the impact of the National Center

for Health Services Research on the programs of the Department of

Health, Education and Wellare. This Center supported the development

of the health scarcity index, which is now being used to identify

those shortage areas that.must by law be given priority in resource
allocation decisions, This index is used in setting priorities for
Commuuity Health Centers, in determining priorities for lealch
Maintenance Organization prants, and in assigning priorities for

grants for health care facilities developed under the Plarning Act.

The KCHSR developed and demonstrated the feasibility of the Cooperative
Health Stacistics System which is being implemented by the National
Center for Health Statistics. The Madical Care Review Organization
project initiated in 1970 provided the working madel for the Professional
Standards Review Organizations (PSRO). 'The NCHSR is responsible for

the initial development of a simulation model for generating natiopnal
health insurance cstimates which the Health Care Financing Administration
is now employing in a wodified version to examine the potential costs

of various NI proposals.

The direct influence of this research program on operating health care
systems and consumers s more difficult to docusent. But it is prssible
to cite at least a few exawnles. A medical information s moeurrently
being emploved by the Harvard Comsunity Health Plan to pro + moat of
the informyt Lon requlred for patient care, patient manapement, and
administrative support was doveloped with funds from the RCHSE. sivarch
demonstrating the feasil Ility and rost-effectivencss of compuier assisted
electrocardiographic analysis ean be attriluted to this orpanization.

The growth in the use and acceptance of physician extenders can be Lraced

S
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to the research and demonstration projects of this program. Finally,
a management information system, whose demonstration and evaluation
was funded by the NCHSR, has been shown to result in savings of $3.00
to $5.00 per patient day. Were such systems in use generally, the
savings from this one innovation would be in excess of $1.0 billien
annually.

Perhaps more important, but harder to document, is the general impact
of the NCHSR program. A substancial part of the expert testimony
provided in Commicttee hearings is given by researchers who, by virtue
of support from this organization, have been able to acquire their
information and expertise. The influence of this small but accive

- program is pervasive in the health area and its efforts are crucial to
the formulation of sound and responsible legislative and program
initiatives.

In a very real sense, the NCHSR is a service organization which, on
the one hand, has the responsibility for identifying the information
needed by various kinds of decision makers and, on the other, for
stimulating and supporting both the production of that information
and its dissemination to those with a need to know. The NCHSR has,
therefore, expended considerable effort in developing a process for
identifying the relevant issues and critical questions that need to
be addressed by the research community. In conjunction with this
process, the organization has moved from a role of passively accepting
research proposals submitted according to the preferences of researchers
tc an active role as a solicitor of research on crucial problems.

The progress made in improving the dissemination of research findings
has paralleled th2 progress made in the planning area. The NCHSR

now has a regular and extensive publication program. The emphasis in
these publications is on brevity and comprehensabilit; More than

30 titles have appeared in the past year, with ecirculation ranging
between 10,000 and 20,000 copies depending on the nature of the
material. To complement the publication .activity, the NCUSR has
initiated a program of dissemination workshops. These meetings are
being held in various parts of the country with small groups of state
and Jocal officials that have expressed their {nterest in hearing
researchers discuss problems of immediate interest,

Finally, T would like to note that ene of the mest sioaiffcunt pro-

vizions of P.L. 93-353 i the requir tha

for Health Services Research establishk an fat ranural jram.

This activity has resulted in tracting a numher of prom ] serarchers
to take positions with the NCHSR as wisiting sc iets or Service Tellous.

The presence of this talent, not heretofore available to the Public Health
Service, has mode it possilile to expand the analytic capahility of this
organization to the advantage of the Department and the general research
program of the Center.

o] v
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APPENDICES

GLOSSARY **
AGENCY REPORT OUTLINE
BUREAU OF COMMUNITY HEALTH SERVICES, HSA, PHS

BUREAU OF HEALTH PLANNING AND RESOURCES
DEVELOPMENT, HRA, PHS

CENTER FOR DISEASE CONTROL, PHS
FOOD AND DRUG ADMINISTRATION, PHS
HEALTH CARE FINANCING ADMINISTRATION

NATIONAL CENTER FOR HEALTH SERVICES RESEARCH,
PHS

NATIONAL CENTER FOR HEALTH STATISTICS, PHS
NATIONAL INSTITUTES OF HEALTH, PHS

OFFICE OF QUALITY STANDARDS, PHS
(new title: Office of Health Practice Assessment)

STUDY TEAM AND TASK FORCE MEMBERS **
OUTLINE FOR PHASE 1 STUDY **

l ** These appendix {tems-are attached
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ny tonsillectomies performed in

5 country are necessary’?

t are the health outcomes {rom coronary bypass surgery versus
drug therapy ?

-= How can new laborat

dings be linked with bedside practice?

I lifications should be r
those proposing to perform open heart surgery?

== What institutional or professional qu

t market incentive mechanisms can be used to stimulate development
of lagging or absent beneficial and cost-saving health technologies?

Problem

is widespread agreement that twenti biomedical research and tech-

ovation have been responsible for profound improvements in human

qealth. Some diseases have been eradicated; others car

ow be prevented; life iiself

has been extended; and much pain and suffering has been alleviated.

There is now emerging, however, a consensus that many technologies have been

videly adopted into medical prs

ctice in theé [

rbingly scanty information about

their health benelits, clinical risks, cost-eff

tiveness, and societal side-effects; that

sruse of other technologies has persisted long al it was evident that

hey were of marginal utility, outmoded, or even harmiul; and th

idated innovations have been inordinately slow in finding their way to patiant care.

“he consequences of such [ailures -- including spiraling costs with less than commen-
41 B L3 -]
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¢ health problems -- ;




The Health Technology Environment

Evidence of a raised health technology consciousness is accumulating:

== Dozens of articles about the use and abuse of technology have been
written recently by prominent health officials and researchers;

== Blue Shield has announced that it will no longer reimburse routinels
for 28 medical and surgical procedures;

~= Two National commissions on biomedical research have been created in
recent y=ars cne of whick was Presidentially appointed;

-= Senator Kennedy has held a series of hearings, and Congressman Moss has
proposed technology control-related legislation;

-- The Office of Technology Assessment has issued five reports on medical
technology, and the Institute of Medicine will soon publish the results of a year-long
study on the process of adoption and diffusion of hard technology:

== Public interest groups are demanding increased consumer protection;

== Private insurers and employers are searching for guidance on the relation-

ship between the use of technology and soaring health care costs,

While there is increasing (though far {rom universal) advocacy for managing health
technology toward serving the public more efficiently and effectively, there are

divergent perspectives on who would take the lead role in integrating efforts
B P B g

toward that end and the means to be employed. For example:

== Many research scientists view a stronger government role as a threat
to beneficial technological innovation;

== Many practicing physicians view such efforts as compromising the physician-
patient relationship and their independence rofessional judgement;

== Many drug and device manufac rs are concerned about government
interference with the marketplace and additional restrictions with which it is

costly to comply;




-= 5till others are conce

about overmanagement and it

increasing delays in the [low of beneficial innovations to bedside pracdce.

The multiple problems arising from technology development and utilization have not
emerged overnight, and even the most carefully devised Department initiative is
unlikely to provide a "'quick fix" to the extraordinarily complex set of problems
involved. This report proposes a major management initiative, but it is only one
step toward a long-range solution that must take into account the complexities of
technology development/transfer/utilization, and the divergent priorities,

erspectives, an ues of th T rties-at-interess:,
perspectives, and values of the various parties-at-intere

The alternative to adopting a new strategy is to continue the current essentially

laissez -faire approach which too frequently leaves development and adoption of

technologies to the intellectual curiosity of researchers, the marketing strategies

of manufacturers, the slowly evolving consensus of practitioners, the demands of

usually uninformed consumers, and the incentives of the rslatively unconstrained

health market.

surgical procedures) with which this Department is involved in

ree primary ways:

-= it de

valoos technologies both i

through emp

oyee scientists and

innovators, and extramurally through support of re

$ existing and emerging te

to understand

ns for health and society;
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== it recognizes technologies by regulating them, by buying them, by

reimbursing for them, or by otherwise contributing to their use or non-use.

Yet for all of its involvement, the Department has no strategy for system-
atically linking the life cycle of technology development, evaluation, transfe o
diffusion, utilization and phase-out. Nor has it either expected such a
strategy of its agencies (with the exception of FDA) or provided resources to
construct one. Consequently,

-~ the "knowledge development” agencies (like NIH and NCHSR) each decide
independently which technologies they will examine, how they will examine
them, and how they will handle the results;

-- the "action agencies" (such as HSA, Medicare, Medicaid, and the PSRO
program) lack both the technical information to carry out their responsibilities
and the links to the knowledge development agencies through which to negotiate
examination of the technologies for which they need action-supporting inform-
ation;

== results of technical evaluations appear in the research literature, but often
do not come to the attention of practicing physicians or those officials respon-
sible for making reimbursement decisions, and developing regulations,
legislation and standards;

== technology evaluation activities are extensive, but existing technologies

(particularly medical and surgical procedures) receive too little attention;

-- considerable effort is focused on efficacy and safety evaluations, but litle
is done about the cost-benefit and cost-effectiveness im ations and virtually

nothing is done to examine general societal impacts;

4




-= the linkages between technology

0 impede

stimulate technology transfer and utilization are ad hoc and often

AS a result,

technologies

efficacy and eff
out of practice, more efficiently organized and equitably distributed, and more

appropriately and effectively used. Such a strategy must be able to provide a

balance between controlling costs of health care and ¢

rolling techno-

logical innovation at the expense of quality of health care,

From our past experience

management will place di
bands of government. Although extensiy

Departmental consultation is p

have to weigh uncertain evidence of
of the value of quality of lile and costs

their inevitable risks and errors. Nevertheless,

the systematization of currently [ragmented processes

of presently implicit decisions and actions i




systems approach to technology management. At the same time, Assistant
Secretary for Planning and Evaluation Henry Aaron had advised Secretary
Califano that his staff was preparing a decision memorandum on technology
management in the Department. As a result, the Office of the Assistant
Secretary for Planning and Evaluation (P), in collaboration with the Office

of the Assistant Secretary for Health (H), was asked to conduct a month-long
Phase I study of this issue. P and H staff met jointly with representatves of.
the Department's health agencies and asked them to produce, within ten 2ays,
reports of their agencies' technology-related activities. (See Appendix Tab 2
for the Agency Report Outline.) The resulting reports (Appendix Tabs 3
through 11) were analyed and compared with the Study Team's conceptual

framewocrk [or technology management to form the basis of this report.

Focus of the Phase I Study

The focus of this study is the development of a Departmental strategy for

ensuring that emerging or existing health technologies are systematically

evaluated and that results of those evaluations are linked to explicit actions --
using intervention mechanisms available to the Department -- to stimulate or
retard development; encourage/discourage/or place constraints on utilization;

or effect phase-out.

The Study Team examined current Deparmmental activities to discern (1) whether
there exists in the Department structures and processes for svstematicallvy
evaluating and acting tc influence the development and use of technologies, and
{2) whether technologies are in fact being systematically addressed. It was

concluded that neither was the case, The Team then developed a linked,

=8=




six-component conceptual design through which systematic action could occur,
compared current Departmental technology-related activities to that design,
identified deficiencies, and recommended remedial actions. It was recog-
nized that the Department's resources could not support such thorough
scrutiny of all the new, existing and developing health technologies (expert
estimates of which range from 8, 000 to 130, 000) and that many did not require
that level of attention. While the agencies would continue to address other
important technologies through development of their own analytic agendas, this
report proposes that the Department, through a broad-based, participatory
process, annually select a small number of high-priority technologies, and

subject them to an especially rigorous evaluation and action process.

The Study Team concluded that in order for such a system to operate effectively,
it should be managed by an office at the Department level whose functions would
include the following:

-- develops operational procedures in collaboration with DHEW agencies,
other Federal agencies (e.g., V4, DOD, OSTP, NASA, NSF) and cutside

parties at interest (e.g., academic health science centers, medical specialty

oups, providers, insurers, public interest groups, Institute of Medicine,
P

manufacturers);

-- manages the annual process related to high-priority technologies;

-- provides technical assistance to DHEW agencies in their management of
non-priority technologies (based on experience with the high-priority system and
targets of opportunity);

-- serves as a catalyst for formulating Departmental policies on technology
management issues;




-- functions as the Department's focal peint for (though not exclusive

agent of) liaison with other Federal agencies and outside parties at interest;

-~ functions as a "'switching point” for incoming inquiries related to health
technologies being addressed within the Department and [or Deparmmental inquiries

about related activities outside the Department;

-- monitors DHEW agencies' management of technologies on an ad hoc
basis to obtain feedback on agency-based techniques, and to identify gaps
and targets of opportunity for technical assistance or the need for [urther

conceptual development or formal evaluation.

Limitations of the Phase I Study

The Phase I study is not intended to result in a full-fledged prescription

for DHEW technology management, but to produce a conceptual {ramework
to be used as a foundation for designing such a system in the future.
Consequently, this report does not attempt to provide information on

(1) the technical abilities of the knowledge development agencies and their
staffs to conduct or sponsor the types of technical studies that need to be
applied; (2) the quality of such studies as are now being done; (3) the abilities
of the action agencies or their staffs to wield the intervention mechanisms

through which DHEW can impede or stimulate development or utilization

of a technolegy ; (4) the various options, with their pros and resolving

the deficiencies identified by the study team.

- 8-
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Important study limits were:

(1) information was limited to reports orepared bv the agencies within

ten davs; the Study Team had no time to do independent data gathering or

verification;

(2) activities within DHEW only were examined excluding significant and

relevant activities of such Federal agencies as the VA, DOD, NSF, NASA,
OSTP, and OTA, and such private entities as manufacturers, medical specialty
groups, academic health science centers, the Institute of Medicine, and
provider and consumer groups;

(3) analysis was restricted to programmatic and svstems aporoachs

w
w

and specifically did not consider 1

h organizational elements within DI
might be assigned such functions or the levels of any additional staffing or
funding that might be required;

(4) medical technologies or

were examined; thus, health care system

management, rehabilitation, mental health and environmenta

excluded as were researct
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Consequently, it is recommended that a Phase II study be promptly init

and that it focus on those aspects which will not be included in this fir

report. The dimensions of the Phase II study are described in Appendix

he technical terms used in tl

ab I). However,




(1) the technology system vs. "technology assessment'

This report [ocuses on a management process and a structure
(a system) for examining and influencing technologies as they move
from development into practice. The popular term "technology

assessment' refers only to one type of technical study that may be

applied to a given technology, and it is addressed as one part of

Section IV,

knowledge development agencies vs. action agencies

For the purpose of this report, the Study Team has come to view

agencies (or parts of agencies) as having as a primary orientation

either the develooment of knowledge about technologies (e.g,, NIH

or NCHSR) or the use of that knowledge to undergird or justify

actions taken to impede, promote, or otherwise set conditions on the
use of a technology (e.g., HSA or HCFA)., It is recognized that this
distinction is oversimplified -- most knowledge development agencies

have some action dimension (even if it is confined to publication of

information) and some action agencies have developed considerable

knowledge development capability (e.g. OPPR in HCFA), Subsequent

studies of management changes will need to weigh the desirability of
maintaining these duplicative and overlapping functions. The typing
of agencies' primary functions is useful for purposes of examining

missing or ineffective linkages and their costs.

A Note About Legislative Stens in the Process

Several legislative authorities will expire this Fiscal Year (e. g. NiH, BHPRD,
NCHSR, NCHS). The Study Team believes that no new legislative authority

=0 -




r the initial steps necessary t

1l interest in having the

Deparmnent move [orward on the matter.

prove desirable for such g




Medical tec frag-
mented and haphazard process into utilization in the health care system where they
ne a life of their o nrelated to proven efficacy
benefits. Similarly, the pro t logy development and transfer w
at least as fragmented and haphazard. Different types of technology
studies ars scattered throughout the Department, and there is no central clear-
inghouse to provide information about existing, new, and emerging medical
technologies. Moreover, study results [rom knowledge development agencies
are not linked systematically to action agency mechanisms to restrict or
stimulate transfer and utilization of t 1ologies, and no Deparmmental unit i

responsible [or addressing these issues comprehensivels

gnizing that the Department curr 1as neither a strategy for managing

medical technology nor an analytical paradigm upon which to develop such a
Team has designed a
1

conceptual




are needed o assure that

*decisions are made about their values and lim

The components of the proposed system and an analysis of what is aow being done,
as well as what is not being done, within each component constitute tha subsequent

sections of tt

Mounitoring and Scree i : proposes development of a technology infor

mation base, and a process for "coarse screening’ of health needs and existing

and developing technologies to be analyzed or tested.

Devslopment of an Analytic Agenda (Saction [ proposes a process of subjecting

technologies which pass the "coarse screen' to a fine screen resulting in approval

f an Annual Technology Analysis Agenda for the Department. [t also includes
decisions about what types of studies are to be conducted and their assignment to

appropriate agencies.

{ technical studies by

mat for policy and

Decisionmaking (Section VI): proposes development of a process for

departmental decisicns which lin with coordinated interventions to

restrain development or stimulate te

:nterveantion




MOMITORING AND SCREENING

‘What system i3 available to identify and catalog
existing and emavging technologies?

craanad

How could existing and emerging tachnologies be

scr
to determine which might warcant high priority scrutiny?

How can the Department identify and mounitor the heallh needs
in order to judge which proolems warvant nigh priority
scrutiny ?

Description of Monitoring and Screening Component

The Monitoring and Screening componzat identifies those technologies
which should be regarded as serious candidates for detailed study.

This componant consists of three 2lements. The first is a data base of
information about existing and emerging technologies, which sats the frst

rough boundaries on the range of tachnologies to be considered.

The second element is an inventory of the causes of health impair-
ments and disabilitles. This iaventory would not only rank the causes
of death for various age groups, but also array the causes of various

. levels of impairment sucn as inability to work or confinement to bed.
Information frowm the monitoring of health impairments would thus help
in selecting those technologies which deservs serious consideration for
intensive study. Information from the impairments inventory could

also help provide guidance for new tachnology development sfiorts.

The third element in the Monitoring and Screening componer
of criteria for "coarse scresning'' to identify specifically the tecanolo-
gies that are candidates for detailed study. The screeni

might be basaed on such factors as magnitude of the health problem to

L i
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which the technology addresses itself, the potential dollar and
social costs of the teciinology, prominence of problems conceraing the

utilization of an existing technology, or the urgency of safety concerns.

" After candidate technologies have been identified through the applica-

tion of ''coarse screening' criteria, they would mow= on to the phase
of Agenda-setting (See Section III) where they would be subjectad to
"fine screening' criteria to produce the Annual Analytic Agenda of

technologies which would actually be studied in detail.

Agancy Activities and Deficiencies

Monitoring and Screening of Technologies:

Analysis of the agencies' reports reveals that there [s curvently no
system to identify existing and developing technologies or t

provide the "coarse screea' to szalect candidate tachnologies to be
studied. Not only is there no catalog of such technologies, either in
or outside of the Department, but expert astimates of the total
mumber involved range widely from 8; 000 to 150, 000 major and

minor procedures and products. While none of the agencies has a
systematic monitoring and screening mechanism, four of them raport
activities which could contribute to the development of the needed

system.

NCHS reports that its 20 data systems include considerable macro
data on utilization and diffusion of selected existing medizal ‘ech-
nologies and that {t would be feasible to add to its ongoing surveys soms

questionnaire itemns about additional technologies. For e2xample,
NCHS can currently provide macro data which show increasss or

deccreases over time of different types of surgical procedures sucn
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as cardiac catheterization and hip arthroplasty. S3Similarly, the
annual hospital survey supported 5>y NCHS includes items which
enable the center to track the diffusion rate of such hospital-basad
technologies as open heart surgery units, radiocisotope facilities and

hemodialysis (Appendix Tab 9, pages 1-6).

FDA reports that it maintains a computerized system for post-market
surveillance of approved drugs. This system siores adverse drug reaction
reports received from manufacturers, hospi:éla. physicians, the

World Health Organization and other sources, including the literature., FDA

also has a system that lists approved drug products,

NIH reports that developing technclogies are under continuous surveil-
lance by the Institutes as part of their ongeing cycle of program plan-

ning, but this surveillance activity. is informal.

NCHSR reports that its intramural staff have devaloped a concept
design for an "ideal system' to identify, screen, track, and forecast
developing technologies, and that this concept design for a computer-
ized system has now been embodied in an RFP in order to have an out-
side contractor examine both its feasibility and its cost-effectveness.
The 3ystem (s designed to provide NCHSE with a systematic way of
identifying the universe of public and privately funded emerging tech-
nologies that should be candidates for its technology studies program
and, more particularly, to provide the base for determining the opti-

mal time at which to conduct these snudies--i.e., before th

o

elhe
nology is too far advanced to modify through public policy intervention

and yet sufficiently developad 350 that it is possible to obtain adequate

information about the technology and its potential applications. Since

-t =




it will taxe some time o demonstrate the feasibility of such a system,
the agency has also developed an interim informal approach for
identifying and setting prio-ities for the study of developing technol-

ogies.

Thus, it appears that considerable work is already under way to deter-
mine the feasibility of the systematic monitoring of developing tech-
nologies which might warrant serious study, but that comparable conceptual
work nas not been done for existing technologies. Such a mechanism needs
to be designed and tested for feasibility in the near future.

Monitoring and Screening of the Causes of Health Impairment:

Analysis of the agencies' reports reveals that the Department also

does not have a systematic inventory arraying the causes of health

impairments and disabilities which could be used as a basis for the
selection of high priority technologies for study. Nevertheless,
there is considerable activity in the collection of mortality and
morbidity data, and agency efforts in these areas could provide the

foundation for an expanded monitoring program.

NCHS reports that it is collecting a large volume of data concerning
the causes of death and, through survey questionnaires, data on
the causes of illness as well. NIH, CDC, and HCFA are also collect-

ing information on the inci and prevalence of disorders which

v produce, For
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exampla, one would want to imow how many fenple with haart

disease are symptomatic but working, how many are unabla to work
out ambulatory, and how many are so incapacitated that they ave
confined to bed. Detsrmining the true "cost" of 2 disorder, and thus
value of a technology to allaviate it, depends o soma axient on !tow-
ing these impairment levels, and not simply the brutz causes of death

or illness. The morbidity and mortality data currvently being collectad

NCHS, NIH, CDC, and HCFA can serve as the basis for a mora syste-

matic inveatory and array of the causes of impairmeat lavels., Such a
mechanism for systematically collecting, analyzing, arraying, and
displaying the causes of health impairments n=eds o be developed
since it, together with the system for monitoring the technologi=
themselves, constitutas the front end of a systematic Depastmental
approach to technology management. Without such a systam, itis
quite possible that the most critical technologies will be overlookad,
or that the limited funds available will be invastad {n the study of

lower - priority technologies.

Recommendad Approaches

It is recommaendad that the Department determine the f2asibility and

cost-effectiveness of devealoping within one or more of the agenciss,

a system to: (a) identify and monitor technologies; (b) inventory and monitor
the causes of health impairments; and (c) sereen

developing technologies to selact candidates for intansive

system should be capable of serviag both the knowladge deralopment

and the action ageacies of the Department.

possible to desizn and launch such a system ir
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OI. THE ANALYTIC AGENDA

- How are the highest priority technologies selected for scrutiny from
among the pool of candidate technologies?

- How can a better balance be stru
action agencies and the researci
agencies?

i between the information needs of the
r f the xnowledge development

5
-
"
"
o
-
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- How can it be assured that those agencies capable of conducting the needed
studies will apply them to the priority technologies in a timely manner ?

A. Description of the Analytic Agenda Component

This component comprises the annual preparation of a Tecnnology Analysis
Agenda which reflects the Department's priority needs for technical information
about existing, new, and emerging tazchnologies. Managed at the Department
level, the collaborative agenda-building process includes agency staff, repres-

entatives of other Federal agencies, and outside parties-at-interest.

The process of developing the analytic agenda serves as a 'fine screen'' which sub-
jects the list of candidate technologies (identified earlier through the Monitoring
and Screening component) to a more salective set of criteria suci as the resources

and skills of the knowledge development agencies, the information needs of the

action agencies, the researchability of the problem, and the iime constraints.

For each technology that passes through the {ine screen, the process also
determines what types of studies are most appropriate to the technology to be
studied, which agencies will be responsibla for conducting the studies, and
which potential users are likely to be most interested in implementing the study
results. The Agecda formalizes the Department’s intent to carry out 15-29 nigh

oriority studies per year, but does not replace the development of an

by the individual agencies. Afier the Aganda is aporoved by

designate, the Departmentally-assigned studies lorm the cors and first priority

of the analytic responsibilities of the agencies.

-5 =
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ANALYSIS AND TESTING

== What types of technical studies should be used to examine
technologies?

== Does the Departmen: currently conduct such studies, and
where is improvement required?

A. Description of the Analysis and Testing Component

The Analysis and Testing component develops technical information and data about
existing, new, and developing medical technologies, This information will include that

which is now unknown, as well as the validation or refutation of what is believed.

In the preceding component (setting the Analytic Agenda), the Secretary, or his
designee, would decide which types of technical studies should be applied to given
technologies, and would assign responsibility for their conduct to certain agencies.

Different types of studies are employed to address the diverse questions germane

to different medical technologies. Classes of studies conducted are:

efficacy and safety

cost-benefit or cost-effectiveness
standards development

comprehensive technology assessment

cross-cutting and methodological

Each type of study is designed to provide information about a diffe

technology; each is conducted using different methods and analytic tools; and each

type requires difierent combinations of sk disciplines and resources.

B. Agency Activities and Deficiencies

The one month time constraint limits this t to: (1) specifying whether or not such

ancies and the Soudy




87

Team perceive as the problems associated ‘vith their conduct. Indspendent judgments
about the availability of resources and the guality of studies or staffs could not be made

without on-site avaluation. Problems include the following:

Agencies doing the analysis and testing are saldom linked a2ffectively to

action agencies. As a result, questioas of interest to action agencies

are usually not incorporated into the study designs;

Action agencies freguently do ot have the time or experiise to overcome
chronic state-of-the-art limitations that compromise the quality of the
studies they undertake themselves. Hence, they hesitate to implement

the results of studies they sponsor;

Similar types of studies are conducted or sponsored in several agencies, but
a "eritical mass'" of skills are not necessarily assembled in one place

to conduct or sponsor such studies.

Current limitations of the state of the art of analysis and testing tech-
niques pose barriers to obtaining definitive answers to many questions

(e.g., health outcomes, long term risks).

fficacv and Safety Testing

Efficacy and safety studies are conducted to obtain evidence about the medical use-
fulness and risks of drugs, devices and procedures. Sincs aeither eificacy nor
safety measures are absolute, these studies weigh probable health benefits against
probable risks. Agency reports indicate a strong base for the conduct of eflicacy

and safety studies, particularly of new drugs and medical devices:
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FDA avaluates the results of drug and dawvica

manufacturers. In addition, it has a small intramural program to evaluate

performance of such technologies as radiological equipm

pacemakers, and intraocular lens2s. The agency is required b
determine the safety and efficacy of new drugs and devices bef

are marketed; and

CDC atteation is mainly on tuberculosis and VD therapies. These include

both testing and epidemiologic studies of effic eness.

The major deficiency identified by the Study Team is that the vast majority of the
efficacy and safety studies are focused on new or developing technologies. Rarely are
studies conducted on existing technologies to determine if they are outs

effective or safe as generally believed (except when they are used as controls in
testing developing technologies). This deficiency is parti

medical and surgical procedures.

These primarily economic analytic tools are employed to (1) zr
costs relative to the economic value of benefits (CBA), and (2) com
alternative ways of achieving a given level of effecti

effectiveness when a given cost is invested through alternative ap;

Agency reports suggest that little of this kind -of analy
7 P g8 3

HCFA's

involved i




accident pr tion, but Altself isn drrently coaducting such studies.

NIH reported small
expresses ihe
opinion that such studies are more app-opriately the responsibility of

other DHEW agencies.

CDC reports studies on costs and effectiveness of different venereal
disease tests, screening techniques, and treatment schedules,
CBAs and CEAs are highly technical, specialize hniques that should »e con-

ducted by persoanel trained in quantitative and economic analysis, Considerably

less is known about their reliability and methodological pitfalls than risk benefit._ _

studies. Thus, they should be located in an edvironment where staif can collabor=
atively address state-of-the-art problems, and where a "critical mass” of experi-
ence and knowledge can collegially sustain a high quality initiative. This objective
suggests the centralization of such activities rather than their partition among

several biomedical or health sarvices research-oriented agencies.

Develooment of

Standards development activities usually proceed from a base of technical information
developed through one or more of the previously described types of testing and
analyses. But the analysis and synthesis of that information creates new inf matioa
that justifies the categorization of standards development as a class of studies.
FDA sets standards for the quali f 3 sty of drugs and devices
considared for market approval;
develops medical necessity, quality, and appropriatenass standar
to guid: PSROs in their local review activities, e.g., the agencv awardsd
contracts totalling 5l.

velop sample criteria and standard
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alization and appropriateness for use of a variety of procedures,

and drugs; and

BHPRD develops standards for access, supply and distribution (through
the National Health Planning Guidelines) to assist State and local health

planning bodies.

A major problem cited by nearly every agency developing or using standards is
the need to implement and/or update viable standards as quickly as possible and
the inadequacy of the technical knowledge base for doing this. It is in large part
this mismatch between the important need and the lack of available data which

makes this area of analysis particularly deserving of attentioa.

Moreover, the absence of linkages between agencies responsible for standards
development and other knowledge development agencies means that the data necessary

to undergird standards development is not being produced; the methodology for trans-

ferring technical data into standards is weak and the process for doing so superficial.

As a result, the standards evolved are more normatively than empirically based. In
part, this state of affairs can be attributed to recent pressures to produce muiltinle
standards for PSROs and HSAs without delay. However, these shortcomings will not
be overcome without a far more integrated procass that recognizes the nead for
continuous updating in response to new data, increasad study eiforis including
methodology, and increased realism about the current limitations of the state-of-

the-art.

Compr=hensive Tachnology Assessment

Comprehensive technology ass2ssments examine holistically the potential future
consequences of new or emerging technologzies on such societal svstems as the
economy, the physical environment, the law, instit

broad social fabric. Thess interdisciplinary assessments scrutinize what the

A
b
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proposed technologzy is ve, whether those achievements are
socially desirable, who might benefit or lose from the achievement, what
unintended consequences are likely, and what policy options are available to
either avert side effects or to prepare more eifectively for the unintended social

change likely to be triggered by the new t f. Currently, there are

isolated instances of examinations of discrete societal areas:

=~ economic impacts have been examined by NIH, FDA and NCHSR. (For
example, FDA examined the cost to manufacturers and consumers aof
complying with new performance standards of X-ray machines);

== behavioral aspects of venereal diseas2 carriers and treatmen:s have been
studied by CDC;

== 2nvironmental impact assessments have been conducted by NIH (on Recom-

binant DNA Molecule research) and FDA (on radiation technology); and

== societal impact has bean examined in three NIH studies. The study on
the totally implantable artificial heart is considered a forerunner of
comprehensive technology assessment despite its small scale because it
involved a multidisciplinary team which analyzed a broad range of societal

implicaticns of the device.

No agencies are currently conducting comprehensive technology assessments. This
deficiency should be remedied in light of the inereasing recognitioa that societal im-
pacts of some technologies may be more profound than their direct sconomic cost.
Lack of technical knowledge, resources, and a mandate for such analysis have

apparently precluded its development, although 1 year NCHSR examined the

o

feasibility and utility of such studies !see Part D of this section) and NIE has

considered "preliminary” impact assessments as part of its "consansus uilding”

strategy (see Section V-D),
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Methodological and Cross-Cutting Studies

These studies are typically undertaken to provide ! ormation to the

agency or to overcome state-of-the-art research limitations. Agency-reported

activities of this type include:

-= case studies of technology adoption and diffusion by HRA and NCHSR;

-= use of computers for biomedical information transfer by NIH;

== development of models for assessing the quality, safety and parformance

of drugs, devices and Siologics by FDA;

-= identification of new technologies and their implications §

r manpower,

operating costs and capital expenditures by BHFRD;

-- development of models to predict treatment outcomes, control measures,

and prevalence of venereal dis2ase by CDC; and

== development of a model to ‘orecast net social value of dantal «

P
by
»
w

prevention procedures by NIH.

No significant work is being done to relate magnitude and seriousness of health

problems to absent or lagging technology ent and allocation of R&D

ievelopm
resources. For example, heart disease is by {ar the leading causs of death, but

it commands approximately 10 percent of the R&4D allocations. Very little theoretical

work is being done on adoption and diffusion of medical technologies and this is

particularly !mportant since comparable studies in other te




C. Recommend

It is recom

nded that:

re should be a2 new pilot program initiative ¢

cost-effectiveness analyses an

technology assessment. Both

years to determine their reliability and utility to the health system and

other relevant societal systems;

-= increased attention should be

icacy and safety

of exi surgieal procedures;

ng technologi

== increased emphasis is needed on methodological

tc improve the

reliability

of technology-based analysis and testing.
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"Thus, for example, a micro asssssment condu
computer12°d EKG is likely o result in a judgm k

is a straight forward technology whicn raises no significant
societal questions and the appropriate follow-up study migh
be a cos-‘,-e:‘fectweness study. On the other hand, a similar
assessment conducted on a nuclear powered heart is lixely
to reveal that it raises profound questions about the
environmental radiaticn impacts, the psycho-social sida-
effects, the ethics of allocation, the dollar costs, the
technical feasibility, and political-legal problems for which
a full scale follow-up assessment is warranted.

The proposal for a pilot program has sbvious advantages: it would provide the
Department with a needed capability which is now absent, and it fits into

the mission of NCESR. There are also negative aspects: significant dollar costs
are involved, and there may be overlaps in function between this proposal and
NIH's OMAR proposal (see Section V). There was insuificient time to evaluate
this proposal or develop alternative options for institutionalizing comprehensive
technology assessment. We recommend that this be done in Phase II. If

Phase II takes an extended period of time, however, we then recommend <hat

a decision papar be prepared on the NCHSR and NIH proposals.

_35.




REVIEW AND SYNTHESIS

How can the Depariment collect and reduce to a useable form the
technical information needed to make Departmental decisioas
regarding a technology?

How can the Department ‘acilitate the flow of technolozy-related
technical information to those outside the Department who affec:
and are affected by medical technologies?

A, Description of the Review and Synthesis Comoonent

DHEW decisionmakers and other users are unable to effectively locate and use much
of the new and existing information about technologies because they are unaware af
its existence; it is not in a form understandable to them: or they lack the resources

to integrate such information and 5ring it to bear in a timely manner,

This component is designed to review and synthesize (1) reports generated during
the preceeding analysis and testing stage, (2) other reperts and technical information,
and (3) advice and recommendations from various parties-at-interes: (such as

manufacturers, providers, physicians, and consumers). The resulting syntheses

are (i) presented !0 the Secretary (if they deal with a high priority technology) or

other Departmental decisionmakers in a form suitable for making reimbursement,

standard-setting, R&D funding, and other decisions that promote ar

collaborative and consistent responses to technologies. The Depariment-level
technology management unit would stimulate and coordinate the review and synthesis
process for high-priority technologies, and provide technical assistance to the

ageacies 0 promote improvement in their handling of lower priority technologzies.

B. Agency Activities and Deficienci

The agency reports indicate an increasing awareness of the nsed for struciured review
5 J E

and synthesis, but it is clear that additional emphasis and new initiatives are naeded.
b P

-3/.
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study findings and a potential {eedback agent to fror 1d.of a technology manage-~
ment process (by articulating the nead for studies and identily D technologies
which should be developed for more elfective medical practics).

interested in a more structured approach to review and

cost-oenefit and cost-effectiveness studies. HCZFA would lik= this syath

information channeled to the PSROs {or use in their reviews of medical nacessity,
quality, and appropriateness of those health sarvices funded by lledicare, Medicaid,

and the Maternal and Child Health programs.

In addition to these agency-based problems, there are a

deficiencies. Within DHEW, very few inter-agency ag

findings are transierred {rom the ageacy conductiing the

use the findings. In genersal, there is no mechanism for

of bulky scientific and technical information into a form

or for ultimate users such as providers and consumers. This deflicien
consequences for the Department. If the results of a dy
decisionmakers and other users, much of cost of conduc
Department decisions may be delayed or made wi

is, in fact, available; studies may be started whi

conducted efforts; and medical practice may

C. Recommended Aoproaches

It {3 recommended that a Departmen
coordinate the following: 1) agency-based *
2) translation of technical material into poli
into understandable form

sults to relevant parties.




T Provosal {or an Office for Medical Avolications of Research

NIH proposes to establish a capability in each Institute for reaching 3 "techaical
consensus’' on specific medical technologies or dis2ase areas. Consensus-building
involves: 1) identifying and evaluating new information on a technology, 2) reaching
technical consensus on the validity and significance of research findings and on their
readiness for wide clinical use, 3) preliminarily assessing non-medical implications,
and 4) producing recommendations in a form for ready acceptance and application by
the health care community, Central support and coordination would be provided by
an Office for Medical Applications of Research (OMAR) iz the Otfice of the Director
of NIH. The proposal has both positive and negative aspects: For example, it would
complement a Department-level review and synthesis function, and is aimed at an
area in critical need of improvement. On the other hand, NIH does not specify what
criteria are to be used in selecting techaologies for examination; significant dollar
cOsts are involved; and the preliminary impact assessments appear to duplicate

proposed ac ies of NCHSR (see Section [V, Part D).

in Section IX of tt k mends a follow-up (or Phase [I)
study r

cies that have been identified, We believe NIH's OMAR proposal (and the NCHSR

proposal) should be evaluated in the context of an array of alternative approaches to

overcoming these deficiencies. If it should be decided, however, that the Phase II

study should take place over an extended pericd, we recommend that these two

proposals be presented to the Secretary as decision papers. While approval of

proposals would limit future alternatives, continued absence of the capabilities ;
#cts on the Department's interes: in impro

logy-based activities.
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Medicare obtains reimbursement guidarce from the

of Quality Standards through working staff contacts., The

dations appear to have been generated in an ad 20c manner which
failed to assure that useful complementary actions are employed

by other arms of the Department. (This is expected to improve under
the PHS reorganization and the establishment of the Office of Health

Practice Assessment which is now working on an improved arocass.)

HRA's Bureau of Health Planning and Resourcas Development
developed technical ‘standards and criteria monographs relating

to 16 technologies as guidance for health planninz agencies. While
these monographs are available through NTIS, "There has been no
final determination as to the value of the monographs (and) they

have not been endorsad..." In addition, although case studies
have been developed under contract for eight other technolozies, ouly
one has been released (in response to high demand) and it has

received no endorsament.

PSRO: '"Unfortunately, (efficacy/outcome information on medical

technologies) is generally not available, and the more difficult and

time consuming approach of attempting to get a (standard-setting)

consensus based on practice sxperience must be usad.' "From
the parspactive of (HCFA's Health Standards and Quality Bureau),
decisions on results of technology as ment research are not

systematically occur

feeding decisions i




103

The Study Team believes that there needs to be a visible

making process which converts the weight of technical information ani expert opinion
into broadly coordinated interventions which affect the gensration, adoption, diffusion,
or phase-out of technologies, For high-priority technologies, such decisions should be
mad#2 by the Secretary or his designee to lend the influence of his orfice to agencies’
commitments o take indicated actions, and to promote collaboration by other Federal

and key non-Federal eatities,

C. Recommended Aporoach

It is recommended that one of the primary functional responsibilit: 0% a Department-
level unit be to assure that (1) Secretarial decisions on high-pricrity technologies

are implemeated; (2) relevant decisions of one agency are consistent with those of
another; (3) agency decisions take into consideration potential for collaboration with

other Fedaral agencies and non-Federal entities; and (4) that agency decisions are

consistent with Departmental policies or are used as triggering devices for formulating

new policies,

It is also recommencded that the Department level unit should monitor agency based
decisionmaking processes on an ad hoc basis %0 promote coordinated and zon-

sistent cecisionmaking.
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reimbursad by third party payesrs, and many consumers ars coverad Dy losur-

ance programs whacz all or a past of the pramium is pald by their em loyar.

niled (ncentive machanisms. The Depar-

Basically, thesa factors operale as uncor
ment srasantly is taking initiatives, including legislative action now pending, to deal

with problems resulting from thesa [actors.

RECULATORY MECHANISMS

A. Description of Componant

There ars {ive specific regulatory controls employed by the Dapartment:
2 3 b ;

(1) Market Apnroval/Disaporoval

FDA approves or disapproves the iatroduction of drugs and madical devices into the
markatplace basad upcn a determination of the efficacy and safety of the tzchnalogy.
FDA #4230 may issue conditional aporovals which restrict whece and 10w the tachnol-
ogy =an be usad, and may recall technologies on ihe basis of subsaguent adverse

information.

(2) Certificate of Nead/3action 1122

Certificata of Nerd (CoN) and Section 1122 require the review and approval of 3peci-
fied capital expenditures and propossd chang2s ia health sarvices. States implamant
thesa mechanisms wita Laput from local health planning agencies and in accordance
with minimum regulations established at the Fedaral leval by BEPRD. CoN ragu-

latory authority and practices vary across the States. Only one State has neither,

anniag will hava to be considerad

by local health planniag agaacies in developing their placs, andia conducting

priatenass saviews and the review of pragosed sacvic

ragalatory machanism, the guiielines will affect dec

- 7=
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through their expression o

an the apnrooriate s

and distrivution of health resourcas.

Profassional Standards Review, conducted by local Profassional Standards Review

Organizations (PSROs), determines the nacessity,

" health sarvices {and, therefors, me
Medicaid and tae Matarnal and Child Health Program.
irom the Health Standards and Quality Bursau within HC
of norms, criieria and standards but may adapt *hese to lo

203 PSRO araas, thera are 52 at the planning stage

have conceatratad their initial activities on the usz of 3

(3) R

Reimbursement mechanisms smployad by
Pay

the aporoval

or disapproval of reimbursemen: under

HCFA makeas such determinations,

reimbus

blems reportad

ipheraut in the ragulatory mechanism

deficisncies, notably




also reportad that FD&

irtaer |

draft Natisnal Guide

siders
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Without the authority to control the acquisition of technologies outside health cars

gie
{acilities, local and Siate planning ageaci2s caanot, in our opinion, effactvely olan

and regulate the health care deslivery sysism for which they ara ra2sponsibla.

The action agancias identified the lack of technizal cons2nsus about :mergiag and
existing technologies as a major analytic problem o their ragulation. Althouzgh
BHPRD has developed monographs addressing 16 health sarvices and has a con-
fractor worling on a series of case studies describing specific technologies, neither of
of thesa afiorts rasulted (o specific standards ‘hat planning agenciss could usa for
decisionmaking under CoWN and Section 1122 becausa of lack of consansus. HCFA
also reported the lack of technical conseasus as a major problem in the devalonmant
of model sets of standards for PSRO's to use in reimbursement decisions and quality
assurance. The racently issued Naltional Guidelines astablished quantitative stan-
dards which (when i3sued in final form) must He considerad 5y health planniag
agencies. These may contribute to a movement ‘owards consensus about medizal
technologiss and assist in the development of standards on which to basa CoN and

Section 1122 approval.

The scarcity of data about existing tachnolaogies was identified 9y the agencias as a

factor contributing to the difficully of reaching consznsus. Infommnation was ceported

to be urgently needed for State and local nealth planning decisions and for PSROs.

The inadequacy of the existing '“‘nowledge base and the lack of dissemination of re-
szarch flndings also warz cited by BHPRD, HCFA, and OQ35 13 major impadiments to

the development of standards.

HCFA idantified a need for mor: comprehansive raviaw of.aew tachnologias ia

order o assist la the pmant of Medizars imbursament pol 3. In addizion,
HCFA reporied that addirional reseas

particular tachnologies is nzeded to assist PSROs and raimburizmant mechaisms in

the development of standards-for-uss and thus the sstablishment of payment policias.

- -
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Lastly, it should be noted that, while the Study Team agrees with the action agencies
about the need [or a more structured approach to obtaining technical information about
medical technologies, we are in no position to comment on the 2xtent 0 which the
current lack of this information affects their performance, since svaluation of

their performance and productivity is beyond the scope of this Phase ! inquiry,

TRANSFER AND/OR PHASE-OUT MECHANISMS

A, Description of Component

There are five specific types of mechanisms employed by the Department to stimulate
the transfer or diffusion ol a desirable technology and/or to phase-out an outmoded

or unsafe technology:

o Demonstrations

o Information dissemination
e Professional education

o Consumer education

o Patent and licensing policy

Demonstration projects are undertaken primarily to obtain information from which
the future course of development and application of a technology can be determined,
Demcnstration projects also nave the potential for directly stimulating or arre ting

the diffusion of the technology.

Information dissemination and professional and consumer education activities, which

are often interrelated, are intended to influence the decisionmas

g of practitioners,
other health professionals, researchers and consumers on the use of medical tach-

nologies. This is accomplished bv using such media a3

1als, pamprlets,
professional meetings, and conferences !o inform these parsies about the imporzant

positive and negative aspects of technology.

-yl
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Similarly, patent and licensing policy may be used to encourage

introduction, diffusion or application of drugs and dev

support.

B. Agency :

The agencies' reports overa

systematically transfer technologies, and virtually no use to curtail or phase out

outmoded or inelfficacious technologies,

NIH, however, reported substantial and increasing a in the dissemination

of information, phvsician and consumer educati

example, NIH established a Task Force on Ca
of the Director to recommend steps to improve the dissemination of information

to health professionals and the general public. The various Ins

a variety of meetings for biomedical researchers and medical practitioners; publish

journals, monographs, bibliographies and pamphle

write a monthly section for

f the American Medical Association deal

gies relevant to medical practice; prod.

Ce radio and

conduct seminars for scientific writers; and cperate

ngnouse

isease categories (e,

NIH also undertakes the majo
The NHLBI and NCI, in particular, are required !

demonstrations

been established throughout the co

de continue

of Medicine is able o pr
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in this repos: (e.g.. the Medizal Practice Iaformation Demonatiraiion Pra
the Depas:maeni-laval Revizw and Synthesis component described in Saction IV)

could aid in resolving these lnformation and sducation proulzms.

NTH, nowvevsr, cepocted that any further lavolrement ‘n profassional education aight
be inappropriate or infeasible. Since NIH cuvrsatly is the most active agency ia this
ar=u, it appears unlikely that substantial improvaments in proi2ssional sducation

will take place without a new locus for such activity.elsewhecs i the Deparstment.

Thers was no #iplicit requast (n the Ageacy Report Form lor tnformation on patent
and licensing policias or activities. Agency reporis, ' ara, srovided no hasis
for discussion of thes: mechanisms. Ths Study Teamn is awars2, howavar, fhat the
Department has not articulated a policy which racogaizes the dual use that patanal
and lizensing policy can perform ln encouragiag or iiscouraging {anovations

resulting from DHEW -funded R&D.

PRE-MARKET INCENTIVE AND/CR DISINCENTIVE MECHANISMS

A. Description of Component

The allocation of R&D resources is an effective means for directly affecting technol-

ogy development. Pre-market mechanisms can be usad to stimulate, retard or

redirect technology development. Decisions on the type and amount of R&D resources
to be applied in any given area would be based, for example, on criteria such as the
overall mission of the Depar=ment, the nature of the problem, the importance of

the problem, targets of opporiunity, and the availability of funds.

B. Agencv Activities and Deficiencies

Agencies reported no conscious or {ormal use of R&D resour allocaiion policies

-4)-
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as pre-market incentive or disincentive mechanisms. Such policies, however, are

de facto control mechanisms, which reflect major judgmen:s about health needs. and
national priorities. The problem f{or the Department is that the agencies simply
do not review allocation of R&D as an intervention mechanism sven though the Agency

Report Outline explicitly labeled it that way.

This gap in the agencies' perception and planning is particularly striking since it
occurs despite the recent barrage of criticism of DHEW [or overemphasis of
what Dr. Lewis Thomas has termed "halfway technologies" such as renal
dialysis which is palliative , and underemphasis of technologies such as vaccina-

tions which are preventive, or nutrient therapy which is curative.

It indicates that one of the Department's most powerful intervention mechanisms

is not being employed to manage technology =ffectively,

MARKET INCENTIVE MECHANISMS

A, Descriotion of Component

Market incentive mechanisms are intended to encourage privates corporations to
develop and commercialize medical technologies which meet a unique public need
but which lack a sufficiently attractive market irom the perspective of the industry.
Such mechanisms include:

o Development subsidies

o Tax subsidies

o Market aggregation

Development subsidies essentially are direct payment schemes 5y which all or a

part of the costs to take a technology from the "breadboard” or prozotype modeal ‘o the

production stage are paid by the Government.
Tax subsidies basically are indirect reimbussement schemes by which all or a

=59 -
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tablishm ant of policias,

payears and Ma<izaid programs zan not be zompalles
£ :I.. k-] 13

AMecizare, lurther 2oorilldation batwesa pays

incraase the likelihood of 3 consistant approach to the regilation of sachnol-

g

ogias through reimbursement.

o The acquisition of technologies by private physicians and other ambulatory
care {acilities be subjact !0 the same CoN and Saction 1122 review and

approval as other prospective purchasers.

Current information disseminazion and prafassisnal and cousumar 2ducation
activities be evaluatad from the standooint of their output (e. 2., quality
of informa‘ion disseminatad and raieavancy of subj2cts covarad), and

their impact on the tarzat audiences (e.g., consu

A aew locus for arofassional aducation be devalopad fo consdinats :
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(1) A "tabula rasa" aporoach is the most [ree form (but it might be considered

politically naive). It would assume no constraints on shifting existing institu-
tional capabilities or responsibilities, and would thus be unfettered in devel-
oping a set of jurisdictional assignments, component linkages, etc, The

agencies' roles would then be reformed around the new responsibilit

(2) An "organizational-change-on-the-margin'' aooroach would adhere to

legislated missions, existing professional skills, experience, and so forth,
and would design options that fit around existing arrangements and propose
marginal changes in the agencies. It is the least disruptive and quickest

approach, though the one most likely to be compromised by agency momentum.

The Study Team has concluded that elements of each will be required: marginal
change where agencies have demonstrated competence (e.g., efficacy and safety
testing of drugs and devices; implementation of certain action mechanisms), and
totally new development of such components as agenda-setting, monitoring and

screening, review and synthesis, and technology transfer mechanisms.

This month-long Phase [ study did not include independent assessments of agency
performance or stafl capabilities. To advance organizationzl change alternatives that
attempt to overcome current agency deficiencies and, at the same rime, take best
advantage ol existing capabilities would therefore overstep the Study Team's know-

"ledge base. The Team believes it would be more appropriate to assign precisely

this responsibility to a Phase II study as recommended in Section L.

B. llanagement of the Prooosed Tachnologr Svstem

Does the proposed system require direct management or can i's cperation be left
to the participating agencies? Deparmmental systems process requiremants (lixe the
annual evaluation agenda or the forward plan) typically assume a very low priority

- d
-y -




for ager

cies which are constantl

bilities. In addition, institutional histories, [ragmenting constituent pressures,

interagency te

ritoriality, etc. create centril

apart and frustrate even such simple goals as information exchange. Where they do

interact, their understandable jockeying for bureaucratic advantage siphons energy

away from the enterprise. For these reasons, the alterna of laaving the
management of the proposed technology system to a joint undertaking of the agencies

is not presented. for consideration.

The Study Team has concluded that there is a need for establishment =f a new
te chnology management unit, and that such a unit should be located at the
Department level. The functions of this unit (as shown in figure 3) might
include system development, management, coordination, technical assistance,

policy development, monitoring and evaluation, liaison, and information clear-

inghouse. T

e following are illustrative examples of the unit's activities; they
would be more precisely defined by the Special Project Manager's decision

lating to unit location and resources, and by the

of goals, functions and priorities.

would initially focus on

fing opera-

cn to the conceptual [ramework, and on guiding the developmental
“activities related to integrating the six-componént system with Departmental
structures and processes. Examples of the unit's developmental activities

would include:

== determination of the feasibility and ¢

developing a system o (a) ider

technologies; (b) inventory

(c) screen the existing and

candidates [or intensive study;
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== in collaboration with the agencies, deflinition of the leadership,
ccordination and technical functions through which the agencies
would participate in the tachnoloyy management system and the
six-component process;
development of a process through which the Department can collaborate
on technology management proolems with other relevant Federal
Departments (e.g., VA, DoD, NASA, NSF, OSTF) and the private
sector parties at interest (e.g., health insurers, p.rcvidex's.
technology developers, Institute of Medicine, academic institutions,
medical specialty groups and public/consumer interest groups);

-~ preparation of a timetable for the annual technology agenda cycle.

These system development activities would be undergirded by information obtained
from the Phase II study which is initiated by the Special Project Manager and
transfer-ed to the technology management unit staff as soon as they are appointed.
As shown in Appendix Tab 13, the Phase 1I study would be structured so that the
tasks that provide technical data and information needed [or the system development

activities are "front-ended", thereby giving the new unit's stail a major head star:.

MANAGEMENT OF HIGH-PRIORITY TECHNQOLOGIES - In the operation of the

six-component system for addressing selected high-priority technologies, the
unit would maintain timetables, convene or coordinate convocation of DHEW

agencies and extra-Departmental participation, monitor and report progress, etc.

-- Monitoring and Screening: oversee generation of 2 list of

"coarse screened” candidate technologies and health problems;
-- Agenda-setting: in collaboration with the agencies and outside

parties at interest, convene expert judgment to "fine screen’ the

choice of candidate technologies; prepare an Arnual Technolegy
Analysis Agenda proposal that recommends to the Secretary the

=37 =

28700 O =78 = 0
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high priority technologies to be studied, the ¢

to be performed and by which agencies, the schedule for their
completion, etc.; advise relevant partes of Secratarial
decisions;

Analysis and Testing: while the agency assigned to conduct a
study will be responsible for the technical design, the unit
will, where necessary, coordinate inter-agency partici

study design; it will monitor timetables of the studias and act
as an information clearinghouse on studies'

for potential extra-Departmental users;

Review and Synthesis: scheduling, monitoring, and providing
technical assistance to the agencylies) responsibla for preparing
user oriented syntheses of high prioritv studies and other

relevant information and data;

Decisionmaking: prepare (in collaboration with both action and

knowledge devzlooment agency staffs) 2 decision memo for the
-1 . =2 J

Secretary recommending a conclusion based upon the weight of

technical [indings and judgment, and a series
Steps to convert that conclusion into poli
following the Secretarial decisions, communicate decisions to relevant

parties;

Intervention: monitor and periodically resor: on
toward effecting implementa

ch 8, professi

facilizate liaison with parsies at i

to encourage complementary a
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Where needed, the unit would help design linkages
between action and knowledge development agencies to {acilitate
exchange of information needs, technical findings, etc. for those

technologies not a part of the annual high-priorit rocCess.
g k X

-- Technical Assistance: The unit would respond to requests from

the agencies [or technical assistance in the cpération of their
internal technology management systems; it would advise agencias
of the lessons learned (both positive and negative) from the
operation of the high-priority system; it would request technical
assistance from the agencies or from outside the Department
relating to continuous refinement of the Department's technology
management system; and it would provide technical assistance

to other Federal and non-Federal parties on their technology

management interesis.

-= Pglicv: The unit would function as a catalyst and Dep

renent

focal point for the development and reiinement of policies
relating to technology management, and would participate in
preparation of legislative, budget, and management proposals

to implement those policies.

-6/=
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-= Liaison: The unit would [unction as the Department's {ocal point for
{though not the exclusive agent of) liaison with outside parties and
agencies with which to link our technology management activizies;
to develop collaborative working relationships through which to
facilitate joint action on specific technologies; to monitor other
agencies' research and technology management activities and relate
them to the Department's activities; to explore cpportunities for
interagency agreements and joint funding; to participate in

improving the evolving state-ol-the-art of technology management,

== Clearinghouse: Depending upon the capacity, location(s) and
structure of the monitoring and screening component, the unit

might take on "switching point” activities for incoming inquiries

related to health technologies being addressed within the Department

and [or inquiries within the Department relating to other Federal

or non-Feaderal health technology-related activities.

Several alternatives for the organizational locus suggest themselves: OASH (given
the health orientaticn of this initiative) in {ts program unit, its policy unit, its
special health initiatives office, or, because of i‘s signal importance, in the Assistant

+ Secretary's immediate office; OASPE i considering extending the system to educational
technology, telecommunications policy, etc.; or some direct stafl arm of the Secretary
or Under Secretary. The scope of this study does not permit evaluation of these and
other aiternatives. The Special Project Manager's 43-day analysis (see Secion X) of
the unit's location, staffing, authorites, ete., should make a recommaendation {rom

among an evaluated set of cptions,
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C. Recommended Aoproacn

It is recommended that the Department adopt in principle both the technology

system as outlined and the emplacement of a Deparmment-level tachnology
management unit; and that further definition of the unit be sougnt through a
Decision Memo (43 days) and refinement of the system through a Phase II

Implementation Study (6 months).

—-—bF -




APPENDLX 1: GLOSSARY

DICAL TECHNCLOGIES: The drugs, devices, medical and surgical procedures
used in medical care. Some definitions of this term include the organizational and
Supportive systems within which such care is deliversd, For this study, however,

only the former -definition is used.

. KNOWLEDGE-DEVELOPMENT AGENCIES: Those agencies in the Department whose

primary mission is the development of knowledge reslating to health or health care.
These agencies conduct or sponsor analysis and testing activities. While their
primary mission is knowledge development, they may have some significant action

functions.

ACTION AGENCIES: Those agencies in the Cepartment whose primary mission is
——— ey
the administration of programs which can affect the development, d usion, or utili-

zation of medical technologies. These agencies manage the [ntervention Mechanisms.

They may however, have some knowledge-development capavilities and functions,

EFFICACY: Potential benefit from a medical technology applied for a given medical
problem to individuals in a defined populati Efficacy is sometimes used to refer

to benefit under ideal conditions of care to differentiate it from effactiveness, which
would then be benefit under average conditions of care. We have not made that distinc-
tion here; instead, we regard benefit under ideal concitions as a special class of

efficacy.

SAFETY: The probability that a medical slogy applied for a given
condition to individuals in a defined population will not cause disease, inj

harm.
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Analysis wh compares the monetary value (usua

in present value terms) of future benesits - he monetary value of all immediats

and future costs (usually in present value term

COST-EFFECTIV SS ANALYSIS: Analysis which relates resource costs to the

levels of eifectiveness of alternative technologies under study. Their goal is to

identify: 1) the alternative that maximizes effectiveness f{or a given resource cost,

or 2) the alternative that involves the least resource cost to attain a specified

level of ef{ectiveness.

TECHNOLOGY ASSE

IENT: A relatively new approach to comprehensive policy

studies which has a relatively defined set of conceptual parameters. The most

commonly accepted definition of technology assesment (TA) is:
¥ EY

eifects on socie
extended, or m
that are unintended, indirect,

at may oc
d with special emphasis on those conse
. (J, Coates)

-
o

his term is {ncreasingly being used to refer to any technology-based poli

g. We have restricted our use of the term to the {irst sensa because the
term was, coined explicitly by the Congressional Office of Technology Assessment to

distinguish comprehensive technology assessment irom other technology-based studies

which examine such discrete aspects as efficacy, cost-benefit, or ¢
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N APPRDIX 1]

Cutline of Analyses to be Included in Mhasce 11 Study

Several types of analyses will have majer implications for the early celineront of the
Departsantal systenm, for the tunctioning of the tochnology manancscnt unit, ard oo
the exccaitious initiation of the hieh-icriority tcchnolesy process. Consoguently,

the lollowing itens stoula Le inttiated very eacly ("front-cnued") in the #hase L1
Stuay unver the aegis of the special Mroject ilanager:

— assesszent ol the perspectives of and porential for collaboration with out=
Sioe groups (e.g9., consurer ano public interest qrougs, e ivate insuters, acaoemic asal
scilence centecs, aeuical speclally croups, provicers, labor, Institute of .ouicine);

= gssessment of the aocroach of other Feceral ssencics to technolojy evaluatic
and managenent, perticulacly tésa, Cormecce, VA, 13F, ECU, COG1P, and CO\}

— evaluation of acprosches to Incerzorating into the technalony canans-ont
system those health tecnnologies excluoe fron the procant Study SUCH 35 uL3casa Lrover
ion, systecs management, environrental techrologies, mental heclth, anc rehzzilitation;

— evaluation of alternatives and recommencation of an ggsroach for i-clesantin
the "ronitor ing anc screening™ comsonent IC’-\:-; ".m: feasibility and cost-cfiectivenass
of a formal and centralized vs. ad hoc and cacentral ized agproach).

Other types of analyses that should be undertaken by the technology managesent unik
aucing tne Fhase II Stugy shoulo incluce

— development of formal nechanisms ano processes foc eercrating extensive
particigation in the higa-urior ity process by other l‘ec.er.:. ZJeNcCies ang extifa-covern-
mental parties at interest;

— evaluation of the institutional and staff ca..abxlx ies of "knowlcdze
gevelopmant agencies” for conuucting the tvpes of technical studics descrisnd, ami of
"action agencies” for utilizing eflectively the Lepartrent's intervention ~echanis:s,
and recormencation of acpropeiate distribution of responsibilities and staftc arong
the Ajencies;

== gperational cefinition of processes, linkones, anxl recponsihilities [er
erplacing ona execcising the hean—priority technology systom (i.€., "roum ncroonind®
agonua-setting, analysis ana testing, review and synthesis, eocisionsakinT ana
intervention);

= review of the agency=03sco oeliciencics anu the cormroncnt-Uy-cuszonant
reconsenaat ions contanad in the rhase [ rejert, ana eoveloraont of a work rlan
lor alerescing Loose ollicioncics not Incuticrateu nto the dtove onalyscs.
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Dr. Ricuyoxn. I consider the research functions performed by
these Centers to be extremely significant. Only if their full ]mtclmli
is realized will we have sound factual and conceptual bases for the
management. of the health care system at every level, from Federal,
State, and regional policy level to the individual provider of health
care,

In order to assist these Centers in meeting this challenge, T have
recently moved them into my office, where 1}w|1 activities \\1|I be co-
ordinated more e flectively with the other agencies in the Public Health
Service as well as the Health Care Financing Administration.

We fully recognize the need to improve coordination of these critical
'u tivities. We have established a Public Health Service Committee for

Coordination of Health Statistics Systems, chaired by the Director
of the National Center for Health Statistics.

To address the need for Department-wide coordination, we have
established a Health Data Advisory ('mnlnitlw which will serve as a
permanent and formal body to advise the Secret ary on major cross-
cutting health data issues. All of these important activities can be

carried out under existing legislative authority.

Senator Kexxepy. Just before vou o on. isn’t that the one that

cannot agree on a Chairman, and the Y have not met ?

Dr. Ricuyoxn. Yes. That is a C ommittee that did tend to fall into
disuse, but we are now taking steps to reorganize and redirect that
Clommittee.

Senator Kexxeny. That is hopeful, because T am sure you are im-
patient about its functioning and functioning well.

How does this sort of new. coordin: ated effort that you refer to work
with HCFA? I understand that this.is still a problem in terms of
working out an effective coordinating process.

Dr. Ricayoxp. Well, we are integrating our activities with the
Health Care Financing Administration, Senator. And T have asked.
from the Public Health Service vantage point, Mrs. Hanft, to direct
that effort for us, and perhaps she can elaborate on that for you, if
vou would like.

Mrs. Haxrr. We have a research committee that consists of the
prineiples in health serwices research. including the Office of the As-
sistant Secretary of Planning. That committee has met once in the last
4 weeks. We viewed the agendas of both the HCFA research programs
and the National Clenter research programs.

We have a second meeting next week. We are working on the char-
ter right now of the Health Data Advisory Committee and hope to
have that set up fairly soon.

We also have regular :11f-|1i|1'r- with the Health Care Financing Ad-
ministration about an every 2-week basis, to discuss mutual pmh]mm
overlap, and coordination. I hope in the future that we will even
be able to undertake some joint research projects of interest to both
organizations.

Senator Kexxepy. OK. We might come back to that later.

Dr. Ricamoxn. Yes. T would only reenforce. Senator, what Mrs.
Hanft has indicated. This Committee did fall into disuse, and as 1
came into my office and beeame aware of this, we have taken steps,
with the snpport of the Secretary and the Under Secretary, to really
reactivate this and to make it more functional.
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We are working hard to give both Centers the substantive and man-
agerial support which they need to perform their functions and to
assure that they can meet the substantial demands that will be put
upon them by our efforts to improve the health care system in this
country.

Now, Mr. Chairman, I would like to turn to the issue of health tech-
nology. Your proposal for a National Institutes of Health Care Re-
search has, as you know, spurred considerable thought through its use
of the renewal of the Centers’ authorizations to address a problem of
which we are all aware, but which has not received the attention it
deserves,

When T testified before your subcommittee last July, you expressed
dissatisfaction with the Department’s ability to link systematically
laboratory bench findings to bedside practice.

You urged us to examine the problem and to develop a more sys-
tematic approach to technology development and use. We concurred
in your assessment and, in concert with the Office of the Assistant
Secretary for Planning and Evaluation, the Secretary created a joint
team to conduct an analysis of the problem.

We asked the team to survey the technology-based activities which
are now taking place in the agencies, to identify the gaps and defi-
ciencies in those activities, and to outline a strategy to cope more
effectively with those deficiencies.

While many share a commitment to come to grips with the “tech-
nology problem,” our analysis quickly showed this seeming consensus
to belie many different conceptions and priorities.

To some, it has seemed a problem of cost containment, because tech-
nology is perceived as a major culprit in the spiralling costs of health
care,

To others, it has seemed a problem of reducing the time that it
takes to get effective new technologies into medical practice.

To others, it has seemed a problem of preventing premature transfer
of technologies which are unproven and perhaps even harmful.

To others, it has seemed a question of harnessing the techological
imperative in order to enhance, rather than endanger, our social and
ethical values.

All of these concerns illustrate that the technology problem is a
grossly misleading form of shorthand. In fact, there are many tech-
nology problems. -

Furthermore, important parties at interest have conflicting and
competing priorities. Their views must be taken into account if we
hope to develop a better balance between controlling the costs of
health care while not stifling technological innovation and improve-
ments in the quality of care. y

Our study, which we are submitting for the record, Mr. Chairman,
has also made us keenly aware that while the Department is exten-
sively involved with technology as a developer, an evaluator, a pur-
chaser, and a regulator, it has no comprehensive strategy to link sys-
tematically stages in the life cycle of technology development, evalua-
tion, transfer, diffusion. utilization and phaseout. X

In summary, while departmental agencies currently engage in many
technology-based activities, an enlarged evaluation capacity is clearly
needed.
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The achilles heel, however, is our present incapacity to provide co-
ordination and linkages among the activities.

Senator Kexnepy. Why is that so, do you think, Doctor?

Dr. Ricayoxn. Well, I think, Senator, as our task force studied this
and looked at the complexity, which is in the report which we are sub-
mitting, and in this chart which you have before you, when one breaks
down the various components of health technology management, one
identifies a high order of complexity. And. as I have indicated, various
people have various perceptions of which pieces of this ought to be
tackled first and, indeed, which issues are of the highest priority.

In our Department, we have in the National Institutes of Health,
in the Food and Drug Administration, and the Center for Disease Con-
trol, many activities which deal with various pieces of this. And here-
tofore, we have not had a systematic way of dealing with this, and
what our task force has recommended is a way of systematizing this
approach, Mr. Chairman, so that we can begin to deal with all of the
pieces which are ongoing in the Department and which also are on-
going in the extramural community across the country, in the uni-
versities and industry and in laboratories throughout the country
and, indeed, in medical practice.

And what we have not had heretofore is a focal point for bringing
these together.

Senator Kexxepy. Doctor, do you come later in your testimony to
what they are doing at the present time ?

Dr. Ricumoxnn. Yes; we will come to some of that.

Senator Kexxeny. Okay.

Dr. Ricaymonp. Even the most carefully devised technology initia-
tive is unlikely to provide a “quick fix” to the extraordinarily complex
set of problems involved.

Nevertheless, we have developed and plan to implement shortly a
new technology strategy which we believe will enable us to reduce
significantly the gap between analysis and action.

As you can see from the diagram which I have already referred
to, we have developed a technology management strategy that is com-
prised of six linked steps:

First, the identification and sereening of candidate technologies and
health needs for analysis;

Second, an annual priority setting for a departmental study agenda ;

Third, the conduct or sponsorship of studies;

Fourth, the translation and synthesis of technical findings:

Fifth, explicit decisionmaking to restrain or to stimulate develop-
ment and use of a target technology : and

Sixth, the implementation of decisions through a spectrum of such
intervention mechanisms as allocation of R.&I). resources, market
approval, incentives, utilization guidelines, and professional and
consumer education.

Since such a strategy will require considerable orchestration among
the agencies and extensive collaboration with the private sector, &
Department-level locus is needed to provide the managerial leadership
and coordination.

The Secretary has assigned that responsibility to my office, and 1
have already taken important steps to establish an Office of Health
Technology.
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One of the major tasks of the new Office will be to conduet a pilot
demonstration of the technology assessment and management strategy,
with four to seven high-priority technologies.

These demonstrations will focus on technologies which typify
such eurrent concerns as premature or delayed transfer from bench
to bedside practice, unwarranted cost in relationship to anticipated
benefits, and the need for early warning on controversial societal
side effects.

Senator Kexnepy. Of course. there is no question about the impor-
tance of the managerial funetion in this area. On the coordinating
aspect, what I consider to be the most important ingredient in making
this case is your own personal leadership. Our real problem is from
an institutional point of view as over any period of time, what is going
to happen; whether you are able to get the kind of people to come
down to work in this area for 2, or 3 years. until it gets on its feet,
with the idea of being spun off, and get the support from the adminis-
tration, in terms of OMB. We would have that difficulty, as well, I
am sure.

But just in terms of the managerial setup, outside of what I consider
to be a strong team in the Department at the present time, that is
not an inconsiderable problem. I do not think from a structural point
of view, it is going to make a tremendous difference, In the areas of
responsibility, do you have an advisory committee working with vou.

Dr. Ricamonn. We are planning, Senator, to first of all try to get
the advice of the Institute of Medicine to the report of our task force,
and on the basis of their recommendations, if we are successful in
enlisting their cooperation, get their advice about the kind of advisory
committee structure to set in place.

But we are looking for the widest kind of consultation,

Senator KennNepy. So you will have some form or structure of an
advisory council ?

Dr. Ricumonp. Yes. T have discussed this pointedly with the Sec-
retary and he is very eager for us to have some broad advisory group,
that would be not alone from within the Public Health Service or the
Department, but broadly representative of the scientific and health
community.

Senator Kex~eny. Do you think OMB will give you the go-ahead on
that?

Dr. Ricusoxp. Well, as you know, they are very sensitive about
advisory committees, Senator, but we think that this is an instance
where it will be extremely important to be in the proper place.

Senator Kex~epy. You also talk about pilot demonstrations. Do
you need a pilot or really something bigger? Or is that more de-
seriptive of the buildup that you see ?

Dr. Ricryonn. Well, we think, Senator, it is very important to try
to focus on some high priority technologies and to essentially carry
those through some pilot testing. We have already begun that. T have
developed an Office of Health Practices Assessment., which is cur-
rently in the process of reviewing three health technologies. We are
reviewing the management of manic-depressive psychoses, rheumatic
heart disease, and malignant melanoma.

These are three areas that we think lend themselves to comprehen-
sive review, and we think the results of such studies will have impor-
tant implications to the management of these disorders,
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We are piloting those. We think there are many others. We think
if such things as the CT scanner had been piloted in this fashion
earlier and more effectively that we perhaps would have had a more
ordered approach to the development of these technologies.

Senator Kexyepy. If you had to draw a flow chart for the next 3
to 5 years, where would yon be in your proposal; say, in 5 years,
what sort of things would you be doing—or would you have spun this
off by then?

Dr. Ricaaoxp., Well, I think, Senator, my thought is that in the
institutionalization of this program which you have referred to and
you see developing a center, I think we would think that such a de-
\|-!<1pmt nt would be extremely important to policy development in

he Department. Policy development at the highest level takes place
in the Office of the Assistant Seeretary, and my view is that since such
an office would have to draw on the technologies which are being
developed in various agencies of the I)ipmmvm. that it would be
important—for a time, at any rate, until we gain more experience—
for us to keep this at the level of the Office of the Assistant Secretary,
to see how effectively this feeds into policy development.

Senator Kexxeny. Of course, that has all the limiting factors, does
it not. from an institutional point of view? There is so much that you
can do as the Assistant Seeretary. But it seems to me by definition it
would be a more limited function, quite frankly. I mean, OMB is not
going to let your whole operation just v\]mnd and develop, T would
not think, given the past record, the numbers in people and personnel
and all the rest.

I think that it creates some really important organizational institu-
tional problems just about how far you can go over what period of
time. And I think probably there are men and women with differing
views about that,

Dr. Ricuayonn. Well, T think you are raising a very important ques-
tion. Since I have come into my office. Mr. Chairman, what I have
perceived is rhl need for strengthening our poliey development eapac-
ity, And. as Mrs. Hanft has come into that office and taken on that
responsibility. T think we have inereased our capacity. But I think
along with the two existing centers, if we had this third center ulti-
mately. which would enhance our policy-generating capacity, I think
it would be an extremely valuable addition at that level.

What T am suggesting, Senator, is that there may be another way
to institutionalize this function, rather than the creation of another
agency. I am not suggesting that perhaps several yvears from now. I
might not come to that conclusion, but T think T would prefer to see
us gain some experience in strengthening our policy lh'\t-lnpmr-ni.\l

capacity at the present time. and I think we are on the road to doing
that,

You have raised, Mr. Chairman, the question of reeruitment. I
think we would want to recruit ahead for this Office of Health Tech-
nology. We would hope to recruit an outstanding scientist, with cre-
dentials in both the research and the health care community.

We think that it is possible to reernit at that level if this Office is
located at the level of the Assistant Secretary’s Office.

To support this demonstration phase, we plan to redirect 85 million
of Public Health Service funds in fise al 1978 to support the necessary




140

studies and evaluate innovative approaches to the communiecation of
findings to such diverse users as practicing physicians, consumers, and
policymakers.

To expedite establishment of the Office, staff for the first 6 months
will be comprised of 22 detailees, drawn from different disciplines
including health professionals, biomedical scientists and engineers,
statisticians, policy scientists, ethicists, economists, behavioral scien-
tists, and communication experts.

Other functions we would see in this new Office for Health Tech-
nology would include serving as a catalyst and Departmental focal
point for policy formulation ; development of a process through which
the Department can collaborate on technology decisionmaking with
other Federal agencies and the private sector; provision of technical
assistance to departmental agencies; evaluation of technology assess-
ment and transfer activities throughout the Department in order to
identify gaps and deficiencies; the assessment of the feasibility and
cost-effectiveness of developing a long-range system to identify and
screen technologies and health needs; provision of recommendations
to the Health Care Financing Administration on the advisability of
reimbursement for drugs, devices, and procedures under the medicare
and medicaid programs; and finally, the Office of Health Technology
will be charged with developing recommendations regarding possible
institutional changes that might contribute to achieving our tech-
nology management objectives.

In closing my remarks, Mr. Chairman, T would like to certainly
commend you and the members of your subcommittee for the innova-
tive approach to technology evaluation embodied in your bill S. 2466.

Once again, you have forced policymakers both inside and outside
of government to foeus their efforts on developing an effective tech-
nology management strategy.

I recognize that the plan of action I have just outlined may appear
conservative by comparison. Institutional change along the lines em-
bodied in your bill may indeed be warranted as we gain more experi-
ence and perspective on the technology problem.

We are unprepared, however, to endorse your proposal at this time,
because we believe that it would be premature for the Department
to undergo such a major structural change without a more fundamental
understanding of the complexities involved.

Be assured, however, that we do plan to move quickly. We believe
that the efforts of this pilot Office of Health Technology will provide
essential information that will enable us to return in 2 years with
recommendations for major structural reform.

Apart from what we believe is the prematurity of reorganization
at this time, we are troubled by some of the specifics related to the
National Center for Health Statistics and the National Center for
Health Services Research.

The proposed institutes would have within their purview activities
which are integral to other Public Health Service operations.

As mentioned earlier, the National Center for Health Statistics is
now undertaking some epidemiologic analyses designed to comple-
ment the ongoing activities of the National Institutes of Health. the
Center for Disease Control, the FDA, and ADAMAH.
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The epidemiological activities of the National Institutes of Health
and the Center for Disease Control are closely intertwined with the
other activities of those units and coordination or control of them
from outside would interfere with the place of these activities in the
overall mission of NIH and CDC.

Further, the propoesed change in orientation from health services
research to health policy research obscures real differences between
these disciplines. They are not the same. Both are necessary, and both
need support. )

It is our goal to provide research that is responsive not only to short-
term policy considerations, but to independent and long-range re-
search needs as well.

In addition, we have recently begun a major study of the National
Center for Health Services Research’s research agenda and structure.
A list of experts serving as consultants in this review is being sub-
mitted for the record. The Institute of Medicine, as you probably
know, is also conducting a broad-based study of health services re-
search that will not be completed for several months.

Because we intend to move as rapidly as possible in these efforts, in
improving the existing centers, and in developing plans for a large-
scale technology management program, we would support a reduction
in the extension of these programs to 2 years.

By 1980, we believe we would have the information necessary to
evaluate adequately options for reorientation and would look forward
to working with the subcommittee to develop a sound proposal.

In closing, Mr. Chairman, I would like to say that the Department
shares your commitment to develop a technology management
capability.

We concur in your assessment that the Department currently directs
inadequate resoutces to technology evaluation, but would argue that
a viable technology strategy must also address the management need
to better link knowledge development and intervention strategies.

Thus, while we are presently unprepared to endorse major institu-
tional reordering, we appreciate the contribution of S. 2466 in stimu-
lating a broad discussion of alternatives, and we hope that differences
in the timing of our strategies will not preclude the meaningful col-
laboration required for creative solutions to the whole range of prob-
lems imposed by technology in the health care system.

This concludes my prepared testimony at this time, Mr. Chairman.
My colleagues and I would be happy to respond to questions.

[ The prepared statement of Dr. Richmond follows :]

28-790 O - T8 = 10
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MR. CHAIRMAN AND MEMBERS OF THE SUBCOMMITTEE:

I am pleased to appear before you today to discuss the
renewal of authorizations for the National Centers for
Health Statistics (NCHS) and Health Services Research
(NCHSR) , issues of technology assessment and use, and
the proposal for certain changes in the structure of

these programs, embodied in your bill, S. 2466. - -

Research and statistics expenditures are an investment

in the future--in our ability to make sound decisions

that can improve our health care delivery system. Your
support and that of your Subcommittee over the years for
our health services research and statistics activities is
greatly appreciated. Your continuing concern with both
the promise and problems of technology has been a catalyst
for important new actions in the Department, which I will

outline in my remarks.

The work of the Centers makes invaluable, although not
always visible, contributions to policy deliberations,
health legislation, Federal health programs, and the

decisions of health care providers. The comprehensive

program of the National Center for Health Statistics
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includes more than 20 data systems, which produce information
on health status of the population, health resources,
utilization of health services, nutrition, family growth,

and the Nation's patterns of births, deaths, marriages,

and divorces. A few examples will illustrate their

importance.

Among the specific contributions of such information is an
éwareness of the health care trends that form the factual
backdrop for many important decisions in the health field,

in cost containment, quality, distribution of services,

and control of toxic substances. For example, the Hospital
Discharge Survey has shown the incidence of hysterectomies
rising substantially (from 734 per 100,000 females 15 years
and older in 1971, to 850 in 1974). More recently, there
appears to be a downturn, perhaps due to heightened visibility
of the phenomenon. The Health and Nutrition Examination
Survey measures the prevalence of hypertension among adults
and indicates that the prevalence rate among blacks is nearly
twice as high as that among whites. New epidemiologic
techniques in mapping infant mortality and other mortality
rates to determine geographic differentials can identify
variations due to lack of access to care or exposure to

environmental hazards.
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The National Center for Health Services Research plays a
parallel role in services research. NCHSR-supported
research and demonstration activities produced the factual
justification for new legislation which provides for
reimbursement of physician assistants and nurse practi-
tioners practicing in rural clinics. Other NCHSR research
has produced the health scarcity index for identifying
shortage areas. The Experimental Medical Care Review

Organization project initiated in 1970 provided the

working model for Professional Standards Review Organizations.

The Center has become increasingly sensitive to the demand
for policy-relevant research and is preparing to fund
research on cost containment specifically tailored to the
needs of local health systems agencies. It has initiated

a series of National Medical Care Expenditure studies as a
major component of its intramural program. Data for this
study is being developed in copllaboration with the National
Center for Health Statistics. The product of this effort
will provide valuable information for evaluating alternative

financing mechanisms for health care in the United States.

More detailed information about the activities of the

Centers is being submitted for the record.




I consider the research functions performed by these
Centers to be extremely significant. Only if their
full potential is realized will we have sound factual
and conceptual bases for management of the health care

system, at every level--from Federal, State, and regional

policy level to the individual provider of health care.

In order to assist these Centers in meeting this challenge,
I have recently moved them into my office, where their
activities will be coordinated more effectively with the
other agencies in the Public Health Service as well as

the Health Care Financing Administration. We fully
recognize the need to improve coordination of these
critical activities. We have established a PHS Committee
for Coordination of Health Statistics Systems, chaired by
the Director of the NCHS. To address the need for
Department-wide coordination, we have established a

Health Data Advisory Committee, which will serve as a
permanent and formal body to advise the Secretary on major
cross-cutting health data issues. All of these important
activities can be carried out under existing legislative

authority.
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We are working hard to give both Centers the substantive

and managerial support which they need to perform their
functions, and to assure that they can meet the substantial
demands that will be put upon them by our efforts to improve

the health system in this country.

For the National Center for Health Statistics, we intend
to complete the first three components of the Cooperative
Health Statistics System for all States during the next
several years. We plan to reinstitute follow-back surveys
to add to our knowledge of epidemiologic and health status
data. We have plans to expand the analytic capability of

NCHS to mine the wealth of available data.

For the National Center for Health Services Research,

we plan an expansion of their technology program during
fiscal year 1979. We are reviewing the allocation of
research efforts between intramural and extramural
activities. We plan to develop a capability to evaluate
the impact of health services programs. Our organizational
arrangements are being directed toward more effective

coordination of research and statistical activities.

Now, Mr. Chairman, I would like to turn to the issue of

health technology. Your proposal for a National Institutes

of Health Care Research has, as you know, spurred considerable
thought through its use of the renewal of the Centers'
authorizations to address a problem of which we are all

aware, but which has not received the attention its deserves.




...6_
When I testified before your Subcommittee last July, you
expressed dissatisfaction with the Department's ability
to systematically link bench findings to bedside practice.
You urged us to examine the problem and develop a more
systematic approach to technology development and use.
I concurred in your assessment and, in concert with the
Office of the Assistant Secretary for Planning and Evaluation,
created a joint team to conduct an analysis of the problem.
We asked the team to survey the technology-based activities
which are now taking place in the agencies, to identify the
gaps and deficiencies in those activities, and to outline

a strategy to cope more effectively with those deficiencies.

While many share a commitment to come to grips with
"the technology problem," our analysis quickly showed
this seeming consensus to belie many different
conceptions and priorities:

(=] To some, it's a problem of cost containment,
because technology is perceived as a major
culprit in the spiraling costs of health care.
To others, it's a problem of reducing the time

that it takes to get effective new technologies

into medical practice.

To others, it's a problem of preventing premature
transfer of technologies which are unproven and
perhaps even harmful.

To others, it's a ‘question of harnessing the
technological imperative in order to enhance,
rather than endanger, our social and ethical

values.
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Still others are particularly concerned about
our under-investment in efficacy and safety

studies, cost-benefit and cost-effectiveness

analyses, or comprehensive technology assessments.

Additional divergent objectives include the

need to address:

- Obsolescent technologies;

~ Inappropriate utilization of technology;
Maldistribution of technology;
Inadequate market incentives for promotion
of preventive, system management, and mental
health technologies; and
The need for public input into technology
decisions.

Finally, there are those who fear:

= Federal intrusion into medical practice;

- Federal interference in the health market; and

- Suppression of technology development,

All of these concerns illustrate that "the technology
problem" is a grossly misleading form of shorthand. In
fact, there are many technology problems. Furthermore,
important parties-at-interest have conflicting and
competing priorities. Their views must be taken into
account if we hope to develop a better balance between

controlling the costs of health care while not stifling

technological innovation and improvements in the quality

of care.




Our study (which 1 am submitting for the record) has also

made us keenly aware that while the Department is extensively

involved with technology as a developer, an evaluator, a
purchaser, and a regulator, it has no comprehensive strategy
to systematically link stages in the life cycle of technology
development, evaluation, transfer, diffusion, utilization
and phase-out. Consequently,
o The "knowledge development® agencies (such as
NIH, NCHSR and NCHS) each decide independently
which technologies they will examine, how they
will examine them, and what use will be made of
the results;
The "action agencies" (such as HSA, Medicare,
Medicaid, and the PSRO program) lack adequate
technical information to carry out their
responsibilities and effective links to the
knowledge development agencies which would
promote development of action-supporting
information on technologies of interest;
Results of technical evaluations appear in the
research literature, but often do not come to
the attention of practicing physicians, consumers,
or those officials responsible for making
reimbursement, regulation, or standard development

decisions;
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© Considerable effort is focused on efficacy
and safety evaluations, but little is directed
to evaluation of cost-benefit and cost-effective-
ness implications, and virtually nothing is
being done to assess unintended societal side
effects;

o Inadequate emphasis is placed on methodological
studies to improve the reliability and validity
of technology-based analysis and testing; and finally,

o Ad hocracy reigns in the absence of explicit
linkages between technology studies and public
or private actions to impede or stimulate

technology transfer and utilization.

In summary, while DHEW agencies currently engage in many
technology-based activities, an enlarged evaluation capacity
is clearly needed. The Achilles heel, however, is our
present incapacity to provide coordination and linkages

among the activities.

Even the most carefully devised technology initiative is
unlikely to provide a "quick fix" to the extraordinarily
complex set of problems involved. Nevertheless, we have
developed and plan to implement shortly a new technology
strategy which we believe will enable us to significantly

reduce the gap between analysis and action.
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As you can see from the diagram attached to my testimony,
we have developed a technology management strategy that
is comprised of six linked steps:
1. Identification and screening of candidate
technologies and health needs for analysis.
Annual priority setting for a Departmental
study agenda.
Conduct or sponsorship of studies.
*pranslation"” and synthesis of technical findings.
Explicit decisionmaking to restrain or stimulate
development and use of a target technology.
Implementation of decisions through a spectrum
of such intervention mechanisms as allocation of

R&D resources, market approval, incentives,

utilization guidelines, and professional and

consumer education.

Since such a strategy will require considerable orchestration
among the agencies and extensive collaboration with the
private sector, a Department-level locus is needed to

provide the managerial leadership and coordination.

The Secretary has assigned that responsibility to my office,
and I have already taken important steps to establish an

Office of Health Technology. One of the major tasks of
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new office will be to conduct a pilot demonstration of
the technology assessment and management strategy with
four to seven high-priority technologies. These demon-
strations will focus on’technologies which typify such

current concerns as premature or delayed transfer from

bench to bedside practice, unwarranted cost in relation

to anticipated benefits, and the need for early warning

on controversial societal side-effects.

To head the new Office of Health Technology, we will recruit
an outstanding scientist with credibility in both the research

and health care community.

To support this demonstration phase, I plan to redirect
$5 million of Public Health $ervice funds in FY 1973 to
support the necessary studies and evaluate innovative

approaches to communication of findings to such diverse

users as practicing physicians, consumers, and policymakers.

To expedite establishment of the Office, staff for the
first six months will be comprised of 22 detailees, drawn
from different disciplines including health professionals,
biomedical scientists and engineers, statisticians, policy
scientists, ethicists, economists, behavioral scientists,

and communication experts.
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Other functions of the new Technology Office include:

(o]

Serving as a catalyst and Departmental focal
point for policy formulation;

Development of a process through which the
Department can collaborate on technology
decisionmaking with other Federal agencies

and the private sector;

Provision of technical assistance to DHEW
agencies;

Evaluation of technology assessment and transfer
activities throughout the Department in order to
identify gaps and deficiencies:

Assessment of the feasibility and cost effectiveness
of developing a long-range system to identify and
screen technologies and health needs;

Provision of recommendations to the Health Care
Financing Administration on the advisability of
reimbursement for drugs, devices, and procedures
under the Medicare and Medicaid programs;
Finally, the Office of Health Technology will be
charged with developing recommendations regarding
possible institutional changes that might contribute

to achieving our technology management objectives.




13

In closing my remarks Mr. Chairman, I would like to
commend you for the innovative approach to technology
evaluation embodied in S. 2466. Once again you have
forced policymakers both inside and outside government ,
to focus their efforts on developing an effective

technology management strategy.

I recognize that the plan of action I have just outlined
may appear conservative by comparison. Institutional
change along the lines embodied in your bill may indeed
be warranted as we gain more experience and perspective
on the technology problem. We are unprepared, however,
to endorse your proposal at this time because we believe
that it would be premature and disruptive for the Department
to undergo such a major structural change without a more
fundamental understanding of the complexities involved.
Be assured, however, that we plan to move quickly. We
believe that the efforts of this pilot Office of Health
Technology will provide essential information that will
enable us to return in two years with recommendations for

major structural reform.

Apart from what we believe is the prematurity of reorganiza-

tion at this time, we are troubled by some of the specifics

relating to NCHS and NCHSR.
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The proposed Institutes would have within their purview
activities which are integral to other PHS operations.

As mentioned earlier, the NCHS is now undertaking some
epidemiologic analyses designed to complement the ongoing
activities of the NIH, CDC and FDA. The epidemiological
activities of the National Institutes of Health and the
Center for Disease Control are closely intertwined with
the other activities of those units, and coordination or
control of them from outside would interfere with the
place of these activities in the overall mission of NIH

and CDC.

Further, the proposed change in orientation from health

services research to health policy research obscures real
differences between these disciplines. They are not the
same.‘ Both are necessary and both need support. It is
our goal to provide research that is responsible not only
to short-term policy considerations, but to independent

and long-range research needs as well.

In addition, we have recently begun a major study of NCHSR's

research agenda and structure. A list of experts serving as

consultants in this review is being submitted for the record.
The Institute of Medicine is also conducting a broad-based
study of health services research, that won't be completed

for several months.
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Because we intend to move as rapidly as possible in these
efforts, in improving the existing Centers, and in
developing plans for a large-scale technology management
program, we would support a reduction in the extension of
these programs to two years. By 1980, we believe we
would have the information necessary to adequately
evaluate options for reorientation and would look forward

to working with the Subcommittee to develop a sound proposal.

In closing, Mr. Chairman, I would like to say that the
Department shares your commitment to develop a technology
management capability. We concur in your assessment that
the Department currently directs inadeguate resources to
technology evaluation, but would argue that a viable
technology strategy must also address the management need
to better link knowledge development and intervention

strategies.

Thus, while we are presently unprepared to endorse major
institutional reordering, we appreciate the contribution
of S. 2466 in stimulating a broad discussion of alternatives

and hope that differences in the timing of our strategies

will not preclude the meaningful collaboration required

for creative solutions to the whole range of problems

imposed by technology in the health care system.

That concludes my prepared testimony at this time,
Mr. Chairman. My colleagues and I will be happy to

respond to any questions you may have.
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Senator Kexxeny. Thank you very much.

Dr. Richmond, I think we are hopefully moving into a time frame
with health insurance where health information and research and
technology assessment is going to be extremely important.

We will get the administration’s program later this spring, and
we intend to have quite extensive hearings on it during the period of
the summer, and hopefully have action on it in the very near future
with the kind of information that will be gathered by our proposal
and the kind of information that I think you also recognize is of great
importance is absolutely urgent at this time.

There is a greater sense of urgency about it, I think, now than really
any time in the past—there should be, rather. Perhaps there is not,
but there should be.

One of the factors that troubles me with the administration’s pro-
posal is it would seem that you would be moving along for 1, 2, perhaps
even 3 years, trying to shift people around within the Department,
and T think there would have to be some legitimate questions as to the
types of training and the background and experience that these people
would have, being loaned to various agencies, focusing on this
problem; the difficulty of attracting people from outside that would
come down to the Department for 1 or 2 years, with the idea that
there is going to be a change in administrative structure of this par-
ticular program and unsure where that is going to lead. It is the ques-
tion about what we are going to find out. even through experimentation
and even through this kind of administrative setup that you talk about,
that we really will not know in a couple of years.

I think really the legitimate question is: If we have some ideas and
views about these issues, why doesn’t it make sense to set up this process
now and get about the business which we should be about, in terms of
technology, in terms of information, in terms of the types of research?
Let’s give it the kind of visibility, get it moving in the private sector,
with insurance companies and the private areas, and give it the sup-
port, both congressional and administration support, get the quality
people in there, and get about the business of doing it.

That is really what T think needs to be done. I am just troubled—
and you make a case, and it is an appealing one, that with your own
personal leadership and the leadership of the people at this table, who
are highly qualified and have a view about this particular issue, that
you will be able to develop it through its early process, and perhaps
be able to spin this off when it gets on its feet.

I am just troubled whether, from an administrative point of view
and organizational point of view, and the sense of urgency that this
particular issue demands, whether that is as effective.

I do not know, with all resnect, that the proposals and the comments
that were advanced putting forward this issue this morning are going
to change my mind. Maybe you did not expect to, but that is where
we come out.

I do not know whether you would want to make any general
comment—— .

Dr. Ricasmoxp. I think T would., Mr. Chairman. T think your
proposal is—as I indicated in my formal testimony—very innova-
tive. Conceptually, it makes sense. And T suppose I feel that way
because it is going in the direction that we are moving in as well.
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Senator KexNEDY. You know, these ideas have been around. T think
we have attempted to package them, but among thoughtful people,
both in your Department and other areas that are thinking about
it, we recognize it.

Dr. Ricayoxn. 1 think T would just also indicate, Mr. Chairman.
that we have been moving in the direction of explorations. The Office
of Health Practices Assessments, to which I referred. we set up to
try to accomplish some of the objectives that you had in the Center
for the Evaluation of Medical Technology—or in the proposed Center.

We have also, we think, improved our capacity to evaluate various
health technologies for the administration of the medicare and medic-
aid programs, and we have begun to systematize that,

We do feel, however, that there are many activities, many programs
ongoing within the Department in the various agencies, that are very
relevant to the management of health technology.

And we do indeed need to learn how to bring all of that together
at a focal point in the Department more effectively. It is for that
reason that we want to move quickly, even to the
of redirecting, as I indicated, some %5 million
immediately.

Our task force, as is, T think, well-illustrated in this diagram which

you have before you, identified the inordinate complexity of this
problem,

point, of course,
to get started

The whole matter of moving from basic research all the wa
the practice and applications end of the spectrum—and there
many, many stages in between.

And we think in order to recruit the kind of
you are talking about, Mr. Chairman, in order
sound basis, in order not to replicate what is going on in the existing
agencies, but to develop some way of tapping into the good work
that is going on there, as well as in the broader community outside
of the Public Health Service, will take some really creative kind of
effort. And we need to bring some people in to work on that. We
do not think that that can happen instantly.

Senator Kenneoy. We are going to have to recess for about 10

minutes, and then I have some other questions and we will continue
along.

[ Whereupon, a short. recess was taken. ]

Senator Kex~eny. We will come to order.

Dr. Richmond, you have indicated that you
$5_million for this project within HEW :

Dr. Ricamoxn. That is correct.

Senator Kenveny., (
come from?

Dr. Ricayoxp.
several of the agencies—some from the
some from the Center for Disease
Drug Administration, and some
Services Research,

Senator Kexneoy. Well, T think we o
know, we spent a lot of time last year to
example, in FDA, because of all of thei
investigating and drug testing,

v to
are

competence that
to develop this on a

would probably get
is that correct ?

‘ould you tell us where that $5 million will

We were planning to redirect those funds from

National Institutes of Health.
Control, some from the Food and
from the National Center for Health

ught to find that out. You
get the increased budget, for
r responsibilities in terms of
And T would expect that they will
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probably have additional responsibilities in the area of cosmetics be-
fore this session is over. So I wonder how we can do it in terms of
FDA.

The CDC has all the programs now with regards to the Russian
flu and other factors. Do they have loose money around? The NTH,
I would like to see where that is coming from, in terms of the pro-
gram. Health services is the same way. All of those programes are
heavily pressed with their budgets in any event.

So I think we ought to get some idea of where this is coming from
and what you see as to where it will come from over any period of
time, the next 2 years, 3 years, and how you see the growth of that
particular kind of program within HEW.

You can submit that, unless you want to make a comment on it
now.

Dr. Ricaaonn. Well, we would, Senator, plan to come to you with
some requests for new funds for this program before very long.

The redirection of the $5 million was largely in an effort to get
something moving immediately, rather than waiting for the next
budgeting cycle, But we will be glad to submit a plan to vou for the
record.

[ The following material was received for the record :]
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as requested is a copy of a memorandum, dated April 25,
provides a preliminary implementation plan for the OHT.
onse to a request from the Office of the
Secretary. The request which led to this memorandum is also
attached (Memorandum from Fred Bohen, dated April 14, 1978).
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

OFFICE OF THE SECRETARY
WASHINGTON, D C. 20201

April 14, 1978

MEMORANDUM FOR DR. RICHMOND

At the close of the April 12 Health Technology meeting,
it was agreed that you would initiate action to:

* Draft an implementation plan for the Office
of Health Technology (OHT). The implementation
should take account of the April 5 draft func-
tional statement for OHT submitted by Karen
Davis, and spell out as clearly as possible
OHT's anticipated role in relation to NIH's
Office for Medical Application of Research
(OMAR) .

Ascemble an intra-departmental work group

to advise on and assist in the continuing
colaboration of the OHT implementation plan.
The group should be made up of tlhie principals
in H's prior health technology activities,
especially HCFA and P as well as other agency
representatives who will together reflect

the full range of the Department's interest
in OHT (L, AMB, OGC).

It would be helpful to have at least a preliminary
implementation memorandum and a report on the initiation
of the Task Force by April 21.

g‘-‘. ':ii lam,
Fred Bohen
Executive Secretary

TR A CE R{Yj0%
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Executive Secretary, 05

Assistant Secretary for Health

Preliminary Inplementation Plan for the Office of
Health Technology (OIT)

In response to your menorandum of April 14, T am subnitting the
following preliminary implementation plam for OHT, along with a
description of the relationship between OKT and Office for Madical
ﬂpp‘l;catlons of Research (OMAR), National Institutes of Health
(RIH).

I. IVPLEMENTATION

Irmediately after aporoval and publication of the functional statement
for ONT and appointrent of Acting Deputy Assistant Secratary of Health
for Technoloay (DASHT), the following will be undertaken:

1. An_Intradepartmental Advisory Group will be established.

This aroun will be chaired by DASHT and will consist of
resresentatives from the Office of the Sccretary (0S)--
Panning (P), Mansacment and Cudget (MB), Office of General
Cuunsel (CNC); Health Care Firancing Adninistration (HCFA);
Office of Health Care (uality Assurance (CHCCA); Office of
weasun Progoans (UiP-0ASH) s OFfice of External Relations

(.. =OASH); and Cifice of Health Policy Research and Sta-
t1stlcs (iPRS-GASH). This crcup will provide overall
owidance ana advice to the operating group in the development
of the fmplementation plan.

The Operatina Sroup will be convenad.

e,

This jroup will ba the recular functfoning body of OHT

and wil) consist of representatives from PLS acencies, 0S,
CHCGA, and OHPSR, with a 11aison member from HCFA, It will
be chafred by DASHT, and will have the responsibility of
developing the funlementation plan with advice from the
Intradepartmental Advisory Group.

3. Ildentification of High Priority Technologies

T DRF wiHh agvice [oF 7Ehe Toreaotag WItT o1
SENE IR
r -

]
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hiah priority technolonies which uroently require consideration.
It will set in motion the studies to provide- the necessary
{nformation to enable it to develop reccauendations regarding
these tochnologies for conveyance to those agencies and others
that need such input.

Natfonal Advisory Loard

OHT will promntly proceed to 1dentify and recommend for
approval, candidatas for the Hational Advisory Board to OHT
and wil11 include representatives from professional socleties,
the public, industry, third party payers, and others as
apprepriate and ex officio nebers from governmental bodies
1nvo}vcd in health (e.g., the Veterans Aduinistration, PSRO,
etc.).

II. RELATICHSHIP BETWEEN OHT AND C31AR

1.

Functions of OHT - (attachments 1 and 2)

The functions and responsibilities of CHT are described in
the functional statement for OHT as reflected in tha April 17
memorandua from the Nenyty Assistant Secretary for Health
Policy, Rusearch and Statistics (attachment 31. In essence,
OHT will systamatize and manana the diverse technology-based
activitics which take place in the Public Health Service
agencies (e.q., monitorice, evaluation, review/synthesis,
transfer and intervention).

Functions of 0¥AR - (attachment 4)

This office has the lead responsibility for coordinating all
NIH activities with respect to the evaluation of medical
apnlications of res2arch. In concert with the BID directors,
0MAR has developed criteria for {dentifying health technologies
which are ready for consensus developnent. Together with the
BIds, OFAR develops and refines procedures for consensus
development revarding the safety, efficacy, and effectiveness
of suc, technolugfes. It oversees selection of topics and
:onun&as activities. C(MAR has the responsibility of assuring
that the results of consensus development exercises are
conveyed in an understandable form to those that require such
Info;nation (e.9., other PUS agencies, the practicing comwnity,
etc.).

OHT-OMAR Interaction - (attachment 5)

OHT {s an office with manacement responsibilities for

tachnology and deals dhrtfoularly idh fighoriionity Eechi
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from a comprehensive perspective encompassing technical
and ethical aspects, cost impact, reimbursement, standard
setting, regulation, etc,

In contrast, OIAR 1s a scientifically oriented office
drawing on all the resources of HIH to assess large numbers
of health technologies with respect to safety and efficacy
and their readiness from that standpoint for introduction
into the health care delivery system. In its role, CIAR
provides (1) technical input to OWT regarding establishment
of priorities, (2) readiness of a given technology for
assessment, and (3) technical information on safety and
efficacy for use by GHT in 1ts broader responsibility for
comprehensive technology assessment. OHT furnishes to
OHAR results of these assessments for consideration by the
research community in setting research priorities.

In developing these interactive roles, both OMAR and OHT will
consider the recommendations contained in the Department's
Technology Management Report.

g/ Julius 3., Richmond

Julfus B. Richmond, M.D.

Typed: ES/PHS:peh:4/25/78

OFFICE SURNAME DATE | OFFiCE SURMAME pate | oFfice SURMNAME DATE
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Office of Hozalth Technoloay (HAl). The Office of Kealth Tochnology

is a multidisciplinary unit under the dicection of the Doputy Assistant

Secretary of Health for Technology (DASHT) in the Office of the Assistant
Secretary for Health. This Office functions as the Departmuent's

lead agency for health technology management, and the DASST and

his staff; (1) identify deficiencies in the Department's health
technology policy and propose imorovements; (2) coordinate the
development of processes for DHEW collaboration with other Federal
agencies regarding technology management activities; (3) manage

the Department's process for selecting high priority tachnologies,

for pl‘{:l_)):ai-n\ S5 ignine of technology analysis resconsibilities,

for oversecing convocation of professional judgments about salected
technologies, and for preparing for the Sscretary necessary decision
documents relating the selected technology f".nding;; to min‘mrr—.me-nt,
regulation, and other Departmental initiativas; (4) conduct or oversea
the conduct of formal evaluations of commonents of the Devartment's
technology management systems; (5) analyzz or monitor analysis of
studies to determine the feasibility and cost-effectiveness of a
m;xehﬁnsive system for menitoring and scfeeninq health technologies;
(6) direct and/or conduct tests of the application of compreshensive
technology assessments (including evaluation of ethical, economic

and social consequences) to effective tcchml.o;y management; (7) direct
and conduct pilot deronstration projects to test the application of

a technology management strategy to a limited number of high priocity

technologies; (8) establish liaison with extra-Departmental parties




and agencies with which to link our technology activities

to develoo collaborative working relationshios and to [acilitats joint «

action; (9) prorose linkages between Departrental agencies to prosota

increased coordination on technology issues and on soecific technologiag;
and (10) in addition, the Deputy Assistant Secretary of llzalth for
Technology serves as princinal advisor to the Assistant Sacretary
for Health on health technology matters, and (a).mr.orts to him

on the technology activities of the offices an3 agencins ur

I‘*xi.s direction, proposing such changes as may be considercd aooropriz
(b) provides the results of technology assessments to the Office
of Health Care Quality Assurance for use regarding reimbuc e
(covered) services and for transfer of health cars infscrmation

to health profeszionals, educators and Professional Standards

Ocganizations (PSROs): and (¢) receives recormendations from the

Office of iealth Care Quality Assurance regarding selection of

high priority technologies for assessment.
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Senator Kex~eoy. I mentioned just before we recessed the impor-
tance of getting the private sector, both the manufacturing industry,
as well as other aspects of the health industry that are in the private
sector, very much involved. And I am just wondering how you intend
to do that. ]

I think that, quite frankly, there is probably greater opportuunity
with an independent posture and position than within the Depart-
ment, but maybe you have got some ideas on that.

Dr. Ricayoxp. As I indicated earlier, Mr. Chairman, we certainly
plan to seek the advice of all appropriate groups. And certainly, in
terms of research and development. industry is very significantly
involved.

This is a place where we do hope to, as T indicated, gain the advice
of the Institute of Medicine. We are hoping that the Institute will
review the document which our task force has produced and that they
will advise us on the best way to proceed with getting appropriate
planning and policy development representation from all sectors.

We certainly, in addition to industry., would want to have uni-
versity groups, the scientific and professional community, certainly
professional organizations—I might note. Senator, that organizations
like the American College of Physicians, the American Surgical As-
sociation. the American Academy of Pediatrics and many other
groups are very actively involved in one or another aspect of tech-
nology assessment and transfer, and we would want to build those
deliberations in.

This is part of what T meant earlier when T said we would not want
to replicate what is ongoing. Many of these groups have very signifi-
cant contributions to make in this development.

Senator Kenneny. Let me ask you about how long is it going to
take to get the cooperative health statistics system in place?

Dr. Rromronn. T think, Senater. T would like to ask Mrs. Rice if
she would make some comments on that, since she has that under her
supervision.

Mrs. Rice. We are quite pleased with the development of the system.
There really is quite an active interest and acceptance and support of
the system in most of the States.

By the end of this fiseal year. we will have 44 States participating
in the cooperative health statistics system. Of these, we will have 11
in the hospital care data component, 27 in health facilities. 26 in health
manpower, and 38 in biostatistics.

We expect, with the planned budget for fiscal 1979 submitted to
the Congress, to have almost all of the States fully operational in the
biostatistics component. and to have about 42 States in the health
manpower data and health facilities data components.

We are going more slowly in the hospital care component, with
additional funds, we could do much more than we have in the past.

Senator Kexneny. That was one of the questions. On this last
point. yon indicate with additional funds vou could move more
rapidly. That is, basically, vou feel there is a hindrance to areater
progress: is that correct ?

Mrs. Rice. Yes; we do need additional funds to get the program
going in the hospital eare component. We expect that these data
consortium, m many cases, for the collection of hospital discharge
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data would be self-supporting within a period of about 3 to 4 years
after the initial funding. :

The proposal is that the States actually collect the data through this
nonprofit organization or a public agency and then the consortium
could be self-funding by funds from the PSRO’, the HSA's, and the
private organizations.

Senator Kexnepy. What kind of administrative problems or
bureaucratic problems do you have, if any—or don’t you have any#

Mrs. Rice. I know you are referring, Senator, to some of the prob-
lems we have been having with the coordination with the Health Care
Financing Administration.

In New York, NCHS had in 1976 entered into a contractual ar-
rangement with the New York State Health Department to design
and test a statewide hospital discharge data system. And in carrying
out the work of the health department, they had subcontracted to this
New York Data Consortium, which is a nonprofit organization rep-
resenting the public agency, the private insurers, the physicians, hos-
pitals, and PSRO’s, the local planning agencies, as well as the State
of New York.

The work of the consortium had been substantially performed
through the contract, at a cost of about $190,000. Last year, back in
September, in anticipation of the enactment of the Medicare/Medicaid
Fraud and Abuse Act that mandates uniform reporting system, we
learned that HCFA was making a grant to the State Department of
Health in New York. After learning about this grant, we communi-
cated our concern to the Health Care Financing Administration and
successfully arranged that a set of provisions be inserted into the
grant, that they coordinate and cooperate with the Cooperative Health
Statistics System.

We are meeting with the New York State people and the consortium
next week, to resolve some of the problems that have emerged.

I do think that the proposal that Dr. Richmond had indicated
would be for a health data advisory committee will assist in settling
some of the problems that have emerged between the Health Care
Financing Administration and the National Center for Health
Statistics.

We hope to bring these issues for discussion between us at that
forum and then, if there needs to be a resolution, to bring them to the
Under Secretary and the Secretary of HEW for resolution.

Senator Kexxepy. Well, would you let us know what the results of
that meeting are? )

Mrs. Rice. We would be very pleased to inform you after the

Senator Kexyeny, Fine, I have no further questions.

Dr. Rrcmyonn, Thank you very much, Mr, Chairman.

Senator Scawerker. Mr. Chairman, T apologize for being late. T had
some trouble getting in this morning because of the snow.

Mrs, Rice, I understand vou have already commented a bit on the
epidemiological activities of your Center. My first question is, What
do you see as the impact of this bill on the epidemiological work that
is being done now, and is there—well, maybe I will just ask that ques-
tion first and see what your response is.

Mrs. Rice. The bill does emphasize, of course, the expansion of the
epidemiological activities of the National Center for Health Statistics.
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The fact is that we are currently involved in a variety of epidemio-
logical activities, and we can do this under the current legislative
mandate.

We are in the process of developing a set of maps, comparable to
those that were prepared by the National Cancer Institute, to apply
to all diseases. In that way, we would be identifying high risk areas
for various causes of desk. This will be a way of identifying these
diseases, and for the CDC, for example, to go in to find out what can
be done to improve the situation.

We are in the process of developing a national death index. This
has been requested by the Congress, as well as the Nalional Institutes
of Health.

We are in the process of examining our data and our data systems
to be able to do more epidemiology work. We think we can do this
under our mandate. Of course, with additional staff and additional
funds, we could do even more.

Senator Sciwerker. Specifically, what kind of epidemiology studies
are you doing now?

Mrs. Rice. Well, I mentioned the mapping and the——

Senator Scnwerker. Relating to any specific diseases?

Mrs. Rice. Al causes of death. This is a presentation of the maps of
all causes of death, by specific cause of death, so that we can look at the
reacons for the variations across the country for different death rates.

The Cancer Institute has prepared, using our data. maps showing
the differentials across the country in cancer deaths. We expect to pro-
duce a volume that will identify all causes of death.

Senator Scnweiker. How about morbidity data, diseases short of
death?

Mrs, Rice. We have a variety of data systems, Senator, that can be
used and are being used to produce data on morbidity and on the health
of the Nation.

Our health examination and nutrition survey, a survey where we
go out and examine the population over a period of time, we produce
information about the health status of the population through that
survey.

For example, we have identified, as Dr. Richmond indicated in his
testimony, that there is a significant differential in hypertension among
the blacks compared with the whites. We have been producing such
information from our data systems.

Senator Scunwerker. Is there any duplication with CD(’s work in
the epidemiology area? Has that been much of a problem ?

Mrs, Rice. Senator, I do not see that there is any duplication at all
with CDC.

Senator Scunwrrker. Let’s take the example of Legionnaires’ disease.
I have been very active and interested in that case. CDC has acted as
the lead agency, I believe, and has done some rather thorough epi-
demiological work. What, if anything, has your organization done in
that case, in terms of epidemiology ?

Mrs. Rice. We simply provided some information to them on the
deaths from those diseases. We were able to identify the deaths in the
past from diseases like Legionnaires’ disease. And CDC went into the
area to learn firsthand what the problems were, how they arose, and
what were the factors associated with that disease.
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We use our data systems in a broad way by identifying high risk
areas. CDC goes into that area to find out more about the -|wf-1f1r~- of
the disease.

Dr. Ricumoxp. Senator Schweiker, if 1 might just elaborate on
Mrs. Rice’s comments, what her epidemiologic data do is chart the
course of morbidity and mortality in the Nation, and CDC, with its
capacity for laboratory and field investigation then moves in on the
leads that are provided.

Just as an example, one of the reasons why we become concerned
about potential outbreaks of influenza is that complications of influenza
rank among the 10 leading causes of death.

We know that with outbreaks we can have those morbidities and
mortalities rise considerably, So CDC then moves in fo give us the
advice on how we ought to proceed to try to minimize the increases in
morbidity and mortality from a cause like that.

I would like to just comment, too, on the data collection systems that
Mrs. Rice and her staff have developed, which give us now much more
detailed pictures of the loci of high infant mortality rates, for example.

We now are beginning to use those data in the planning for health
services, so that we are not firing our service resources like buckshot,
but we are beginning to try to find ways of concentrating those re-
sources at target areas where the outbreaks or the rates are high,

Senator Scuwerker. I would like to ask you or Mrs. Rice about the
current supply of epidemiologists. Do we need more? Should we train
more? What are the implications, if we do expand epidemiological
activities and training?

Dr. Ricamoxn. Well, as the former chairman of the Department of
Preventive and Social Medicine at the Harvard Medical School, 1
think I can tell you, Senator, that we are in very short supply. For a
variety of reasons. young physicians in particular have not been at-
tracted to this field in sufficient numbers, and T think this is something
that we are going to have to attend to.

I do not mean by that to indiecate that physicians are the only ones
who can do good epidemiology. but they constitute one significant
source,

Senator Scrnwrrker. Are we able to take steps under {‘\l‘silllfr]("’]‘:ld-
tion to attract more people into the field and expand training, or is
this something that new legislation is needed for?

Dr. Ricamoxp. Well, T think we have the authority, and we do have
some proerams in preventive medicine which enable us to do some
training. T think we should expand these proerams, however.

metm Kexxepy., Would the Senator yield on that point?

Senator ScHWEIKER, Yes.

‘-mn‘ltm Kex~xepy. We did not get into this in the other question
period. but as Senator Schweiker understands. this is one of the im-
portant ingredients that compels our particular approach, because
each of the institutes has a strong training function, and for the reasons
that you have outlined here, we stress the importance of that.

And T think it is not as apparent in terms of your proposal—I know
that you know it is necessary—but we have really tried to target
that as an important ingredient in our legislation, for the reasons
that you have just mentioned here.

I thank the Senator.
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Senator Scawerker. I have just one more question. Dr. Richmond,
you may ask one of your associates to answer it—1I am not sure who
in the group would handle it.

Where would the program support funds for health statistics and
health services research activities come from. according to the adminis-
tration’s budget proposals?

In other words, would the money have to come from authorization
specifically tied to the centers, or would it come from the Assistant
Secretary’s Office, or some place else?

Dr. Ricasoxn. I think T might ask Mrs, Hanft to comment on that.

Mrs. Haxrr. The centers’ personnel and their staffing are targeted
at each individual center. The entire budget appears in the budget of
the Office of the Assistant Secretary of Health.

The supporting functions, such as management, contracts, financial
management, and ‘personnel are part of the overhead of the Office of
the Assistant Secretary of Health, which serve all his functions.

But each center has an identified budget for their research and
their statistical operations, their salaries and expenses and the costs
of their various programs, both mtramural and extramural programes.

Senator Scuwerker. Well, straighten me out if T am wrong, but T
thought in the past, that NCHS and NCHSR “program support”
funds, as the President’s budget calls them, did not come out of the
specific authorizations for appropriations for the centers, but actually
came out of other channels. Now, maybe T misunderstood.

Mrs. Haxrr. They have a separate appropriation for each of the
centers. We also, in the Office of the Assistant Secretary for Health,
provide them with certain supporting services in the way of financial
management, personnel, and contracts.

But they have their own authorization, each center has its own
authorization for salaries, expenses, grants, contracts, and their total
costs.

In addition, the National Center for Health Statistics performs
certain reimbursable services for other agencies, and they are reim-
bursed for those services out of the other agencies’ budgets.

Senator Scawriker. Oh, the other agencies reimburse them for their
services?

Mrs. Haxrr. For certain services that are done on a reimbursable
basis by NCHS and by NCHSR. For example, the emergency medical
services research is funded under the emergency medical services bill;
yet the National Center for Health Services Research performs that
research for the Health Services Administration.

Dr. Ricamonn. I think Dr. Rosenthal may want to make a comment
on this. too.

Dr. Rosexrian, Only to note briefly that up until we were trans-
ferred to the Office of the Assistant Secretary, the program manage-
ment budget for the National Center for Health Services Research
and for the National Center for Health Statistics showed up in the
appropriation for program management for the Health Resources
Administration.

It was not in the line labeled “National Center for Health Services
Research,” or in the line labeled, “National Center for Health Sta-
tistics.” And the authorization levels which were alluded to in our
legislation did not include the program management resources.
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Now, there was some discussion over whether that was the best
strategic way to do that, but I think the way the law is written, those
program management funds now will be part of the Office of the As-
gistant Secretary for Health, and the appropriations made against
our authorizations will specifically refer to the research that we are
undertaking, the statistical activities that we initiate, and in our case,
only those things related to the direct management of the intramural
program, which comes also ou of that legislation.

But the program management generally—my salary and those of
our own administrative staff—are not included in that number. I
think that is the nature of that question.

Senator Scaweiker. Thank you very much.

Senator Kexneny. Thank you very much. We will be staying in
touch with you and working closely with you.

Our next witness is David Hamburg, who we are pleased to welcome
before the committee. He is the distinguished president of the Insti-
tute of Medicine, and his advice is always valued and always helpful.

Our only regret is that we do not get you down here more often,
Dy, Hamburg. We look forward to your testimony.

STATEMENT OF DR. DAVID HAMBURG, PRESIDENT, INSTITUTE OF
MEDICINE, NATIONAL ACADEMY OF SCIENCES, WASHINGTON, D.C.

Dr. Hameure. Thank you, very much indeed.

Mr. Chairman, I am very grateful for the invitation to testify be-
fore this remarkable committee, which has contributed so much to the
health of our Nation.

I have admired for years the deep interest this committee has taken
in health care, research, and education. Your work has had a highly
constructive and stimulating impact on the health sciences and health
professions in the United States and abroad.

I recognize that the occasion for this hearing is the introduction of
S. 2466. 1 believe this bill is timely and significant ; it addresses con-
structively some of the major issues of the next decade in health
policy.

The Institute of Medicine shares many interests and concerns of
this committee. Qur charter specifies that our mission is to protect
and promote the health of the public and to examine health policy
issues objectively, from multiple perspectives.

Today, I testify as an individual, expressing my own views. In doing
so0, I am fortunate to be able to draw upon a number of studies, papers,
and conferences undertaken by the Institute during the past 2 years.
They are listed in my statement, Mr. Chairman, but T am not going
to read them, and indeed, there are other parts of my statement that
I will simply submit for the record. I want to make my statement as
brief and, I hope, useful as possible.

These activities of the Institute of Medicine listed in the statement
deal with problems believed by our council, members and our staff
to be of crucial importance in health science policy, in health services,
and in disease prevention,

In addition to these materials, T draw upon my own background
of 30 years active work in basic science, clinical investigation, and
health care.
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The essential point I want to make today is that we stand on the
threshold of a great opportunity to improve the health of the publie.

That opportunity rests on an extension of science to the whole of
the health care system. In the next decade, I think we can greatly
increase the extent to which the health system is based on scientific
attitudes, methods. and principles.

To take advantage of this opportunity, we must provide conditions
that will strengthen needed disciplines and foster novel collaboration
among the disciplines in addressing the great problems of health and
disease.

Circumstances have really changed rapidly in the past few decades,
and we must make institutional changes to deal effectively with the
new circumstances,

This will require that we construct a powerful chain of research
from laboratory bench to patient bedside to the communities and
homes—with every link in the chain strong. That is the essential point
[ want to make—broadening of science through the whole of the health
caro system.

[ want first to discuss some explorations toward this wider range
of scientific underpinnings for the health of the publie.

It is important to bear in mind that there are three general classes
of factors affecting the health of the public, and they are all very
important.

One is medical care and other personal care by health professionals;
another is environmental conditions, which have been very important
historically in matters such as sanitation; and, no less important now,
although in somewhat different ways than let us say in the last cen-
tury ; and finally, the effect of individual behavior on health. A1l three
are very important. and all three have to be addreséed scientifically.

In this context, let us consider the science base for improving the
health of the public. We know that the establishment and mainte-
nance of very high standards of scientific quality by the National
Institutes of Health has served the Nation well over the past quarter
century,

There now exists in this country a general appreciation of the im-
portance of supporting strong fundamental biomedical seiences, such
as biochemistry, genetics, physiology, pharmacology and related
fields.

Indeed, Mr. Chairman, wherever I have gone throughout the
world—Europe and Africa and elsewhere—I have found very great
respect for the NTH. Tt is a visible symbol of high-quality achieve-
ment in biomedical research.

Now today, T think we are seeing the emergence of additional ele-
ments that build upon that base created primarily, though not ex-
clusively, by NIH ; the emergence of interest in other sciences to add
on to the established fields, in pursuing the goal of improved health.

These include but are not limited to epidemiology, biostatistics. bio-
engineering, the behavioral and social sciences as they relate to health.
health services research and prevention research.

Increasingly, we see that each of these lines of inquiry has great
potential value for improved health and well-being, and are therefore
deserving of supporting and nurturance.

And some of the newer or renewed sciences do indeed require care-
ful nurturing.
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Epidemiology, for example, has a valuable and in fact pioneering
history in health and has been revived recently, particularly in the
context of chronic diseases.

The most recent HEW forward plan points out that epidemiology
is emerging as the first line of defense in detecting new cancer hazards
that may be missed in various screens, and appear for the first time in
humans.

Most. of the clearly identifiable environmental causes of cancer
have been found first through epidemiological studies and confirmed
later through laboratory studies.

Now, this is not to argue in any way for epidemiology as a sub-
stitute for research on basic biological mechanisms. It is to argue for
the strengthening of this old diseipline in a new context. Also—and
I would emphasize this point, Mr. Chairman—we have to find ways to
bring about effective integration of epidemiology with laboratory
sciences such as biochemistry and with elinical medicine. That is a
special area where the training programs you spoke of a moment ago
may be quite pertinent.

As we learn more about the burden of illness in this country, the
importance of behavioral factors for health becomes increasingly
clear.

Whereas infectious diseases used to be the most burdensome ill-
nesses, we now see cardiovasenlar diseases, cancers, lung diseases, ac-
cidents, homicide. and other violence as the major assaults on life and
health. Becanse such burdens clearly have strong behavioral factors,
approaches to the prevention or management of these problems must
obviously include a strong behavioral science perspective.

As the burden of illness changes, the sciences needed to lessen the
burden also must change. We must find out how we can bring the best
in behavioral science, whatever that may be at a given moment
and it will develop over time—to bear on these serious health
problems.

Here T refer to the relationships of factors like heavy cigarette
smoking, heavy alcohol use, risky driving, prolonged stress, peculiar
diets, and lack of exercise, to cardiovascular diseases and some can-
cers, especially lung eancer—as well as to mental illness. And these
are, of course, among the very heaviest burdens of illness we have.

Now let us briefly consider health services research. This is a field
of study concerned with the praetical delivery of health servieces. The
mode in which services are provided, their cost, their quality, their
availability—all have a great bearing in the long run on health status
of the population.

To the extent that health services research can increase understand-
ing leading to positive change, both in the content and in the organi-
zation of health services, it shows a relevance to health that is of great
potential importance. And T am sorry to say that that potential im-
portance has not been fully appreciated, even in the health professions
and the health sciences, let alone in the general public, but that day
is coming.

The key point being made here is that a whole spectrum of health
research 1s needed in order to meet America’s long range problems.

An exclusive or heavy focus on only one component of the
spectrum is unwise. We must try to help the Nation test out the ex-
tent to which the methods of science could be brought to bear, not just
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on some pieces of the health system, but over the entire range of the
health system.

Senator Kex~eny. Just to illustrate, the area of biomedical research
and the support that it has received is an example, obviously, of ex-
cellence which has gotten strong support from this committee. But 1s
your point here that what has been done in that area ought to be
I'I‘jllii';lll-li in these other areas? y

Dr. Hampure. Yes: it is, precisely. And I would like to——

Senator Kexxepy. And that if you just have that sort of tower
standing in and of itself, that even its full potential might not be as
realized if we do the other kinds of things which you have outlined
here.

Dr. Haypure, Let me give two or three concrete examples that 1
think are tangible and down to earth in the next few minutes, that
show really how this speetrum can work. if only we provide the con-
ditions to make it work over the whole range of health problems.

Let us talk about hypertension. That was referred to by Dr. Rich-
mond and some of his distinguished colleagues very well. Tt is a ter-
ribly serious problem. It is a very important disorder and a risk factor
for stroke, coronary disease. It is concentrated heavily in the black
population, as you have heard.

It has been a stimulus for and a beneficiary of a great deal of basic
research which this committee has fostered in cardiovascular and
kidney physiology and biochemistry, as well as research in en-
tlm'l'ilmlng_!.\' and 1 the neurosciences,

Now, out of that basic research came first small-scale elinical ex-
lorations, and then well-designed large-scale clinical trials, mainly
in the VA,

And it was found that under these optimal conditions of the clini-
cal trials that there were indeed several good treatments in the way
of medication for hypertension that would reduce blood pressure
over an extended period of time.

When thege clinical trials demonstrated the effectiveness of medica-
tion, we who were interested in hypertension felt a lot of satisfaction,
and the problems appeared to be largely solved,

But, in fact, it was not solved. To our distress, it turned out that
only about half the patients did in fact adhere to the therapeutic
regimen. Half of them simply did not take the medication.

Hypertension is by no means unusual in that respect. Now, it be-
came important to ascertain, through behavioral and health services
research, why patients were not taking medication that was mani-
festly good for them, and demonstrably able to prevent strokes.

And I may say with some feeling, Mr. Chairman, that my father

this past week had a stroke related to hypertension, and I regard
this as one of the major problems we have in this country. We have
within our grasp the ability to prevent a great deal of this human
suffering, and yet having the biochemical and pharmacological capac-
ity in itself is not sufficient,
_ Now, health services research has brought about some clarification
in this sitnation. And some of these factors may appear mundane, but
I can assure you that they are very important to hypertension pa-
tients and their families.
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Failure to take the medication depends partly on such factors as
these: Long waiting times for the doctor and at the pharmacy; in-
adequate followup by doctors and elinies; overcomplicated and con-
fusing dosage schedules; unsatisfactory doctor-patient relationships:
unexplained side effects—that is, when nothing has been explained
about what is likely to occur, particularly when the patient has not
had symptoms prior to medication, even though his blood pressure
was not elevated.

Now, recognizing that, learning those facts throngh health services
research, there has recently been some careful work on the utility
of nonphysician medication counselors, who focus specifically on these
issues. And it has been shown that such medication counselors ean
markedly enhance the adherence to the therapeutic regimen in
hypertension.

Senator Kennepy. The point is that if we do not deliver the serv-
ice which is the result of the basic research, we really perhaps minimize
the achievement.

Dr. Hamsure. That is right. We can have a wonderful treatment.
but if we do not get it there in a sensible way, it is not going to do
us much good. It is wonderful for us to know about it in the Institute
of Medicine or somewhere like that, but in the communities where
people actually live, it has to get there more or less in the way that
it is preseribed.

Following out this hypertension-cardiovascular disease problem. an-
other type of essential effort which I know this committee has been
interested in involves trying to prevent the disease in the first place.

We do not know enough about the mechanisms to prevent the disease
in the most fundamental sense. But on the other hand, some of the risk
factors in the way we live our lives can be modified. For example,
the study of heart disease prevention based at Stanford. which utilized
three communities in California, was centered around public educa-
tion. And I think we are going to need much more public education.

What that group did was to take two experimental communities
and a control community. All three were very similar communities in
northern California——

Senator Kexyeoy. We had a very good visit at Stanford, Doctor,
and we were very well briefed on that program. Tt is a very exciting
program, with profound lessons for the rest of the country. We were
very impressed with what we observed there. and T think the Cali-
fornia program will be an important model for the type of research
which ought to continue.

Dr. Hameure. My own judgment is that we need an intensification
of research to learn how to do that effectively. nationwide, Just 10
days from today, we are having a conference at the Institute of Medi-
cine whose focus is to a considerable extent on this kind of question.
Now, in the California case, the two experimental communities clearly
had a decrease in risk factors through public education using—
whether one used mass media alone or mass media plus some personal
contact with high risk individuals—either way. vou did better than
the control communities in respect to lowering blood pressure, lower
blood cholesterol and lowering cigarette smoking.




183

Now, the Stanford study does not yet have meq
come. But there was a similar study rece
have measure of health outcome anc
toric change in the trend of
coronary attack rate.

So there is reason to believe that community-based programs can be
effective, and we must now clari fy the conditions under which such
programs are likely to be most effective,

So this sketch of research on hypertension is meant to suggest the
need for fostering the full spectrum of research from laboratory bench
to patient bedside to the communities were we live and die. :

Now I would like very briefly to turn to a couple of other paths of
progress which I believe require intensified research efforts and more
adequate institutional facilitation.

These are directions in which useful research on health care and
disease prevention can be built on the solid foundations of biomedical
science. They deal with practical, common problems that constitute
an important part of today’s burden of illness.

For example, the organization of health care efforts for specific pur-
poses can be remarkably effected even under harsh and difficult
conditions,

We all know the plight of the Indians in this country. Yet, in the
20 years from 1955 to 1975, a time in which intensive and systematic
effort was made to bring public health and preventive eare to Indian
mothers and infants, through the Indian Health Service. there were
striking health status improvements.

In those 20 years, the infant mortality declined about 70 percent ;
maternal mortality declined about 80 percent. The infant and ma-
ternal mortality among the Indians in this country today is below
that if the black population. which has not had on the whole such
intensive and highly organized efforts to deal with these issues.

Now, taking advantage of eurrent knowledge based on public health
and biomedical research, prenatal and perinatal care can clearly de-
crease not only infant mortality and maternal mortality. but also birth
defects and premature births, which so often have unfortunate
aftereffects,

Similarly, recent studies have shown that well-organized programs
for children can decrease the days of illness, decrease expensive hos-
pital time, and prevent later complications of childhood disease. In
one such program, there was a 60-percent reduction in the incidence
of rheumatic fever by virtue of prompt and appropriate use of anti-
biotic therapy. This means that these persons were spared the heart
disease that you remember used to kill so many in young adulthood.
When T was in medical school. we used to see those cases all the time.

Now. here we have a clear example of the value of modern bio-
medical research or preventive care that truly improves health. And
yet, once again, the matter is not so simnle as it appears at first glance.
~ A recent pediatric study shows an alarming problem that requires
careful investiration if we are really going to fulfill the potentiality
of science-based health care,

wsures that help out-
ntly from Finland which does
| shows, for example, a really his-
coronary attacks, a decrease in the




184

In the clinic where this study was done, a 10-day course of penicillin
was prescribed for children with streptococcal throat infection. But
by the 3d day of this putative 10-day course, 56 percent of the children
were no longer taking the penicillin, and by the 6th day, 71 percent
were no longer taking it.

This means that much of the value, much of the preventive poten-
tiality of the penicillin is in actual fact being lost. Now, we need to
know how widespread are such problems, what can we do to cope
with them more effectively.

To answer those practical questions, we require clinical investiga-
tion, health services research, epidemiology, and behavioral science.

A study done last year by the Institute of Medicine is very revealing
in this regard. It suggests that missed opportunities in childhood
disease prevention are neither rare nor trivial.

This study was an analysis of the large body of scientific evidence
bearing on the efficacy and safety of polio vaccines. And T may say,
Mr. Chairman, that the study was in no small measure stimulated by
the activities of this committee.

Now, while the polio vaccines are remarkably effective, their actual
use in this country is disappointing. In 1974, only about 67 percent of
white children and 45 percent of nonwhite children in the United
States, ages 1 to 4, had been vaccinated against polio.

The comparable figure in northern European countries and the
Scandinavian countries is above 90 percent. Why is this so? To what
extent does it apply to other potentially valuable vaccines? What can
be done to increase utilization ?

I submit, Mr. Chairman, that these are not trivial questions. They
are not beneath the dighity of science or beyond the range of scientific
methods in the 1980’s,

Some of the problems are easily overlooked. We have in this country
a sort of romance with youth, We glorify youth. And yet, curiously,
the adolescent age group. and especially the early adolescents, 10 to 15,
tend to be poorly served and poorly researched, regardless of position
in society. But this is a critical period for the formation of health-
relevant behavior patterns that have lifelong significance. I refer here
to cigarette smoking, alcohol use, risky driving, adolescent pregnancy,
sexually transmitted disease, and habits of nutrition and exercise.

And of course, there are still major problems of the elderly, largely
cutting across socioeconomic lines, but most poignant among the poor.

In connection with problems of adolescents and of the elderly and
also of the mentally ill in general, we must learn more not only about
the basic nature of the difficulties, but also how to integrate health
services with social services in the communities where people actually
live and get their care.

This committee has heard ample testimony in recent months, and I
will not dwell on it, about the need for greater emphasis on research
which assesses both the risks and benefits of diagnostic, therapeutic,
and preventive interventions—particularly before their widespread
dissemination, although there certainly is a problem about procedures
in common use, as has already been referred to this morning.

It is true that the health professions strive continuously to improve
their quality of care; there is a strong tradition in that respect. And
vet, much of clinieal care has not been based on modern scientific meth-
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ods, Tt is necessary to determine more than we have done in the past
the efficacy and safety of diagnostic, therapeutic, and preventive
interventions,

I submit that the cost and ethical implications of not conducting
such research are very serious. There are hopeful signs that this matter
is now being discussed and taken seriously and the introduction of
S. 2466 should greatly enhance these considerations,

Mr. Chairman, it is exceedingly important that the American people
understand the need to build a firm foundation for dealing with the
newer problem areas of health in practical, useful ways.

What I am trying to do today is primarily to clarify the need for a
broadened approach to the health sciences.

These new frontiers involve many forms of clinical investigation,
health services research, both at the institutional and individual level.

Such investigations involve complex biological, behavioral, statisti-
cal, epidemiological, and ethical considerations. To be done effectively,
they need a secure home that can do for this field what NIH has done
for basic biomedical research.

So we ask, Who can provide the right conditions? NTH probably
could, but for reasons of its traditional strengths and boundaries, NTH
is not likely to do more than g part of what needs doing.

ADAMAH already does some of it and could do more. The same
applies to the FDA, CDC, and perhaps other health agencies as well.

The existing health agencies deserve vigorous support for their
traditional missions, and for some, widening of their horizons. But if
they cannot, or should not, do the whole job that needs doing—that
we have been discussing this morning—then another agency of com-
parable stature must be developed to strengthen and apply a wider
range of sciences and activities to improving the Nation’s health.

The NIH has not until very recently accorded a high priority to
research explicitly directed toward disease and trauma prevention,
especially in regard to the behavioral and environmental aspects of
health.

This situation, T am glad to say, has begun to change, and other
agencies have taken an interest also. But there is, in my judgment, still
a long way to go.

It may well be that new institutional arrangements are necessary to
foster research on near-term prevention. The Institute proposed in
S. 2466 could make a great contribution to this regard.

I might add, Mr. Chairman, T would welcome a little more language
in that bill addressing prevention explicitly.

Now, let me summarize briefly and make a concluding comment. The
biomedical science effort of the United States has earned worldwide
respect. In fact, the principal source of new information since World
War IT on the nature of living organisms has been the American life
sciences community, much of which has been biomedically oriented.

We now have growing concerns about finding ways in which the
social utility of this great effort can be further enhanced. To do that,
it is appropriate to broaden the traditional concept of biomedical
sciences to include centrally, not marginally, the sciences associated
with public health, with the environment, and with behavior. This
broadened field may usefully be designated as “the health sciences.”
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The health sciences must be concerned in a major way not only with
deepening the base of fundamenta] knowledge, but with continuous
monitoring of these advances for applications that are promising in
regard to clinieal problems,

Furthermore—and I would emphasize this—arrangements are
needed to insure that there will be feedback loops from the clinical and
social needs that can stimulate the research enterprise.

The entire continuum of high quality research from basic science to
clinical investigation to health services research should be fostered
by any comprehensive national health policy.

I'f a higher research priority is to be assigned to work of the sort we
have been discussing this morning, as I think it must, then I want to
say a word about what T believe we will need. We will need a nation-
wide cadre of high quality scientists, qualified to tackle these diffi-
cult problems—not just a fine group of people here in Washington.
We will need an ability to collaborate across disciplinary lines that
exceeds most of what we have so far seen in the health seciences,

For example, health services research is not a single field, Tt is a
combination of disciplines brought to bear on health care problems.

To do this sort of thing, we will need both extramural and intra-
mural programs. We will need work relevant both to near-term policy
problems and to long-range changes in health and society.

We will need for such efforts high visibility and respect, first class
intellectual leadership, a clear organizational focus, and a determina-
tion to persist over many years in what is necessarily a complex and
difficult enterprise.

Mr. Chairman, I believe the conditions are now exceptionally favor-
able to move forward expeditiously in providing the institutional ar-
rangements that will complete the spectrum of health research and
development.

The chain can be made strong in all of its links during the next few
years. I say this for several reasons. One is the thoughtful. construc-
tive, far-sighted interest of this committee as reflected in S. 2466 and
in other committee activities. I say it also because today’s leadership
in the Department of Health, Education, and Welfare is keenly aware
of these problems and ready to ereate new opportunities.

Dr. Richmond and his distinguished colleagues here today under-
stand these issues very well and are deeply committed to dealing with
them effectively.

This is also true to an unusual extent of the current heads of the
health agencies in DHEW. In this, I believe they have the keen
interest and full backing of Secretary Califano and Under Secretary
Champion.

They have already taken constructive steps, of which I mention two
briefly. One is the recent elevation in status of the National Center
for Health Statistics and the National Center for Health Services
Research, which we discussed earlier. And another is the intensive,
systematic effort to focus on disease prevention throughout the entire
Public Health Service in an unprecedented way. This includes major
strengthening of research relevant to prevention in the foreseeable
future.




It is my belief that this committee can work toegther with the De-
partment of Health, Education, and Welfare in ways that will pro-
vide strong institutional arrangements to complete the spectrum of
health sciences.

This can contribute in a major way to the continuing improvement
of health care, a perennial quest. Tt ean make our health services as
rational, compassionate, and science based as is humanly possible.

Although I do not believe in any single right way to achieve such
a goal, T believe that S. 2466 is a landmark pointing toward future
progress in the health of our people.

Thank you, Mr. Chairman,

[ The prepared statement of Dr. Hamburg follows:]
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Mr. Chairman, I am very grateful for the invitation to
testify before this remarkable committee which has contributed
so much to the health of our mation. I have admired for years
the deep interest this committee has taken in health care,
research, and education. Your work has had a highly construc-
tive and stimulating effect on the health sciences and health
professions in the United Btates and abroad.

I recognize that the occasion for this hearing is the
introduction of S. 2466, I believe this bill is timely and
significant; it addresses constructively some of the major
issues of the next decade in health policy.

The Institute of Medicine shares many interests and
concerns with this committee., Our charter specifies that our
mission is to protect and promote the health of the public,
and to examine health policy issues objectively from multiple
perspectives.

Today, I testify as an individual, expressing my own views.
In doing so, I am fortunate to be able to draw upon a number
of studies, papers and conferences undertaken by the Institute
of Medicine during the past two years. These include:

1) Policy Issues in the Health Sciences;

2) Perspectives on Health Promotion and Disease

Prevention in the United States;

3) Evaluation of Poliomyelitis Vaccines;

4) A Policy Statement on Computed Tomographic Scanning;
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Assessing Quality in Health Care: An Evaluation;

Technology and Health Care;

Invited papers prepared for the President's Commission

on Mental Health;

a) The Relationship of General Health and Mental
Health Services, and
b) The Assessment and Improvement of Mental Health
Services:
The 1976 Annual Meeting of the Institute of Medicine,
(entitled The Health Sciences and The Burden of Illness)

which led to the publication The Current Burden of

Illness by Dorothy Rice, Kerr White and Jacob Feldman;

A Survey of Current Problems in Clinical Investigation

(currently underway); and

10) An Assessment of Health Services Research (also underway)

These activities deal with problems believed by our Council,
members, and staff to be of crucial importance in health sciences
policy, health services, and disease prevention.

In addition to these materials, I draw upon my own back-
ground of thirty years' active work in basic science, clinical
investigation, and health care.

The essential point I want to make today is that we stand
on the threshold of a great opportunity to improve the health
of the public. That opportunity rests on an extension of
science to the whole of the health care system. In the next

decade, we can greatly increase the extent to which the health




system is based on scientific attitudes, methods, and prinmeci-
ples. To take advantage of this opportunity, we must provide
conditions that will strengthen needed disciplines and foster
novel collaboration among the disciplines in addressing the
great problems of health and disease., Circumstances have
changed rapidly in the past few decades, and we must make
institutional changes to deal effectively with the new circum-
stances., This will require that we construct a powerful chain
of research from laboratory bench to patient bedgide to com~-
munities and homes--with every link in the chainm strong-

1 want first to discuss some explorations toward a wider
range of scientific underpinnings for the health of the public.
It is important to bear in mind that there are three general-
classes of factors affecting the health of the publici 1) medical
care and other persomal care by health professionals; 2) envirom-
mental conditions, important for health historically and no less

g0 now; and finally 3) individual behavior.

In this context, let us consider the science base for

improving the health of the public. The establishment and
maintenance of very high standards of scientific quality by the
National Institutes of Health has served the nation well over the
past quarter-century., There now exists in the United States a
general appreciation of the importance of supporting strong fund-
amental biomedical sciences, such as bilochemistry, genetics,

physiology, pharmacology, and related fields. I refer here to




the sheer fascination of understanding the nature of the human
body, how it works, the tiny components of which it is constituted,
and the way they relate to each other, Such understanding has
great merit in its own right, and also has much relevance to
disease,

However, the time scale of "payoff" in effective diagnosis,

treatment, or prevention is very difficult to predict. Some

developments can be foreseen on a time scale of a few years, but

many are indeterminate., There are s few examples that are dramatic
in the rapidity of movement from basic discovery to clinical
application. One is the discovery of brain amines, their distinctive
distribution within the brain, their relevance to Parkinson's
disease, and the emergence of the first reasonable treatment of
this serious disease--all this in about a dozen years. One wishes
that there vere many stories of discovery and clinical utilicy

on that time scale. There are some, but integrity demands that

we be candid about the inherent upredictability of the rate at
which the acquisition of basic knowledge will be pertinent to
treatment and preventiom., There is a sense in which all basic
research in the life sciences has long-run preventive implications.
The more we understand about the nature of the organism, the

more in principle we ought to be in a position to affect crucial
mechanisms 8o as to prevent cancer and cardiovascular disease

and mental 1llness. But in 1978 we are a long way from under-

standing most of the mechanisms that would offer that kind of




prevention, and when we talk about prevention in today's context,

it often has to do with modifying risk factors, even though we
understand very little about the mechanisms by which those risk
factors do their damaging work. S5till, knowledge of risk factors
may be extremely useful in devising near-ters strategies for
prevention of disease.

Today, there is an emergence of new interest im other
sciences to add onto the established fields of biomedical research
in pursuing the goal of improved health. These include, butare
not limited to epidemiology, biostatistics, biocengineering,
the behavioral and eccial sciences, health services research
and prevention research. Increasingly we see that each of these
linee of inquiry has great potential value for improved health
and well-being, and are therefore deserving of support and
nurturance, Epidemiology, for example, has a valuable, indeed

pioneering history in health &and has been revived recently,

particularly in the context of chronic diseases. The most
recent HEW Forward Plan points out that epidemiology is emerginmg
as the first line of defense in detecting new cancer haczards
that may be missed in various screens, and appear for the first
time in humansj; and it points out that most of the clearly
identifiable environmental causes of cancer have been found first
through epidemiological studies and confirmed later through
laboratory study. Now this is not to argue in any way for
epidemiology as a substitute for research on basic biological
mechanisms. It is to argue for the strengthening of this old
discipline in a new context. Also, and of special significance,

is the need to find ways to bring about effective integration of




epidemiology with laboratory sciences such as biochemistry and
with clinical medicine.

As we learn more about the burden of illness in this country,
the importance of behavioral factors for health becomes increasingly
clear, vhereas infectious diseases used to be the most burdensome
illnesses, we now see cardiovascular diseases ,cancers, lung
diseases, accidents, homicide and violence as the major assaults
on life and health. Because such burdens clearly have strong
behavioral factors, approaches to the prevention or management of
these problems must obviously include a strong behavioral science
perspective. As the burdenm of illness changes, the sciences
needed to lessen the burden also ‘change. We must find out how
we can bring out the best in behavioral science, wvhatever that
may be at any given moment, to bear on these serious health
problems. Here I refer to the relationships of factors like
heavy cigarette smoking, -heavy alcohol use, risky driving, pro=-

longed stress, peculiar diets, and lack of exercise, to cardio-

vascular disease and some cancers, especially lung cancer--as
well as to mental illmesa.

Now let us briefly consider health services research.
This 1s a field of study concerned with the practical delivery
of health services. The mode in which services are provided,
their quality, their cost, their availability, all have a great
bearing in the long run on health status of the population. To
the extent that health services research can/effect positive

change both in the content and the organization of health

services, it shows a relevance to health that is of great potential

importance.




The key point being made here is that a whole spectrum
of health research is needed in order to meet America's long-
range problems -- an exclusive or heavy focus on only ome
component of the spectrum is probably unwise. We must
try to help the nation test out the extent to which the
methods of science could be brought to bear, mot just on
some pieces of the health system, but over the entire range
of the health system.

Let me briefly talk about hypertension to make the
research spectrum more meaningful. Hypertension is & very
important disorder and a risk factor for stroke, coronary
disease, and kidney disease. It affects millions of Americans,
particularly in the black population. It has been a stimulus
for and a beneficiary of a great deal of basic research in cardio-
vascular and renal physiology and biochemistry, as well as
research in endocrinology and in the neurosciences. Out of that
basic research came small-scale clinical explorations and then
well-designed large-scale clinical trials, mainly in the VA.
Under optimal conditions, we now have several good treatments in
the drug sphere.

After the randomized clinical trials demonstrated the
effectiveness of medication, we felt much satisfaction. The
problem appeared to be largely solved. But, in fact it was
not. About half the patients simply did not adhere to the

therapeutic regimen. Hypertension is by no means unusual

in that respect. It became important to ascertaim, through

behavioral and health services research, why patients were

not taking medication that was manifestly good for them and




demonstrably able to prevent strokes. A certain amount of
clarification has emerged; some of it may appear mundane but

very important to hypertensive patients and their families.
Failure to take the medication depends partly om such factors

as: long waiting times for the doctor and at the pharmacy;
inadequate follow=-up by doctors and clinics; over-complicated

and confusing dosage schedules; unsatisfactory doctor-patient
relationships; unexplained side effects, particularly in patients
who had no symptoms prior to medication.

Recently there has been some careful work on the utility
of non-physician medication counselors who focus specifically
on these issues, and it has been shown that they can markedly
enhance the adherence to a therapeutic regimen in hypertension.

Sti1ll another kind of essential effort involves trying to
prevent the disease in the first place. We do not know enough
about the mechanisms to prevent it in the most fundamental
sense, but on the other hand, some of the risk factors in the
way we live our lives can be modified. For example, the study
of heart disease prevention based at Stanford which utilized
three communities in California was centered around public
education in two experimental communities and a control com=-
munity. These were very similar communities -- one had mass
media alone providing information about cardiovascular risk

factors, one had mass media plus some personal contact with high~

risk individuals, and the third had no intervention. 1Im both

experimental communities there was a very considerable decrease

in the risk factors achieved over two years -- risk factors




including lowering of hypertension, lowering of blood cholestercl,
lowering of cigarette smoking. That study, however, did 4
not measure actual changes in health outcomes as a result of
modifying these risk factors.

There 1is, hﬁwever. 2 similar study recently reported from
Finland which has not only documented a similar reduction in risk
factors, but has alsoc tracked changed in health outcomes =--
€.§., 8 decrease in the coronary attack rate. Thus, community-
based programs can be effective. At the Institute of Medicine,
we are currently trying to clarify the conditions under which
such programs are likely to be most effective.

Once again, this sketch of research on hypertension is meant
to suggest the need for fostering the full spectrum of research --
from laboratory bench to patient bedside to the communities where

ve live and die.

In considering our contemporary burdem of illness, and

the lines of inquiry needed to reduce the burden, we should
learn as many lessons as we can from past experience. We
must try to sort out what has worked well and what has not,
where gains have been made and why, and the gaps in research

most urgently needing to be addressed.




During the past centry, our health has benefited greatly
from advances in agriculture, sanitation, infectious disease,
family planning, and maternal and child care. Yet much re-
mains to be donme. I want now to give several illustrations
of paths of progress. These are directions in which useful
research on health care and disease prevention can be built
upon the solid foundations of biomedical science. They deal
with practical, common problems that constitute an important
part of today's burden of illness. We can deal with them
more effectively by broadening the range of sciences brought
to bear on them.

For example, the organization of health care efforts for
specific purposes can be remarkably effective, even under
harsh and difficult conditions. We all know the plight of
the Indians in this country, yet in the twenty years from
1955 to 1975, a time in which intensive and systematic effort
was made to bring public health and preventive care to Indian

mothers and infants through the Indian Health Service, there

were striking health status improvements. In those twenty

years, infant mortality declined about 70 percent, maternal
mortality declined about 80 percent. The infant and maternal

mortality among the Indians in this country today is below that




=]11l=

of the black population, which has mot had on the whole such
intensive and highly organized efforts to deal with those
issues.

In the past decade, considerable evidence has also ac~-
cumulated indicating that organization of health care for
specific groups with particular problems can reduce mortality,
hospital costs, and the multiple burdens of chronic illness.
Taking advantage of current knowledge based on public health
and biomedical research, prenatal and perinatal care can
clearly decrease not only infant mortality and maternal mor-
tality, but also birth defects and premature births which so
often have unfortunate after~effects, Clinical iovestigation
and health service research in the past decade have shown that
such programs need not be complex or expensive in most instances.

Similarly, recent studies have shown that well-organized
programs for children can decrease the days of illness, decrease

expensive hospital time, and prevent later complicatioms of

childhood disease. In one such program, there was a 60 percent

reduction in the incidence of rheumatic fever by virtue of prompt
and appropriate use of antibiotic therapy. This means that
these persons were spared the heart disease that used to kill
80 many in young adulthood. Here we have a clear example of
the value of modern biomedical research for preventive care
that truly improves health.
Yet the matter is not so simple as it appears at first
glance. A recent pediatric study reveals an alarming problem

that requires careful investigation if we are to be truly
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effective in fulfilling the potentiality of science-based

health care. In the climic where this study was done, a

ten-day course of penicillin was prescribed for children with
streptococcal throat infectiomn. But by the third day,

36 percent of the children were no longer taking the penicillin,
and by the sixth day, 71 percent were mno longer taking it.

This means that much of the therapeutic and preventive potentialitcy
of the penicilliin is in actual fact being lost. How widespread
are such problems? What can we do to cope with them more
effectively? To answer such practical questions, we require
clinical investigation, health services research, epidemiology,
and behavioral scienmce.

A study done last year by the Institute of Medicine SBuggests

that_-illad opportunities in childhood disease prevention are

neither rare nor triviel, This study was an analysis of the
large body of scientific evidence bearing on the efficacy and
safety of polio vaccines. While the vaccines are remarkably
effective, their actual use in this country is disappointing.
In 1974, only about 67 percent of white children and 45 percent
of non-white children im the U.S. ages 1 to 4 had been vac~
cinated against polio. The comparable figure in northern
European countries is above 90 percent. Why is this so? To
what extent does it apply to other potentially valuable vaccines?
What can be done to increase utilizatfon? T submit that these
are not trivial questions, not beneath the dignity of science

nor beyond the range of scientific methods in the 1980s.
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Some of the problems are easily overlooked. VFor example,
even in the midst of our romance with youth, the adolescent age
group tends to be a poorly served and poorly researched cohort,
regardless of position inm society. Yet this is a ecritical period
in which health relevant patterns of lifelong eignificance are
formed: cigarette smoking, alcohol use, risky driving, asdolescent
pregnancy, sexually transmitted disease, and habits of nutritiom
and exercise, And there are still major problems of the elderly,
largely cutting across socio-economic lines, but most poignant
among the poor. In comnection with problems of adolescents and
of elderly persons, as wetll as those of the mentally 111, we
must learn much more about the nature of their difficulties, and
how to integrate health services with social services in fostering

their well-being.

This committee has heard ample testimony in recent months
indicating the need for greater emphasis on research which assesses
both the risks and benefits of diagnostic, therapeutic, and pre-
ventive interventions =~ particularly before their widespread
dissemination. Though the health professions strive continuously
to improve their quality of care, much of clinical care has not
been based on moderm scientific metheds. It is necessary to
determine more than has been done in the past the efficacy and
safety of diagnostic, treatment md preventive interventionms.

The cost and ethical implications of not conducting such research

are exceedingly serious. There are hopeful signs that this

assessment issue is being widely discussed in both the public

and private sectors. The introduction of S. 2466 should greatly

enhance these considerations.
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Mr. Chairman, it is exceedingly important that the American
people understand the need for building s firm foundation for
dealing with the newer problem areas of health in practical,
useful ways in years to come. My remarks today are mainly
concerned with trying to clarify the need for & broadened
approach to the health sciences.

These new frontiers involve many forms of clinical in-
vestigation and the emerging field of health services research,
dealing with the "firing line" where research advances are
applied to the actual provision of health care on both an
institutional and individual level. Such investigations
involve complex biological, behavioral, statistical, epidemiolo-
gical, and ethical considerations. To be done effectively, they
need a secure home that can do for this field what NIH has done
for basic biomedical research,

Who then can provide the right conditions? NIH probably
could, but for reasons of its traditional strengths and boundaries,
NIH is not likely to do more than a part of what needs doing.
ADAMAH already does some of it and could do more. The same
applies to the FDA, CDC, and perhaps other health agencies as well.
The existing health agencies deserve vigorous support for

their traditional missions and for some widening of their

horizons. But 4if they cannot, or should not, do the whole job

that needs doing another agency of comparable stature must be
developed to strengthen and apply a wider range of sciences and

activities to improving the nation's health.
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The NIH has mot until very recently accorded a high priority

to research explicitly directed toward disease and trauma pre-
vention, especially in regard to the behavioral and environ-

mental aspects of health. This situation has begunm to

change, and other agencies have taken an interest also. But
there is, in my judgment, still a long way to go. It may well be
that mew institutional arrangements are necessary to foster
research on near-term prevention. The Institute proposed in
§. 2466 could make a great contributionm in this regard.

Let me summarize briefly and make a concluding comment.
The biomedical science effort of the United States has earned
world wide respect. The principal source of new information
since World War II on the nature of living organisms has been
the American life sciences community, much of which has been
biomedically oriented. We now have growing concermns about
finding ways in which the social utility of this great effort
can be further enhanced. To do that, it is appropriate to
broaden the traditional concépt of biomedical sciences to in-
clude centrally, not marginally, the sciences associated with
public health,. with the environment, and with behavior. This
broadened field may usefully be designated as the health sciences.
The health sciences must be concerned in a major way not only
with deepening the base of fundamental knowledge, but with
continuous monitoring of these advances for applications that
are promising in regard to clinical problems. Moreover, arrange=-
ments are needed to insure that there will be feedback loops from

the clinical and social needs that can stimulate the research
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enterprise. The entire continuum of high-quality research from

basic science to clinical investigation to health services re-
search should be fostered by any comprehensive actionli health
policy.

If a higher research priority is to be assigned to work
in this area, as I think it must, then we will need (a) a
nationwide cadre of high-quality scientists qualified to tackle
these difficult problems and (b) an ability to collaborate AcCTOSS
disciplinary lines that exceeds most of what we have so far seen
in the health sciences. To do this, we will need both extra-
mural and intramural programs; work relevant both to near-
term policy problems and to long-range changes in health
and society. We will need high visibility, first-class intellec~-
tual leadership, a clear organizational focus for these efforts,
and the determination to persist over many years in a complex
and difficult enterprise.

The conditions are now exceedingly favorable to move
forward expeditiously inm providing the institutional arrange-
ments that will truly complete the spectrum of health research
and development. The chain can be made strong in all its links
during the next few years. 1 say thie for several reasons. One
is the thoughtful, constructive, far-sighted interest of this
committee as reflected in S. 2466, 1 say it also because today's
leadership in the Department of Health, Education, and Welfare
is keenly aware of these problems and ready to create new op~-
portunities. Dr. Richmond and his distinguished colleagues here

today understand these issues very well and are deeply committed
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to dealing with them effectively. This is also true to an
unusual extent of the current heads of the health agencies inm
DHEW. In this, I believe they have the keen interest and full
backing of Secretary Califano and Undersecretary Champion.

They have already taken constructive steps of which I mention
two briefly: (1) the recent elevation in status of the Natiomal
Center for Health Statistics and the Nationmal Center for Health
Services Research; (2) the intensive, systematic effort to focus
on disease prevention throughout the entire Public Bealth Service:
this includes major strengthening of research relevant to pre-
vention in the foreseeable future,

It is my belief that this committee can work together with
the Department of HEW in ways that will provide strong institu~-
tional arrangements to complete the spectrum of health sciences.
This can contribute in a major way to the continuing improvement
of health care, a perennial quest. It can make our health
services as rational, compassionate, and science-based as is

humanly possible.

Although I do not believe in any single right way tb achieve

such a goal, I believe that S. 2466 1is a landmark pointing

toward future progress in the health of our people.
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Senator Kex~eoy. Thank you very much, Dr. Hamburg, for a mar-
velous survey of the landscape, in terms of the types of research and
the focus of research that really needs to be done. I think you gave us
a perspective which made it clear and compelling, and we are very
grateful to you for it.

I am wondering whether you think we ought to have an additional
institute on prevention. Are you suggesting that as well?

Dr. Haymeure. Well, I do not think there is any one right way to

et at that. It is certainly conceivable. It is plausible; indeed, to me,
1t is personally even attractive to have an institute sharply focused
on prevention.

On the other hand, we are seeing right now that Dr. Richmond,
with Secretary Califano’s backing, has really mobilized the entire
Public Health Service first to do an inventory of what is going on in
the way of prevention in various health agencies and what else they
would like to do, what latent potentiality there is. And it is very im-
pressive, that with this kind of leadership, you can do a great deal.

And T am inclined to think that the prevention efforts are so per-
vasive in the Public Health Service that we ought to give that effort a
chance. But T would say, Mr. Chairman, we should keep in mind the
possibility of a distinet institute for prevention, but let us see how the
present effort goes, because it is getting the kind of leadership now
that it has not had before,

Senator Kennepy. Do you think we can get these kinds of results
within the existing framework, within the NIH? I think you have
already commented on it. Or, do you think that inherently—as T
understand their position, at least in the past. it has not had a very
aggressive program into this type of factor. Yet, T think they are
probably a little nervous about establishing this institute, as well. It
almost appears they want it both ways. I do not know if that would be
a fair characterization. and we will hear from them, but

Dr. HamBura. The NTH is vast in scope. It is high in quality; it has
tremendous responsibilities and heavy burdens. The issue is whether
one wants to add this whole set of responsibilities onto the Institute.

A couple of years ago, T thought that was the way to go. I thought
that primarily because of the very high quality of the Institute. I
spent some of the happiest years of my life there in the intramural
program, and was an extramural beneficiary for many years at Stan-
ford, so I love the place.

On the other hand, T have come to feel that it is really adding too
much. NTH has taken progressive steps in the last couple of years to
bring the benefits of biomedieal research right up to the edge of prac-
tice. But for NTH to take on the whole health care system pervasively,
through the communities where people live in the ways that T was dis-
cussing, I think would be too much.

There is a lot of concern, I think. within NTH and the scientific
community that has been closest to NTH, that it wonld perhaps diffuse
the efforts of NTH and perhaps even undermine its basic mission, if
li:)t wi'.'m'r-. to take on the whole set of responsibilities delineated in vour

ill.

Therefore, I think the NTH itself might be better off not to have

this additional set of tasks. Because, although the dollars involved
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right now are small, the responsibilities are large, and ultimately T
think the dollars would be large and the tasks would be very heavy.

I would add. Mr. Chairman, that there is more than the NTH
involved here. There certainly is much to be said for a role. a signifi-
cant role, for ADAMAH, FDA. and CDC, at least those agencies,
in_the kind of thing we are talking about this morning. And in-
evitably, however it is done, T think the Assistant Secretary and the
Surgeon General will have to have a major active coordinating role,
because there will be a certain healthy competition, even if the new
institute is established.

Senator Ken~eny, Well, the question of coordination is a legitimate
one. I think, for the reasons that you outlined earlier, in terms of the
visibility. the foens, the attention, it seems to me that the institu-
tional setup, at least as far as T believe, is best served by the way that
we have outlined it in 2466,

Let me ask you, in terms of the study that you did on technology
and the need to evaluate it further, is there anything in this legrisla-
tion that is inconsistent with the recommendations and the findings of
the institute?

Dr. Haxnore. No.

Senator Kexyeny. Let us put it the other way. Is it consistent with
the recommendations, or do you think it helps to carry them forward?

Dr. Hassure. Yes; T think it does. Tt seems to me—without
getting into the details of it—the broad thrust of this legislation would
indeed be very helpful, in terms of the problems that we have identi-
fied and disenssed in the Institute of Medicine studies.

AIl T am saying is it is not the only way. I eould conceive of other
ways to do it. Dr. Richmond and his colleagues make a plausible
case,

It may be that the two approaches can be combined. in fact. That
is, you ean view the recent organizational arrangements in HEW as
a transitional step toward the kind of institute proposed in the bill,
and then the question becomes what would be the rate of the transition
and what steps could be taken expeditiously to make that transition
work well. 3

Senator Kexxeny, Off the record.

[ Discussion off the record.]

Senator Kexxeny. Let me just ask. on the clinjcal trials, do vou
think the center should do some clinical trials. as well? X

Dr. Haypure. Now, which center are we talking about ?

Senator Kexyeny. We are talking abonut the new one that we are
proposmge.,

Dr. Hameure. Yes: T would favor that. Clinical trials have been a
thorny issue. To be done well—there are very difficult scientific ques-
tions and ethieal questions. When should von start a trial—when
should you stop a trial. They tend to be expensive, very technieal
problems. y

It is very understandable that there has been a cerfain amount of
concern in the existing agencies about heavy commitment to tech-
nical trials, That is reflected in the President’s Panel on Biomedical
Research. Tn fact, in that report, they

in th do not categorize clinical trials
as research. But if it is not research, T do not know what it is. Tt
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might be some kind of an art form. But we certainly need more
clinical trials.

Now, I think the NTH should and is doing a lot of clinical trials.
ADAMAH is doing some and probably will do more. But in effect,
the full range of what is needed, I think, will call for some additional
bases for design in support of clinical trials beyond those we have now.

Senator Kex~epy. For our other witnesses, we are going to have to
recess until 2:15, because President Sadat is here. 1 know it is incon-
venient, But we have some important testimony and I want to hear
it. So if that is convenient, we will resume the hearing at 2:15.

The subcommittee stands in recess.

[ Whereupon, at 12:10 p.m., the subcomnmittee recessed, to reconvene
at 2:15 p.m. this same day.|

Senator Kexneny. We will come to order.

We are delighted to hear from Dr, Philip Lee, who is a former
Assistant Secretary of Health, currently director of health policy
program, School of Medicine, University of California, San Francisco.

I might ask Dr. Remington if he would like to come on up and we
will have a panel. We had meant to have Kerr White, who could not
be here, and Dr. Pomrinse, who is unable to be here.

Dr, Remington is the dean of the University of Michigan School
of Public Health, and immediate past president of the Association of
Schools of Public Health.

STATEMENT OF PHILIP R. LEE, M.D., PROFESSOR OF SOCIAL MEDI-
CINE AND DIRECTOR, HEALTH POLICY PROGRAM, UNIVERSITY
OF CALIFORNIA, SAN FRANCISCO; AND RICHARD D, REMINGTON,
PH. D, DEAN, SCHOOL OF PUBLIC HEALTH, UNIVERSITY OF
MICHIGAN

Dr. Lee. Mr. Chairman, it is a pleasure to be here. I am very happy
to respond to the committee’s request to testify on the National Insti-
tutes of Health Care Research Act of 1978,

I wish to make it clear, as Dr. Hamburg did, that the testimony is
my own and does not necessarily reflect that of my colleagues at the
health policy program or the University of California.

I will not read through my testimony in detail, but will submit it
for the record, and just highlight several points in the testimony and
then leave it to you to ask the questions as you wish,

Senator Kex~Nepy. Fine.

Dr. Lk, T think that the act may require some minor modifications,
such as the level of authorization for appropriations for health serv-
ices research, but T want to express my strong support for S. 2466.

I think the proposed revisions of the Health Services, Health Sta-
tistics, and Medical Libraries Act are imaginative and well thought
out,

I believe that the changes proposed in authorities and organizational
structure are needed to reverse the years of neglect of health services
research and health statistics by the Nixon and Ford administrations.

Tragically, despite what we have heard this morning, the Carter
administration, through the stranglehold on the budget and personnel
exercised by the Office of Management and Budget, is compounding
the errors of earlier administrations.
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The Carter administration has proposed to cut the appropriations
for health services research for fiscal 1979 to a level that cannot pos-
sibly allow the center to meet the goals established by the Congress.

Although the support for health statistics is stronger, it is still well
below what is needed, as Dorothy Rice pointed out this morning. Funds
are needed for various phases of the health statistics programs that
are vital to do the job that must be done.

I think that the proposal to establish a National Center for the
Evaluation of Medical Technology is sound, and the appropriation
authorizations there reasonable.

In my testimony, Mr. Chairman, I review some of the historical
factors relating to the development of the National Center for Health
Services Research. T have been close to that development for the past
decade, and I have also observed with some interest the work of the
National Center for Health Statistics.

In my testimony, I have described some of the things that have
occurred with the new leadership in the center since 1974: The kind
of policy direction that is now being given to health services research,
the priorities that have been established, as well as some of the con-
tributions that health services research has made, both to health policy
and to improvements in health care.

One important point which I make on page 7 of the testimony is
that the National Center for Health Services Research has been the
rincipal supporter for health services research in the country. It
1as been and remains a unique institution, because it is not con-
strained by the needs or the defined policies of a specific program,
such as medicare or the Health Care Finaneing Administration, with
specific limitations on its authority.

It is possible for the National Center for Health Services Research
to support studies that question existing policies, explore new areas,
and generate research that will contribute to future policy decisions.

An example was the contribution that the work of Dr. Lester
Breslow and his associates at the Human Population Laboratory in
Alameda County made to the evolution and the development of the
Health Information and Health Promotion Act of 1976. 1 consider
this act to be a piece of landmark legislation, probably representing
a turning point in national policy, shifting from our past emphasis
on medical care to a more balanced approach. The research that Dr.
Breslow did was supported as investigator-initiated, without any pol-
icy relevance at the time, unconstrained by any policies at the time,
because the center could support investigator-initiated research,

That kind of support was also provided the Center for Health
Administration studies at the University of Chicago, under Dr. Odin
Anderson and that group. The Chicago group have carried two decades
of survey research on the utilization of medical care services, medical
care expenditures, and access to care. There is a recent special report
published by the Robert Wood Johnson Foundation, describing the
results of some of their recent studies. Critical to the work of the
Chicago group has been support from the National Center for Health
Services Research, over 10 years’ time, including support of the recent
study. The recent study will provide all of those concerned with na-
tional health insurance very basic data about access to care. current
barriers to care, as well as the public's attitude about medical care
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and the kind of care they are receiving. That was the investigator-
initiated research which will have significant impact for policymakers,
even though it was not designed as a specific policy study.

It is the ability to support that kind of work that is really critically
important for the Center.

With all this good work done by the National Center for Health
Services Research—and I could cite a number of other areas, and I do
in the testimony—why do I think that a National Institute for Health
Care Research should be created? Why should the organizational
structure be changed ?

I came to this notion rather slowly. When I saw the Carter admin-
istration’s decisions on the health services research budget for fiscal
year 1979, I was absolutely convinced that some action had to be taken
by the Congress to strongly communicate to the administration the
importance of health service research, health policy research, health
statistics, and technology assessment.

I am aware of the fact that this is not an Appropriations Commit-
tee hearing, Mr. Chairman, but if you look at the record of appropria-
tions in the last 6 years, the appropriations have dwindled from $58
million to $23.8 million for fiscal year 1979.

In the appropriations budget, the administration has a figure of
$31 million for health services research. That figure includes $7.2
million for personnel and other costs what T would ecall overhead
items. There is only $23.8 million to actually support the research of
the center.

During the last 3 years, the Department has included personnel and
other administrative costs in the appropriations request, so it gives, T
believe, an inflated figure when we compare it to earlier figures.

Senator Kennepy. Those statistics are obviously enormously re-
vealing, and it has gone: through Republican as well as Democratic
administrations. What is the mentality, when we see all of the needs
and the explosions of costs and inflation in these other areas; I mean,
what is the problem there ?

Dr, Lee. I think that one of the problems has been a lack of under-
standing—and the problem lies principally with the Appropriations
Committees. There has not been a lack of support in the Health Sub-
committees in either the Senate or the House, but the Appropriations
Committees have been more interested in disease-related research—
cancer research, particularly—and the emphasis and the payoff that
they see from that research. We have not been able to effectively point
out the payoffs of health services research. How does health services
research help an indiivdual? Members of the Appropriations Commit-
tees know when disease related research has help a member of their
family or a member of families that they “:now. The benefits are very
personal and very demonstrable.

Senator Kexnepy. I suppose also, with regard to basically various
research grants, there is some latent suspicion and perhaps even hos-
tility toward that. T mean, there should not be. but I think this gets
caught up in that. And it is not only the administration, OMB, of
course, has a similar attitude.

We were down there and spent an hour and a half with McIntyre
down there, on this very issue. And you would think that people who
were not just listening to the special pleaders—and T think all of us
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obviously plead some guilt to that—but people who are looking at it
and have some degree to look at it from an assistance point of view, it
just is incredible to me that we cannot do better.

Dr. Lee. Since 1973, the Center has requested $100 million more than
has been authorized by OMB.

Senator Kexxepy. There is no question in your mind that it could
be spent effectively, is there ?

Dr. Lee. Absolutely no question in my mind, and that significant
increases in the present authorizations should be made. ,

Groups like the University of Chicago’s Center for Health Adminis-
tration Studies used to receive continuing core support from the Na-
tional Center for Health Services Research. It no longer receives that
support because there is not enough money. And it is one of the best
health services research groups in the country, It has made very im-
portant contributions, and contributions that I think would more than
pay for all the money we have put into health services research. )

The request by the Carter administration for this coming year is
$23.8 million. When President Johnson established that Center. in
1968, he asked for $20 million in appropriations. And at that time.
national health expenditures were $43 billion. This year, the Federal
Government alone will spend $6 billion more than that. It would be a
joke if it were not so serious. And it is unfortunate that the issue has
to be brought repeatedly to the Congress, rather than finding some
avenue within the administration to deal with it.

Although Dr. Julie Richmond has made some organizational
changes and Ruth Hanft is doing a superb job helping the Center im-
prove the internal management and giving greater visibility and
status to both centers, is not the answer.,

And after hearing the testimony this morning, I am really even more
enthusiastic than I was when I wrote my testimony about the proposal.

I have one suggestion. I think it is an excellent proposal. I think it
should be enacted promptly.

Senator Kex~epy. Let me ask you, though, why not do it through
the current HEW system, under the wing., for example, of an Assistant
Secretary and the team that is assembled. and they can give it the kind
of encouragement, get it off the ground. and then spin it off after it
has got some life to it. What is the principal trouble there ?

Dr. Lee. The problem is time and priorities. If the Assistant Secre-
tary for Health has to address issues of technology assessment, if he
has to be involved with the details of organization, if he has to be per-
sonally involved, as he obviously will have to be involved if it is in his
office, he simply is not going to be able to address himself to a number
of the other major health policy issues that he has to be inolved in.

That is why T like the idea of ereating an institute. creating a direc-
tor who is a Presidential appointee, and giving the Director responsi-
bility to do that job. Under those circumstances it should be possible
to recruit one of the top people in the count ry to do the job—provided
it has the kind of congressional support that this would envision and
that this wounld imply.

It it was done purely by administrative action—sav. Secretary Cali-
fano wants to reorganize. and he does that—I think it would not bring
with it the same kind of support. We know that it is diffieult. The In-
stitute of Child Health and Human Development is an example of a




congressionally mandated institute that has taken years to develop the
kind of support that is needed.

Without the congressional support, we really would not see the thing
fly in a viable way, even if it were done administratively, with strong
support from the Secretary.

The one suggestion I would make in the legislation—well, two
really—one is to increase the level of authorization for health services
research. The proposed levels are seriously below what could presently
be spent very, very adequately, very, very soundly.

The second suggestion relates to the timing or the timetable to
achieve the full deve lopment of the National Institutes of Health Care
Research and the individual institutes within the National Institutes.

I think it may take from 18 to 24 months to fully implement the
legislative intent. It will be necessary to get appropriations, personnel
ceilings, and to do the recruiting. If unrealistic expectations are
raised we are going to be disappointed again. That has been one of the
problems. Our early expectations for health services research exceeded
what was possible to achieve.

You are proposing, Mr. Chairman, what we should have done in
1968 ; provide the kind of support that is needed, link health services
research and health statisties to policy, but insulate them enough from
the day-to-day demands of the Secretary’s office, so that they will not
be politicized. I think it is a superb proposal, I am fully supportive
and certainly will work as vigorously as I can for its enactment.

Thank you for the opportunity.

[The prepared statement of Dr. Lee and additional material
follows:]




213

STATEMENT BY
PHILIP R. LEE, M.D.*
BEFORE THE
SUBCOMMITTEE ON HEALTH AND SCIEUTIFIC RESEARCH
OF THE
COMMITTEE ON HUMAN RESOURCES
UNITED STATES SENATE
NINETY-FIFTH CONGRESS
ON
NATIONAL INSTITUTES OF HEALTH CARE RESEARCH ACT OF 1978 (S.2466)

FEBRUARY 7, 1973

*Professor of Social Medicine, Director, Health Pol icy Program, School
of Medicine, University of California, San Francisco

1




214

1.

Mr. Chairman and memoers of the Subcommittee on Health and Scientific
Rasearch:

I am pleased to respond to your request to testify on the Natiomal
Institutes of Health Care Research Act of 1978 (5.2466), I wish to make it
clear that the views I express are my own and do not necessarily reflect
those of my colleagues in the Health Policy Program, School of Medicine,
University of California, San Francisco or those of the campus or
university administration.

Although some details of the Act may require modification, I want to
express my strong support for 5.2466. The proposed revisions in the Health
Services Research, Health Statistfcs, and Medical Libraries Act (P.L. 93-353)
are imaginative and well thought out. I believe that changes proposed in
authorities and organizational structure are needed to reverse the years
of neglect of health seryices research and health statistics by the Nixon
and Ford Administrations. Tragically, the Carter Administration, through
the stranglehold on the budget and personnel exercised by the Office of
Management and Budget, is compounding the errors of earlier administrations.
The Carter Administration has proposed to cut the appropriation for the
National Center for Health Services Research to a level that cannot possibly
allow it to meet the' goals established by the Congress. Al though the
support for health statistics is stronger, it is still well below what
is needed. The proposal to establish a National Center for the Evaluation
of Medical Technclcgy.ii 3aﬁnd and thé appropriations authorization
reasonable.

In my testimony, Mr. Chairman, I will focus on health services and
health paolicy research because 1 have been concerned about the davelopment

of these Fields and their effective application for more than a decade.
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Ten years ago in his Health and Education Message to the Congress
President Johnson stated:
'

America's annual spending for health and medical care is more than

$43 billion. But despite this investment our system of providing

health services is not operating as efficiently and effectively as it

should.

He went on to note:
Research and development could help eliminate these conditions by
the way to better delivery of health care. Yet the government-
wide total investment health services research amounts to less than

cne-tenth of one percent of our total annual investment in health care.
The President directed the Secretary of Health, Education, and Welfare
to estabiish a National Center for Health Services Research and Cevelopment.
He also recommended doubling the appropriation for health services research
from $10 million to $20 million annually.

s proposal received strong support from the Congress. In enacting
the Partnership for Health Amendments of 1967 (P.L. 90-174) specific
dauthorization was provided for the support of health services research and
development. Afts ful planning, the National Center for Health
Services Research and Development was established on May 2, 1368 during my

tary for Health and Scient Affairs. Although

the Center was established in 1968, it was not until 1974 that it was
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provided a specific statutory base.

With the passage of the Health Services Research, !lealth Statistics,
and Meadical Libraries Act of 1974 (P.L. 93-353), the Center was required
to meet certain conditions and carry out certain specific programs.
Unfortunately, neither the Ford nor the Carter Administration has reguested
the funds or the positions needed to do the job adequately.

The law specifies that the Center must use not less than 25 percent
of its annual appropriation to conduct intramural research. This was
very sound judgment and in the long run will do more to strengthen the
quality of the health services research supported by the Center than any
other single step that can be taken. The second Congressional mandate
required that the Center support at least six special emphasis health
services research centers, totally independent of the Federal government
One of these centers must concentrate on health care technology and another
on management. (In 1976, Congress added a center for health services policy
analysis to the 1ist of special emphasis centers.) The third requirement
of P.L. 93-353 is that no more than 20 grants, or $5 million, may be used
in any one year to study a particular aspect of health services. In addition,
all grants and contracts involving direct costs in excess of $35,000 must
be reviewed for scientific merit by groups of non-Federal experts. Finally,
the Congress gave the Secretary of the Department of Health, Education, and
Welfare explicit authority to support health services research training.
This is a most needed authority, but the Administration has refused to
request funds to implement the needed training programs.

With this new Congressional mandate and new leadership in the Nationmal
Center for Health Services Rasearch (NCHSR), the difficult job of translating

Congrassional policy into more useful results was bzgun in 1974. When we




first established the Center in 1953, we made a, serious mistake: we tried

to isolate the Center from the day-to-day demands of policy makers. We

felt that the nation would be best served if the Center supported health
services research in an indgpendent fashion, without regard for the immediate
policy problems that we faced, such as the rapidly increasing costs of
medical care. There were a number of people, including my deputy Dr. George
Silver, who felt that just the opposite course should have been taken. In
retrospect, it is clear that we should have done what this Subcommittee is
now proposing -- Tink the NCHSR and the National Center for Health Statistics
to the health policy process, but provide an effective buffer from the
immediate demands by policy makers for short-term policy analyses.

During the past three years the staff of the HCHSR has designed and

implemented a research planning process that is responsive to the policy

needs of the Department of Health, Education, and Welfare and Congress.

It cannot possibly meet these needs, however, with current levels of support.
The research planning process developed by the NMCHSR is issue oriented.

The purpose is to identify critical health care problems, to formulate the
research questions relevant to those problems, and to design research
strategies for gathering and analyzing the information pertinent to questions

that policy makers might find useful,

MAJOR RESEARCH AREAS AND POLICY IMPACT

The NCHSRs research program is organized to addresss specfic health
services delivery problems. Major areas, such as long term care, primary
care, and the application of technology are all addressed within the targeted
or applied program areas. The eight issues that have emerged as areas of

spacial emphasis are:




(1) Inflation and Productivity;

(2) Healzh Manpower;

(3) Emergancy Medical Services;

(4) Health Care and the Disadvantaged;

(5) Health.Insurance Plans;

(6) Quality of Care;

(7) Planning and Regulation Methods; and

(8) Long-term Care.

In each of these broad areas specific issués are being addressed.

For example, in the area of health manpower one of the goals is to
develop more reliable techniques to estimate the adequacy of manpower
supply, and the need, as well as the demand, for health services. Further
research in this area is critical and must include studies of the effects
of national health insurance on the demand for services. Research supported
by the NCHSR in the field of health manpower has much more clearly identified

the needs in the area of dental health manpower; it has provided much of

the support for the pioneering work in the development of nurse practitioners

physicians assistants; it has provided critically needed information to

Congress on Foreign Medical Graduate (FMGs) during the deliberations on

Health Professions Educational Assistance Act of 1976 (P.L. 94-484);

it is improving an understanding of factors affecting georgraphic and
specialty maldistribution. In my judgment, the ultimate cost savings in
medical care expenditures that will resuit from the decision of the Congress
to restrict the entry of FMGs into the Unitad States will exceed.all the federal
expenditures to date for health services research.

Within the large category "health insurance plans® the present

plan calls for special study of the potential cost and impact of the catastrophic
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insurance provisions, and for the investigation of natural experiments
involving health insurance benefit changes, such 25 the addition of co-insurance
or ceductibles to a group practice prepayment plan. The potential usafulnass
of this information to policy makers is apparent.

Research and analysis on the effectiveness of emergency medical services
continues to be a high priority. Studies are examining specific procedures
or methods of emergency care as well as alternative means of organizing and
delivering these services. As grant requests in this area are reviewed
studies that have broad applicability are given priority, provided that
they meet the standards of scientific merit set by the study sections.
Too often proposals are submitted that are really local service demonstrations;
the characteristics of hospitals or other institutions involved as well as
the communities are sufficiently unique to make the results of little value

outside of the particular ¢

unity. In its program solicitation for
emergency medical services research, the NCHSR had stressad four areas:
(1) measures of effectiveness;
(2) system descriptions and relationships;
(3) policy issues: and
(4) techniquey and devices.

T

=5

2 benefits of this research will be not only in terms of better policy
decisions and money saved, but also in terms of batter services for people
who desperately need it. Two areas are particularly important -- emergency
care for the sariously injurad and emergency cars for thosa with acutes
medical emergencies, such as heart attack, gastrointestinal hemorrhage,
and drug overdose.

There are a number of other areas in which the work carried out or

supportec by the N

R has been of critical importance in health policy
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delibarations, in the eractment of important pieces of health legislation,
in the operation of federa: programs, and in the icprovement of health
services in a broad sense.

Since the NCHSR was established in 1968, it has bzsen the principal
supporter of health services research. It has been, and remains, a unique
institution because it is not constrained by the nzads or the defined policies
of a specific program, such as Medicare. It is possible for the NCHSR to
support studies that question existing policias, explore new areas, and

enerate research that will contribute to future policy decisions.

A critical shift in federal health policy began with enactment of the
Health Information and Health Promotion Act of 1976 (P.L. 94-317). Although
a number of people contributed to the deliberation and evaluation of this
legislation, an important contribution was made by Dr. Lester Breslow and
his associates at the Human Population Laboratory in Alameda County,
California. The work of this group demonstrated very clearly the role of
specific behaviors associated with good health and longevity. For almost
a decade this work was supported by the NCHSR. As a result of this work
and that of a few others the vital importance of behavior and social support
networks to health is beginning to be recognized.

The Health Inférmat1un and Health Promotion Act of 1976 (P.L. 94-317)
was to provide the statutory authority for Secretary of Health, Education, and
Uelf;ré ‘Califano to launch his campaign to better inform young people,
pregnant women, and the general public of the hazards to health associated
with cigareite smoking. It has also provided the impetus for an expanded
approach to disease prevention. In the years to come P.L. 94-317 may be
viewed as the real beginning of a shift in national health policy from an

excessive reliance on redical care to 2 more balanced approach including




health promotion and h=alth protection.

A shift in policy of lesser potential magnitude, but probably of mora

adiate fiscal impact, was represented by the Medicare and Medicaid
Amendment regarding Rural Health Clinics Services (P.L. 95-210), which
permits payment of nurse practitioners and physicians assistants under
Medicare and Medicaid. The report prepared for the Congress by the

Congressional Research Service, “Issues in Physician Extender Reimbursement,”
pointed out that services by physician extenders were cost effective, did
not compromise quality, and were acceptable to consumers. The analysis was
drawn largely from research supported by the NCHSR.

Two areas that will be of vital concern to policy makers in the future
-- health outcomes of medical care and health information systems -- are
in different stages of development. Health outcome studies have been
pioneered by John Williamson at Johns Hopkins and Robert Brook at the University
of California, Los Angeles. Rather than analyzing the process of care or
the structure of the health care system, they are designing measures of
the quality of care. These studies, and others Tike them, will be of

increasing i

mportance in future decisions about cost/quality trade-offs.
Health information systems represent another area of great promise,

Although developmental costs seem high in the short run, these systems have

the potential for great savings in the future. For example, the Technicon

System in use at E]1 Camino Hospital in California could result in savings

billion dollars per yzar if it were usad in hospitals
throughout the United States. That will give you some idea of the potential
value of these systems. This system is now being tested in a half dozen
hospitals, but present reimbursement methods provide little incentive for

1

hospitals to install such systems. A system with far-reaching potential

28=-T00 O = T8 = 15
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for medical cares is the PROMIS system under study at the University of
Vermont Medical Center in Burlington, Varmont. The daeva ant of these
innovative systems has been made possible by support from the HCHSR.

The work of the Center for Health Administration Studies, University
of Chicago, deserves special conment because it has provided a model for
the davelopment of multidisciplinary health services research center. Under

the direction of Dr. Odin Anderson, the Center has conducted basic studies

on the utilization of medical care services, medical care expenditures,

and access to care. In their book Two Decades of Health Services: Social

Survey Trends in Uses and Expenditures, Anderson, Lion, Andersen summarize

the results of their 1956, 1963, 1967 and 1970 surveys. In an appendix,
they 1ist six pagas of places, including books, papers, hearings, in which
the 1970 survey data has been used. We have recently used their expenditure
data to estimate expenditures for prescription drugs by age and income
group in our analysis of options for the coverage of prescription drugs
under national health insurance. That analysis, by Milton Silverman and

Mia Lydecker,incidentally, was recently published by the NCHSR.

Soon to be published by the Center for Health Administration Studies
are the results of their recent national survey of access to medical care.
This survey was supported by the NCHSR and the Robert Wood Johnson Foundation.
I would like to submit for the record a brief summary of the preliminary
analysis recently published by the Robert Wood Johnson Foundation

(Attachment).
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I would cite a n of other arsas in which important contributions

have been mads by health services res

economic determinants of

medical care, including incentives four hospitals and physicians; performance
of health maintenance organizations; improved mathodologies to assess outcomes
of patient care; hospital cost accounting systems; and computer assisted

electrocardiograms, but [ think that a detailed account of these contributions

is not necessary at this time.

WHY A NATIOMAL INSTITUTE FOR HEALTH CARE RESEARCH?

Why, if the KCHSR is doing so well and health services research is
making important contributions to health policy and health care, do I
support the National Institutes of Health Care Research Act of 1978, which
would significantly alter present administrative arrangements, expand the
authority of the National Center for Health Statistics, and add a new
National Center for Evaluation of Medical Technology? Why add the proposed
superstructure when the Center Directors already report to an outstanding
Deputy Assistant Secretary, vwho has already proven that she is committed
to the idea of protecting the integrity of both Centers from political
interfarence?

I did not reach my conclusions quickly. Initially, I was not in
favor of another change in organizational arrangement. I felt that the
existing authorities should be maintained, that a technology assessment
function should be added to the NCHSR, and that both Centers should be
given increased authorfzations.

Tha action of the Carter Administration on the budgets for health

services research in the NCHSR and in the Mealth Care Financing Administration
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convinced me that at the highest policy levels in the Department of Health,
Education, and Welfare and in the Office of Managsment and Budget there is
little, if any, understanding of the need for health services research and
technology assessment and only limited support for the work of the National
Center for Health Statistics.

Mr. Chairman, I know that this is not the appropriations committee,

but the budget of the NCHSR does reveal a great deal about the Carter

Administration's understanding of health services research. While estimating

a $4.4 billjon increase in Medicare expenditures and a more than $1.1 billion

increase in Medicaid expenditures, they propose to cut the funds allocated
to the NCHSR by 32 million. Since FY 1973 there has been a steady drop
in the funds allocated to the NCHSR:

FY 1973 $58 million

FY 1974 $37.9 million

FY 1975 $35.9 million (58 million was reprogrammed by DHEW)

FY 1976 $26 million

FY 1977 $24 million

FY 1978 $26 million

FY 1979 $23.8 milljon

In the past three years the Department of Health, Education, and
Welfare budget has included personnel and other adminfistrative costs as
part of the NCHSR budget. Thus in FY 1979 the Administration lists a
figure of 331 million for the NCHSR, but $7.2 million of this amount
represents overhead. As the appropriation for research shrinks, the
overhead relative to total expenditure rises. Since 1973, the NCHSR has
requasted 5100 million more than has been approved by OM3. Even the NCHSR

requests were modest in view of the needs and opportunities.
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The figure of $23.8 million in FY 1979 must be contrasted with the
$20 million proposed by President Johnson for the FY 1968 budget. You will
recall that total national health care expenditures in 1968 were $43 billion;
in FY 1977 federal health expenditures exceeded that figure by $6.6 billian

and national health expenditures had risen to $160.6 billion. In FY 1979

total federal healthexpenditureswill exceed $63° billion, Mr. Chairman.

The NCHSR appropriation request by the Carter Administration would be a joke

if it were not such a' serious mistake in judgment. The Congress must take

dramatic steps to reverse this decision and give health statistics, health
services research, health policy research, and the evaluation of medical
technologies the priority that they deserve, rather than allow them to be
relegated to a state of malignant neglect.

Does the proposal to establish the National Institutes of Health Care
Research solve the problam? First, does it make sensaz conceptually? Are
health services research and health policy research really linked? IFf so,

what is the connection?

WHAT IS HEALTH SERVICES AND HEALTH POLICY RESEARCH?

Research at the most basic end of the spectrum is usually described
as "discipline” or “"conclusion oriented" research. The aim is to test
hypotheses and arrive at certain conclusions about what is, descriptively,
the state of affairs. This type of research is designed to contribute to
knowledge in a substantive area and to contributa to theory as well. This
research typically lacks a problem focus and usually employs the skills,
mathodology, and approach of one discipline. Although the findings from
this typz of discipline research can contribute to the identification and

eventual solution of problems, this application is not contemplated by the




investizztor.

Hzalth services research might be described as the next step along the
continuum. Health services reszarch has an applied focus, it is usually
problem oriented, and almost always involves the skills of more than one
discipline. The scope of health services research spans anthropology,
epidemiology, economics, sociology, bioengineering, systems analysis,
psychology, medicine, and management sciences. It is primarily concerned
with problems in the organization, financing, staffing, utilization,
regulation, and outcome of health services. It can be distinguished from
biomedical research, which is related directly to normal biological or
behavorial processes or disease processes.

The problem orientation of health services research brings it one step
beyond discipline research in the research spectrum. Although health services
research may contribute to the disciplines involved and it may be useful

in solving some specific problems related to health services, it is usually

of very little aid in health policy formation because the research questions

are usually formulated without specific policy questions in mind.

Health services research can be policy relevant if the research is
designad to investigate factors amenable to policy manipulation, if the
quality of the research is such that it may increase the likelihood of
better policy outcomes, and if the information is available in time to
contribute to policy decisions.

Health policy research deals with a wide range of biological, benavioral,
environmental, and sociocul tural factors, including health care, that
affect the health status of individuals and populations. Unlike heaith
services research, it involves primarily a synthesis and analysis of

information relevant to specific policy problems. Policy research attempts
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hesize and interpret findings t! are relevant to a policy problem,
out implications, and make recommendati for policy consideration.
Policy analysis brings the process one step closer to the decision making
process. The aim of policy analysis is to permit improvements in decision
making and policy making by permitting careful consideration of a broad set
of alternatives.

Policy researchers must have a more refined appreciation of the policy
process than investigators undertaking policy-relevant health services
research. The ability of policy researchers to synthesize and interpret
findings in 1ight of policy problems must be matched with an ability to
translate information into a form that is understandable and useful in the

viorld in which policy makers operate.

CONCLUSION

The proposed National Institutes of Health Care Research Act (5.2466)
forges a strong connection between health services research and health
policy research. Some might prefer that you not change the names of the
National Center for Health Statistics and the National Center for Health
Services Research, but make clear in both the language of the bill and in

the Committee Report what is the intent of the Congress. Personally, 1

am not fearful that the changes you are proposing will result in a neglect

of health services research or the training of health services researchers.
The proposal to establish a National Center for Evaluation of Medical
Technology separate from the NCHSR, but within the framework of the National
Institutes of Health Care Research, also makes a great deal of sense. The
evaluation far exceeds our present methodologies or capacities,
must undertake a major effort in the field or the problems will loom

ger and more complex. There are two promising signs that progress
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can and will be made with the right l2adership and organization: the work
in the health fFieid by the Office of Tachnology Assessment and the studies
undertaken by the Center for the Analysis of Health Practices, School of
Public Health, Harvard University. A beginning has been made in studies
of expensive technologies and coronary care units, but much more must be
done. To do it right, however, requires careful planning and step-by-step
development.

How can the goals defined in the proposed National Institutes of
Health Care Research Act (S.2466) best he'aCcumplished? [ fully support
the proposal and view it as an important, indeed, a critical step by the
Congress in firmly establishing health services research, health policy
research, health statistics, and technology assessment as areas of high
priority.

The goals and plans for reorganization set forth in the Act cannot, howaver, be
achieved overnight. As one who played an important role in a major
overhaul of the health programs in the Department of Health, Education, and
Welfare in the late 1960's, I am fully cagﬁizant of the difficulties; the
disadvantages, and the loss of program momentum that often occur during
the process of organizational change. We have first-class leadership in

the Department, particularly in the health field. Dr. Julius Richmond is

one of our mest able and most sensitive health-leaders. He has recently brought

both the NCHSR and the MNational Center for Health Statistics into a direct
relationship with his office. The Uirector; of both Centers report to

Ms. Ruth Hanft, his superb and extraordinarily able Deputy for Health Policy,
Research, and Statistics. She has already instituted measures to improve

the analytic capacity of the National Center for Health Statistics and to

strengthen the planning and performance of the NCHSR. I am very much
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impressed with what she is doing to gain support for these activities
within the Department of Health, Education, and Welfare, the Congress,

and 0M8. What Dr. Richmond has done and what Ms. Hanft is doing are steps
toward the creation of the National Institutes of Health Care Research.

As part of the legislation perhaps you can include a timetable to
achieve the proposed organizational changes. I would suggest 18-24 months
from the date of enactment of the Act to the full development of the National
Institutues for Health Care Research. This would provide the time for
adequate funds and new positions to be provided for the Director's office
as well as for the staffing and development of the National Center for
Evaluation of Medical Technology, under the guidance of the proposed National
Institutes.

In summary, Mr. Chairman, I am impressed by the quality of the work
supported by the NCHSR and the Mational Center for Health Statistics and
by the importance of some of this work in improving health care and health
policy. [ fully support the proposal embodied in the National Institutes
of Health Care Research Act of 1978 (5.2466). 1 have suggested that a phased,
carefully planned transition over an 18-24 month perfod would be the best

means to establish the Mational Instfitutes of Health Care Research.
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Foreword

Americans of all ages, of all races, at all income levels have greater access
to health care services than ever before. And by and large, individually,
they are pleased with the care they receive.

That is the simple and encouraging message contained in a report of a
national survey now being completed. At the same time, a significant majority
of Americans also say they believe there is a health care crisis in this country.

Why this seeming paradox?

Politicians, health care professionals, and policy analysts will have this
and other riddles to dissect when the findings of a national survey of access to
medical care are published late in 1978. The study is more than a compilation of
statistics; it seeks to pinpoint and measure significant factors that determine
whether or not people obtain the medical care they need.

The Robert Wood Johnson Foundation has supported this study in the belief
that a clear and comprehensive understanding of these factors is essential for a
large national philanthropy conducting a highly targeted program to assist those
seeking ways to improve America’s health care system. Obviously, other
institutions and groups—both public and private—share an interest in this
aspect of the $140-billion a year health enterprise.

When published, this study will present a comprehensive portrait of the
nation’s health system from the perspective of those it serves. One of its
principal uses will be to identify areas that need attention. It also can serve as a
benchmark so that future changes in the system’s performance can be observed
and measured. At the same time, it reveals much about today's world as well.

Special Report Number One/1978
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America’s Health Care System:
A Comprehensive Portrait

How the nation’s 220,000,000 people obtain their medical care
(and what they think about it) is probed in a new survey.

It reveals that barriers are tumbling, most

patients are satisfied, but cost remains an overriding concern.

In the world of business, a variety of indica-
tors reflect the ups and downs of economic
activity. Selected separate indicators, for ex-
ample, comprise the Consumer Price Index,
Department of Labor employment statistics,
Dow Jones stock averages, and others.

Magazines such as Business Week and U.S.
News and World Report each have identified
certain indicators which they believe reflect
the state of the nation's economy. Business
Weeks's includes net tons of steel, kilowatt
hours of electricity, freight car loadings, board
feet of lumber, wheat prices in Kansas City,
gold prices in London, the prime interest rate,
the Federal Reserve money supply, housing
starts, and many others.

For businessmen, government officials,
economists, bankers, and investors, such indi-
cators are considered essential to decision
making. They tell where the economy of the
nation is going, and they guide and influence
those who have a hand on the tiller.

In the business of health, too, a variety of
specialized statistics show how some parts of
the system are performing currently:

» the infant mortality rate has decreased in the
last five years by 19 percent

» more than 230 million days of care are
rendered to 29 million patients admitted to
hospitals each year

» health expenditures total 8.6 percent of the
gross national product—3$ 140 billion annually

» federal Medicaid payments to states total

almost three-quarters of a billion dollars each
month

» the ratio of doctors to population has in-
creased from 139 per 100,000 in 1960 to 162 in
1976.

Analysis of these statistics, however, only
skirts the fringes of a central question: is
health care available to those who need it, and
what kind of barriers must be overcome to
obtain care? In the jargon of health policy
analysts, this crucial issue goes by the phrase
access to care.

In “people terms,” however, access trans-

lates into a multitude of factors which together
determine whether or not persons obtain the
medical care they need. Is a doctor available?
How far away is the doctor’s office? How long
is the trip? How long does it take to get an
appointment? How much time does the doctor
spend with the patient? How much does the
visit cost? How will the bill be paid? Was the
patient satisfied with what the doctor did?
* There is about to be completed a study
which identifies these and other important
factors—indicators—bearing on access. One
of its purposes is the development of standard
means for consistent measurement of these
indicators.

The national survey of access to medical
care was carried out by the Center for Health
Administration Studies of the University of
Chicago.' The field work was conducted by
the University's National Opinion Research

L Principals in the study are: Lu Ann Aday, study
director; Ronald Andersen, principal investigator, and
Gretchen Voorhis Fleming and Grace Chiu,

assistant study directors, all of the Center for Health
Administration Studies, University of Chicago, 5720
Woodlawn Avenue, Chicago, lllinois 60637 Support
included grants from The Robert Wood Johnson
Foundation totaling $1,229,143, and a $250.000 grant
from the National Center for Health Services
Research for secondary and special analyses
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Center between September 1975, and Febru-
ary 1976. It is based on a sample of 7,787
persons and is statistically representative of
the U. S. population.

The study focuses on many factors believed
to affect access for the entire population.
Moreover, data for each indicator can be
examined for sub-groups of the total popula-
tion—sub-groups defined by a number of
important variables, including age; sex; race;
income; region of the country; suburban,
urban, and rural residence; and education
levels. (For a graphic representation, see
chart on pp. 8-9.) As a bonus, certain parts of
the survey are comparable with other projects
carried out in 1963 and 1970, so some trends
can be seen.

The survey generated large amounts of data
and the analytic task facing the investigators
has been formidable. The challenge: out of all
the information available, identify those par-
ticular indicators which appear to be most
significant in determining access for the total
population and for sub-groups as well.

In a number-oriented society, nothing
makes a problem come alive s0 much as the
measurement of it. Walter Lippman, a half
century ago, said: “The printing of compara-
tive statistics of infant mortality is often
followed by a reduction of the death rate of
babies . . . the statistics make them visible, as
visible as if the babies had elected an alderman
to air their grievances."?

Grievances, indeed, have been aired about
America's health system: its cost, and its
accessibility to such groups as minorities,
rural and inner city residents, and the aged.
Attempts have been made to fix deficiencies.
Medicare and Medicaid are examples.

The new University of Chicago study prom-
ises to provide abundant information enabling
an assessment of the impact of these and
newer health initiatives. This information will
give new currency to the debates which shape
changes in the nation's health laws—ranging
from recommendations of seeming minor con-
sequence to the sweeping changes implicit in
proposals for national health insurance.

Professional organizations, Congress, state
legislatures. and other groups will be able to
evaluate the relative needs of population
groups believed to have particular problems
obtaining medical care. Similarly, over time,
these data may define the nature of the so-
called crisis in American health care.

The study’s principal strength derives from
its attempt to go beyond the raw numbers and
to interpret and analyze what they mean.

This process is now underway by principal
investigator Ronald Andersen, 38-year-old
sociologist, and his colleagues at Chicago.
Ahead lie many more computer runs and
much more analysis. Nevertheless, Andersen
declares flatly that the work ** . . . provides a
comprehensive and timely baseline for inform-
ing the current debates over national health
policy options intended to impact—directly or
indirectly—on access to medical care in the
United States.”

Traditional Health Indicators
in Perspective

Much past analysis of the subject of access
has focused on counting doctors (with sug-
gested remedies concentrating on increasing
the supply of physicians) and has emphasized
mortality and morbidity statistics.

But the first approach is akin to analyzing
the energy shortage only by counting corner
gas stations. And the latter falls short because
traditional mortality and morbidity statistics
fail to reflect adequately much that the health
system does.

A health care system provides useful out-
comes other than prevention and cure—reas-
surance and encouragement, for example. As
Walsh McDermott puts it: “Medicine is
... not a science but a learned profession
that attempts to blend affairs of the spirit and
the cold objectivity of science. Everything the
physician does, therefore, is a blend of tech-
nology and samaritanism. By samaritanism is
meant that collection of acts, big and little,
that lends reassurance or at least gives support
to someone troubled by disease or illness.”™

To illustrate, the clinical capability of pin-
ning broken hips among the injured elderly has
not changed the nation's gross mortality statis-
tics, but it has increased the utilization of
medical services and it contributes substan-
tially to improving the quality of these pa-
tients’ lives.

Similarly, take the case of a woman visiting
a physician because of a lump in her breast. A
diagnosis which reveals the lump is benign
does not show up in morbidity statistics, but
that diagnosis represents a major benefit to the
patient.

It is statistical intangibles such as these—

Publication of the final report 1s expected late in

1978. For details about the survey, how it was carrred
out, many of its statistical aspects, and a
bibliography, see Technical Specifications on page 15

2. Lippman, Walter. Public Opinion. New York: The
Free Press (paperback edition), 1965, p. 239

Number One/1978

3. From: McDermott, Walsh. “Medicine: The
Public’s Good and One's Own.” Cornell Universiry
Medical College Alumni Quarterly. 40 (1) Winter
1977. pp. 15-24. McDermott is Emeritus Professor of
Public Health and Medicine at Cornell and special
advisor to the president, The Robert Wood Johnson
Foundation
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quality of life, samaritanism, and reassur-
ance—that separate mortality and morbidity
statistics from the real world.

The Study:
Who Gets What Care

The national survey investigates five principal
dimensions impinging on access lo care:
source of care, convenience of care, actual
utilization of care, the need for care, and the
patient’s satisfaction with care received. It
examines all in considerable detail.

In the 1976 survey year, 76 percent of the
population—160,000,000—saw a doctor. The
percentage of infants and small children seeing
a physician was highest: 87 percent. The
percentage declines sharply in the middle and
late years of childhood, then climbs slowly
through the adult years to a level of 79 percent
for those 65 or older.

The report’s most significant findings show
that the population at large—and every sub-
population group studied—has better access
to medical services today than in 1970 or 1963.

There are some instances of dramatic
change. Chart 1 shows the improvement
experienced by blacks since 1963 in one
important measure: percentage seeing a physi-
cian at least once in the previous year. And
Chart 2 shows how the gaps between persons
of different income levels have narrowed,
though discrepancies continue.

“These trends,” says Andersen, “corre-
spond to those which might be expected as a
result of the implementation of Medicaid and
Medicare in 1966. Medicaid and most health
center programs begun since 1963 were de-
signed to serve the low income population of
all ages.”

The removal of financial barriers appears to
have major impact on whether or not various
groups have access to care. Whereas physi-
cian utilization by low and medium income
groups has moved closer to that for the upper
income group (Chart 2), the same narrowing
of utilization has not occurred for dentist visits
(Chart 3). Andersen concludes: *. . . dental
services are least apt to be covered by existing
financing mechanisms and it is this service for
which the greatest inequities in use by family
income and race . . . continue to persist.”

The study places special emphasis on
whether or not persons surveyed indicated
they had a regular physician or regular source

of care, Previous studies have shown a strong
correlation between having a physician and
secking medical service when illness occurs.
More than 78 percent of the population claim
to have a physician they see regularly; another
9 plus percent report a regular source of care
(e.g., a clinic), but without identifying a
particular physician.

That leaves almost 12 percent who have
neither a physician nor a regular source of
care. Andersen speaks frankly of this group:
“Though this may appear to represent a small
proportion overall, it means that there are
actually an estimated 24 million people who
can identify no particular place or provider as
their regular point of entry to the health care
system.”

The survey data reveal that low income
groups, urban blacks and Spanish heritage
persons in the Southwest were less apt than
whites to have their own doctor. And for all
races, persons below the poverty level were
less likely to have a regular source of care than
those above.

Other findings include:

» 11 percent of the population spent at least
one day in the hospital in the survey year

» 52 percent had a physical exam

» 49 percent saw a dentist

» rural farm dwellers were less likely than city
residents to see a physician

» low income Spanish heritage persons were
least likely of all ethnic groups to see a
physician

» most persons can reach their regular source
of care within 30 minutes

» blacks, when in their doctor's office, wait
longer to see a physician than whites

» city residents use specialists more frequent-
ly than other groups

» rural residents and farmers make greatest
use of general/family practitioners

» 64 percent of the population can obtain a
doctor's appointment within two days; 8 per
cent have to wait more than 2 weeks.

Moving Toward A Measure
of Medical Need

Although the survey's findings clarify the
picture of access to health care for different
population groups, a central and intriguing
question remains: are people really getting the
medical care they need?

One of Andersen's colleagues, study direc-

Special Report
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Chart | 3
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tor Lu Ann Aday, puts it this way: “Is the
level of access 1o the system medically appro-
priate or not ™'

To probe this important area, the Chicago
rescarchers have taken their methodology a
step beyond some methods already in wide-
spread use and have pursued a new experi-
mental approach which utilizes what is called
the symptoms-response ratio. This approach,
they say, “reflects the difference between the
aumber of people with a given mix of symp-
toms who contact a physician at least once for
the symptoms and the number that a panel of
medical professionals say should contact a
doctor for the symptoms. ™

To develop this measure, the research team
asked a panel of medical school physicians 1o
determine for a variety of symptoms an
appropriate level of medical care that could be
considered standard. They did it this way,
Each doctor participating in the panel was
asked “to estimate, based on his training and
experience, how many people out of 100
manifesting & certain symptom should see a
doctor for it.” For example, frequent head-
aches are considered to be a symplom requir-
ing the attention of a physician in nearly all
cases for young children, less frequently
among adults

The study group then compared this stan
dard with the actual experiences reported by
the total population and specific sub-sets of
the population. The result: based on 1976
data, virtually all groups saw doclors more
often than the panel of doctors estimated
should be the case.

To refine the technique further, n second
group of doctors was impaneled consisting
this time of community-based, primary care
physicians from throughout the nation
"...since a non-academic group was
thought to be more representative oversll of
U.S. primary care physicians.”*

This panel provided the criteria necessary
to develop a second symptom index. The
doctors analyzed 22 symptoms, including
headaches, rash, diarthea, heart pain, weight
loss, and “tired morings,” and, as before,
estimated a standard. The community-based
panel of physicians recommended that pa-
tients see physicians more frequently than the
original panel

Armed with this second index, the research
team compared it once again with the actual
experiences reported by the population and
4. The primary care physiclan panel consisied of ¥
physicians from the following specualiticn
medicine, 1B, familyigeneral practice
pediatrics. 8. Physicians from ob
in future work on this measire
physicians in fed a0 L
faculty from theve speciall
surgery, 9, pediatric
prychiatry, §

€3 inteinnl n
7. obuletrics-gynec

sub-groups. By this measure, the total
population sees physicians 6 percent less
frequently thun recommended. (Results of the
second panel are incorporsted in the chan
showing leading indicators of sccess, pp. §-9.)*
Andersen is the first to caution that these
must be interpreted with care, so as to
avoid incorrect conclusions. He points out
that the physician panels provided judgments
only at a general level, not at an individual,
patient-specific level. Further, the experiment
covers only a segment of an individual's
overall medical care needs. Patients undoubt-
edly visit their doctors at times simply for the
reassurunce provided. Andersen believes that
a special value of this index lies in being able
To compare use 1o need for various population
calegories
This phase of the study—still in its early
stages of development and refinement—is
important and has already proved 1o be
controversial. But Andersen strongly believes
that the study of access demands a way to
measure need and he and his team intend to
continve 1o pursue this approach
If. in fact, differences do exist between
what patients do and what some doctors think
they should do, it perhaps should not be
considered surprising, Medicine is an inexact
science and wide variations exist in the be-
liefs, opinions, and perceptions of doctors, as
well as patients.,

Are People Satisfied? What Americans
Think About the Care They Obtain

Whether or not people are satisfied with
their medical care, the Chicago researchers
believe, is an important dimension of access
and one part of the survey measures satisfac-
tion: how patients feel about their encounters
with the system.

Studies on consumer satisfaction in many
areas, including health, have been increasing
in recent years, Critics of this approach argue
that patients are not appropriate judges of
their health experiences because they lack
sufficient technical knowledge to make an
informed judgment,

The study team does not agree with that
contention.  Gretchen Fleming, assistant
study director, notes: “Querying consumers
derives from the very notions on which
democracy itself is defended—that it is appro-
priate for the public to be invited und even
5. Amang popul
chikiren represe
19 percent abg

1o awail fur

For groups of
and other potentis

hcant characie
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urged to voice judgments, and that such
opinions should be taken seriously. Should
consumers’ views appear ill-informed to poli-
cy makers or those who possess more techni
cal information on the subject, it is their (the
policy makers) prerogative in tum to try to
convince the consumers otherwise by making
further information available to them.”

The study probes in some depth whether
patients are satisfied or dissatisfied with the
care they receive. Chart 4 summarizes how
the U.5. population feels about various as-
pects of its most recent doctor visit

Time spent waiting to see a doctor and the
amount of information given 1o the patient by
the doctor are major areas of dissatisfaction
But mo factor rivals a cause of
dissatisfaction.*

As with all aspects of the study, each factor
has been analyzed by income, age, race,
region, sex and other variables, and the
following generalizations can be made

cost as

uibom bith are bring probed
conducted by the federal gover
enter for Health St
extensive research ¢

» red w
rvices Rewe

» satisfaction with care received increases
with age
» persons in the South are least satisfied
» persons with higher income and more educa-
tion are the most satisfied
» blacks are less satisfied than whites
» persons who see their own doctor regularly
are more salisfied than persons who see
different doctors in a series of visits
» rural blacks in the South are least satisfied of
all groups
» people of Spanish origin in the Southwest
are less satisfied than other whites

The study team has carried its analysis of
satisfaction and dissatisfaction an important
step further. Chart 5 illustrates how they
analyze different variables. The chart shows a
range of actual experiences reported by pa-
tients, logether with the percentage of patients
who are dissatisfied with various aspects of
that experience. For example, dissatisfaction
with the amount of time it takes to get 1o the

Special Report
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doctor's office ranges from a low percentage
of 4 percent for those who required less than
15 minutes to a high of 37 percent dissatisfied
if the trip took over M) minutes,

“Itis very clear that the kinds of events that
surround delivery of care strongly affect peo-
ple's levels of satisfaction,” the study team
concludes. “Consumers in general are not
inclined 1o be highly critical of their medical
care.”

The Paradox of Personal Satisfaction

and Perceived Crisis

But then comes a paradox. Despite the survey
data which show, generally, a high level of
satisfaction, as well as increased access to the
health system for Americans of all ages and
races, the study also shows that 61 percent of
the population—125,000,000 people—believe
there is a crisis in health care in the U.S. And
another 26 percent are so uncertain they

Number One/ 1978

cannot deny i”

Why this paradox exists is a mystery still to
be probed—not only by the Chicago team, but
by other investigators as well

It could be a product of the human propen
sity lo seek reassurance and support when in
need. When people contemplate their own
medical care (i.e., “Were you satisfied with
what your doctor did for you?"), the response
is from the perspective of a patient—each
individual is then a statistic of only one and
answers are shaped accordingly

It is quite another matter to respond 1o
questions about health in the abstract, simply
us & part of the aggregate (i.e., "ls there a
crisis in health care™)

In spite of these mixed perceptions about
what goes on in America’s health care system,
the national survey of access to medical care
provides important new insight into the how
and why of the system and is a study of
importance likely to be analyzed for years
T e bne of 8 criia in health WAL ™
I wurvey as well and has been qu
cent However, the lest question was altered
o diroct cowm

the 1976 survey
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Technical Specifications

The 1976 survey is the fifth in a series of national
household surveys of health care utilization and
expenditures conducted by the Center for Health
Administration Studies. The previous four—1953, 1958,
1963, and 1970—emphasized estimates of families’
total health care experiences and costs. The 1976 survey
focuses on access issues. While the emphasis of the
1976 survey differs from earlier ones, some questions
were designed for comparability

The Study: Between September 1975 and February 1976
interviews were conducted with 7,787 persons in

5,432 households representing the non-institutionalized
population of the United States (among the

exclusions: groups in prisons, long term care
institutions, religious institutions, military
installations). The sample was representative of a
population estimated at 209,065,000. All population
calculations in this report are computed on this base
Overall response rate was 85 percent.

Over pli There was suppl ry pling of
persons experiencing episodes of illness, non-SMsa
(Standard Metropolitan Statistical Areas) Southern
blacks, and Spanish heritage persons living in the
Southwest. Oversampling was done to insure that a
sufficient number of cases would be available for
analysis. All computations are weighted distributions to
correct for the oversampling and to allow estimates

to be made for the total non-institutionalized U.S
population

Regions: Standard U.S. Bureau of the Census regions
were used in the study: Northeast, South, North
Central, West.

Blacks: Because of the particular variable definitions
employed, the category of blacks includes a small
proportion of other non-white persons

Urban Blacks: The urban black category includes a small
proportion of non-urban residents

Rurul Southern Blacks: This category is defined as
blacks who reside in areas outside sMmsa’s in the

states of Arkansas, Alabama, Delaware, Florida,
Georgin, Kentucky, Lovisiana, Maryland,

Mississippi, North and South Carolina, Oklahoma,
Tennessee, Texas, Virginia, West Virginia and the
District of Columbia

Spanish Heritage, S This category includes
persons who had Spanish surnames, or who were from
families in which the head or spouse spoke Spanish

as a child. The sample was drawn from Arizona,
California, Colorado, New Mexico, and Texas.
Suburban Residents: This category includes persons
living in 5MsA’s, but not in the central city

h

Income: Family income levels used in the 1976 study are
as follows: Low (below $7,999 annual income),
Medium ($8,000-514,999), High (515,000 and above).
Income categories in the three studies—1963, 1970,
and 1976—were different to reflect differences

in inflation for the respective time periods. Forall =

studies, approximately one-third of all families

fell into each of the income categories

Determination of poverty level cutoffs conforms 1o &

Social Security Administration index
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Senator Kexxevy. Thank you. Initially, you had health services
research in your department, did you not ?

Dr. Lee. When I was Assistant Secretary, we established the Na-
tional Center for Health Services Research, and we established that
within the Health Services and Mental Health Administration—
at that time thinking it was important to insulate it from the day-to-
day demands of policy. But it proved to be too disconnected from policy
in the first 5 to 6 vears.

Now that Dr. Rosenthal is the Director, he has moved it very much
into a much more policy oriented, but still strong research base, which
we very much need.

Senator Kex~epy. Isn't that an additional reason to spin this off into
the kind of organizational structure that we have outlined here——

Dr. Lzk. I think so, absolutely.

Senator Kexnepy [continuing]. Based on your own experience?

Dr. Lee. The years of experience we have had first of all in the
Health Services and Mental Health Administration, and then in the
Health Resources Administration convinces me it should be done.
In the past the Center did not get the support it needed in HRA.
The people in the Administrator’s Office did not give the positions
needed, and they did not support the appropriations requests. In the
kind of a setting we have proposed. the center will be ont there where
it can be viewed on its own merits in relation to other health services
research priorities.

Senator Kexveny. OK.

Dr. Remington ?

Dr. Remixaron. Thank you, Senator Kennedy.

I have a brief statement that I would like to make in opening. It
has been my privilege to serve as a consultant to most of the individual
institutes of the National Institutes of Health, to the U.S. Veterans’
Administration, to the National Center for Health Services Research
and the National Center for Health Statistics.

I am presently chairman of the council on epidemiology of the
American Heart Association, and as you noted in vour introduction.
immediate past president of the Association of Schools of Public
Health.

Today, as a member of its executive committee, I represent the latter
association and will venture, I guess, to speak for them—an organiza-
tion composed of the 19 accredited U.S. schools of public health.

These schoals are located within some of our country’s leading public
and private universities, and each school has a major interest in the
National Institutes of Health Care Research Act of 1978.

This act is in the best interest of the Nation’s health. and it is a
privilege for me to endorse it with appropriate modifications as out-
lined later in the statement and to urge, after due deliberation, its
enactment into law,

The present system for providing personal and public health services
to the American people is seriously fragmented. Unfortunately, that
fragmentation, I think, extends to the Federal health bureaucracy
and interferes with optimal allocation of scarce resources toward
discovery of solutions to problems of health promotion and disease
prevention and treatment.
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The present legislation would bring together several of these frag-
ments to form a better coordinated and more productive unit, the
National Institutes of Health Care Research. _

The proposal to create a National Center for the Evaluation of
Medical Technology is an idea whose time has surely come. My own
research has been mainly devoted to statistical and epidemiological
evaluation of drugs, surgical procedures, medical devices, and pre-
ventive strategies, utilizing randomized controlled clinical trials, com-
parative studies, follow-up investigations, and surveys.

There is presently no unit of the Federal Government devoted
primarily to the total evaluation of new modalities for the prevention
and treatment of disease. The Food and Drug Administration has
major regulatory responsibility for new drugs prior to marketing, but
until now has shown little systematic interest—here, the operative
word is “systematic,” T think—in agents after their release for gen-
eral use.

Senator Kexxeby. Let me ask, What is your view—and then maybe
Dr. Lee would comment on this—Should we have a more forceful
regulatory process, in terms of medical practices, like FDA does with
drugs?

Dr. Remingroxn. I think that makes good sense. In the drug field
itself, we seem to lose interest in drugs once they have come on the
market. And I know that you have held hearings on this matter
several times in the past.

I think there needs to be a much more systematic evaluation of
drugs that have been around a while, some of which have effects that
are not visible in the first three phases of testing.

Senator Kexxepy, We are moving on that very closely with the
administration. I am just wondering in terms of the totality of pro-
cedures, though, if we should not get sort of a measure of inputs and
outputs, just in terms of information, perhaps as a starter—maybe
later it gets into something else—just in the area of technology, ob-
viously, and try to do health evaluations and other factors.

I de not know what sense either of you have about the importance
of that process.

Dr. Resaxerox. We might take surgical intervention as an ex-
ample. At present, there really is no system for applying the clinical
trial methodology to surgical intervention that we have had in the
pharmacologic intervention field for some time. And I think that is
an oversight. These are important interventive strategies, and I think
they really need to be systematically evaluated.

Dr, Lee. I think in the drug area that the phase 4 notion of testing,
where the drug is used in a fairly large population group, but with
careful surveillance and a limited number m! physicians and pharma-
cists and involved in the preseribing and dispensing is a good idea.
It would be difficult, when drugs are approved for more general use,
to further restrict their use. I have been an advocate, as you probably
know. for years of restricting chloramphenocol to hospital-based
physicians.

We know that in hospitals, we can and we do restrict the use of
drugs. I think we should have much more careful restriction of par-
ticularly antibioties within the hospital. And I think that is the
setting in which that can be accomplished.
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I am not sure that the best way to accomplish this is with Federal
regulation, I think we can do a much better job, and I think the FDA
should be involved much more aggressively in education. T think we
need things like a compendium of drugs for physicians. The FDA
drug bulletin could be used much more effectively

Senator Kexxepy. I suppose if you knew the amounts that were
being used

Dr. Remincron. We wish we knew.

Senator Kexxepy [continuing]. And the procedures and the out-
puts, without getting into saying who is going to do what to whom—
but just in terms of information, 1 think you clearly have to start off
with that in mind on it. But it seems to me we have not got those
measuring devices at the present time, We do not have that kind of
information that is generally available.

Dr. Leg. It is interesting to note that the Center for Health Services
Research is supporting a project at Stanford to develop a hospital-
based drug information system. Once that system is well developed,
we will have a methodology that can be applied very widely in hospi-
tals to have a surveillance on prescribing, and it could have T think a
significant impact. for example, on drug—drug interactions and the
prevention of adverse drug reactions in that area alone. In addition,
such a system could make sure that if an unauthorized drug was
preseribed that an automatie consultation could take place.

We absolutely have to have the information systems. Without that,
we really could not do the job.

Senator Kex~epy. Let me ask Dr. Remington, what about an In-
stitute on Prevention? Where do you come out on that? Should we
be adding that?

Dr. Resuxcron. Well, in my statement, T rather strongly recom-
mend that as one of the possibilities. Frankly, the area that I find to
criticize in the legislation, and it takes some hard looking, because I
do favor the legislation as you have proposed it, is in that area of
prevention.

I see a National Institute for Prevention as an important addition
to the National Institutes for Health Care Research.

_ I have also proposed, changing the title of the Institutes, to broaden
1t somewhat.

Senator Kex~eny. What about NTH for such an institute; what
are your thoughts about that?

Dr. Reminarox. Well, that would be interesting. T would fear my-
self, within the NTH umbrella, that if prevention is isolated as a
separate institute, it would be a place to put activities that really are
not all that important.

It would be in an identifiable location, and the rest of the Institutes
can get on about the “really important” business of stomping out
disease at the individual patient level by direct intervention.

Now, that is a rather cynical point of view. I do not mean to be
accusatory in this. T think NTH is a marvelous organization with im-
portant activities within each of the institutes.

I would worry that if an Institute for Prevention is formed, for
example, the very excellent Epidemiologic Unit within the National
Heart, Lung, and Blood Institute might be pulled away and removed
from the focus on cardiovascular disease that I think is appropriate.
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I think it is a delicate balance, but I would favor bringing preven-
tion into an aggregate of the sort you have proposed in the new Na-
tional Institutes structure.

Senator Kex~epy, What about the environmental health sciences?
Currently, NIH does most of the work in this area. Should this be
over in the National Institutes of Health Care Research?

Dr. Reminegron. It is certainly appropriate that an emphasis on
environmental science would belong in an institute devoted to public
health research ; there is no question about that.

On the other hand, there are important environmental health-
related research thrusts now in NIOSH., in the National Institute of
Environmental Health Sciences, and in EPA, And it seems to me that
should be the subject of another reorganization discussion.

I get confused when I look at the Federal environmental health
research structure. It is difficult to know which agency has what
responsibility.

[The prepared statement of Dr. Remington follows:]
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TESTIMONY OF RICHARD D, REMINGTON, PH,D., DEAN,
UNIVERSITY OF MICHIGAN SCHOOL OF PUBLIC WEALTH
BEFORE U.S. SENATE SUBCOMMITTEE ON HEALTH
AND SCIENTIFIC RESEARCH
FEBRUARY 7, 1978

MR. CHAIRMAN, MEMBERS OF THE COMMITTEE. || AM RICHARD
D. REMINGTON, DEAN OF THE UNIVERSITY OF MICHIGAN SCHOOL OF
PUBLIC HEALTH. IT HAS BEEN MY PRIVILEGE TO SERVE AS CONSULTANT
TO MOST OF THE INDIVIDUAL INSTITUTES OF THE NATIONAL INSTITUTES
OF HEALTH, THE U,S. VETERANS ADMINISTRATION, THE NATIONAL CENTER

FOR HEALTH SERVICES RESEARCH, AND THE NATIONAL CENTER FOR HEALTH

" STATISTICS., 1 AM PRESENTLY CHAIRMAN OF THE COUNCIL ON EPIDEMIOLOGY

OF THE AMERICAN HEART ASSOCIATION AND IMMEDIATE PAST PRESIDENT OF
THE ASSOCIATION OF SCHOOLS OF PUBLIC HEALTH, TODAY, AS A MEMBER
OF ITS EXECUTIVE COMMITTEE, | REPRESENT THE LATTER ASSOCIATION,
AN ORGANIZATION COMPOSED OF THE NINETEEN ACCREDITED U,S, SCHOOLS
OF PUBLIC HEALTH., THESE SCHOOLS ARE LOCATED WITHIN SOME OF OUR
COUNTRY’S LEADING PUBLIC AND PRIVATE UNIVERSITIES, AND EACH SCHOOL
HAS A MAJOR INTEREST IN THE NATIONAL INSTITUTES OF HEALTH CARE
RESEARCH ACT oF 1978,

THIS ACT 1S IN THE BEST INTEREST OF THE NATION'S HEALTH,
AND IT 1S A PRIVILEGE TO ENDORSE IT WITH APPROPRIATE MODIFICATIONS
AS OUTLINED LATER IN THIS STATEMENT AND TO URGE, AFTER DUE DELIB-
ERATION, ITS ENACTMENT INTO LAW. THE PRESENT SYSTEM FOR PROVIDING
PERSONAL AND PUBLIC HEALTH SERVICES TO THE AMERICAN PEOPLE IS
SERIOUSLY FRAGMENTED. UNFORTUNATELY, THAT FRAGMENTATION EXTENDS
TO THE FEDERAL HEALTH BUREAUCRACY AND INTERFERES WITH OPTIMAL
ALLOCATION OF SCARCE NATIONAL RESOURCES TOWARD DISCOVERY OF
SOLUTIONS TO PROBLEMS OF HEALTH PROMOTION AND DISEASE PREVENTION
AND TREATMENT, THE PRESENT LEGISLATION WOULD BRING TOGETHER
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SEVERAL OF THESE FRAGMENTS TO FORM A BETTER COORDINATED AND MORE
PRODUCTIVE UNIT, THE NATIONAL INSTITUTES OF HEALTH CARE RESEARCH.

THE PROPOSAL TO CREATE A NATIONAL CENTER FOR THE EVALUA-
TION OF MEDICAL TECHNOLOGY 1S AN IDEA WHOSE TIME HAS SURELY COME.
MY OWN RESEARCH HAS BEEN MAINLY DEVOTED TO STATISTICAL AND
EPIDEMIOLOGICAL EVALUATION OF DRUGS, SURGICAL PROCEDURES, MEDI-
CAL DEVICES, AND PREVENTIVE STRATEGIES, UTILIZING RANDOMIZED
CONTROLLED CLINICAL TRIALS, COMPARATIVE STUDIES, FOLLOW=-UP
INVESTIGATIONS, AND SURVEYS, THERE 1S PRESENTLY NO UNIT OF THE
FEDERAL GOVERNMENT DEVOTED PRIMARILY .TO THE TOTAL EVALUATION OF
NEW MODALITIES FOR THE PREVENTION AND TREATMENT OF DISEASE, THE
FOOD AND DRUG ADMINISTRATION HAS MAJOR REGULATORY RESPONSIBILITY
FOR NEW DRUGS PRIOR TO MARKETING, BUT UNTIL NOW HAS SHOWN LITTLE
SYSTEMATIC INTEREST IN AGENTS AFTER THEIR RELEASE FOR GENERAL
USE. FURTHERMORE, EVALUATION OF SURGICAL PROCEDURES, PREVENTIVE
STRATEGIES, AND COST-EFFECTIVENESS OF NEW TREATMENTS ARE NOT
ADDRESSED IN AN ORGANIZED MANNER BY ANY AGENCY. THE PROPOSED
CENTER IS URGENTLY NEEDED. WHILE 1T IS NOT INTENDED TO REPLACE
THE IMPORTANT WORK OF FDA, NIH, CDC, AND OTHER AGENCIES ENGAGED
IN THE ASSESSMENT OF MEDICAL TECHNOLOGY, THE CENTER WILL PLAY A
KEY ROLE IN COORDINATING, EVALUATING AND SETTING PRIORITIES FOR
THE FULL RANGE OF PREVENTIVE AND THERAPEUTIC INTERVENTIONS,

THE NATIONAL CENTER FOR HEALTH STATISTICS IS AN EXCELLENT
AGENCY CHARGED WITH THE RESPONSIBILITY OF KEEPING TRACK OF BIRTHS,
DEATHS, MARRIAGES, DIVORCES, AND CASES OF ILLNESS, IN ADDITION,
IT COORDINATES HEALTH STATISTICS COLLECTION AND ANALYSIS AT THE
FEDERAL, STATE AND LOCAL LEVELS,
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YET OUR INABILITY TO TRACE PATTERNS OF HEALTH AND DISE

THROUGH THE POPULATION IS A NATIONAL SCANDAL. STRONG WORDS

WHICH SURELY REQUIRE SOME DEFENSE. THE NATIONAL HEART LUNG AND
BLOOD INSTITUTE AND THE AMERICAN HEART ASSOCIATION ARE THIS WEEK
SIMULTANEOUSLY CELEBRATING THEIR THIRTIETH ANNIVERSARIES, THERE

IS A REAL REASON TO CELEBRATE. MORTALITY DATA FROM NCHS SHOW A
RECENT SUBSTANTIAL DOWNTURN IN TOTAL CARDIOVASCULAR DISEASE
MORTALITY, IN CORONARY HEART DISEASE MORTALITY AND, BECAUSE

HEART DISEASE IS OUR LEADING CAUSE OF DEATH, IN ALL CAUSE MORTALITY,

ALL OF US ARE INTERESTED IN EXPLAINING AND UNDERSTAR

THIS

DECLINE. IS THE REDUCTION IN DEATHS FROM CORONARY HEART DISEASE
DUE TO A DECREASE IN NEW CASES OF DISEASE, OR IS IT DUE TO
IMPROVED SURVIVAL OF EXISTING CASES? WE DON'T KNOW, AND OUR
HEALTH STATISTICS SYSTEM CAN'T TELL US., 1IN SUMMARY, OUR MORBIDITY
MEASUREMENT SYSTEMS ARE PITIFULLY INADEQUATE IN SCALE AND SCOPE,

I HOPE AND BELIEVE THAT BY IMPROVING THE LEVEL OF FUNI

THE NATIONAL CENTER FOR HEALTH STATISTICS AND BY ADDING A MAJOR
EMPHASIS ON EPIDEMIOLOGY THE PROPOSED LEGISLATION WILL CONSTITUTE
AN IMPORTANT FIRST STEP TOWARD IMPROVING THIS SORRY SITUATION.

THE NATIONAL INSTITUTE FOR HEALTH POLICY RESEARCH, RE-
PLACING THE CURRENT NATIONAL CENTER FOR HEALTH SERVICES RESEARCH
HAS SEVERAL IMPORTANT FEATURES. ITS NAME SEEMS TO IMPLY THAT
THERE SHOULD BE A NATIONAL HEALTH POLICY AND THAT THIS POLICY
SHOULD BE BASED ON RESEARCH., THE INSTITUTE STRUCTURE IMPLIES
RELATIVE PERMANENCE, TAKING APPROPRIATE ACCOUNT OF THE FACT THAT.
CONTRARY TO OPINIONS EXPRESSED ONLY A FEW YEARS AGO, QUICK, CHEAP,

AND SUPERFICIAL INTERVENTIONS WILL NOT BE ADEQUATE TO TREAT OUR




IN
STIC SOCIETY, AND WHEN OUR HEALTH SERVIC
S STIMULATED, IT OFTEN RESPONI
WAYS. 115 Bl ALSO R
{ OF TRAINED HEALTH SERVICES RESEARCH WORKERS., INASMUCH
PUBLIC HEALTH ARE A PRIMARY SOURCE
SCIENTISTS, WE PARTICULARLY APPLAUD THIS
FINALLY, A FEW RESERVATIONS ABOUT THE
THE BILL PLACES ITS MAJOR EMPHASIS ON TREAT-
MENT OF DISEASE RATHER THAN ON PF ENTION, T EMPHASIZES PERSONAL
RATHER THAN PUBLIC OR COMMUNITY HEALTH SERVICES. 1 DO NOT ARGUE,
MR, CHAIRMAN, THAT WE SHOULD DEEMPHASIZE IMPROVED UN
OF DISEASE TREATMENT OR
DO ARGUE, HOWEVER, THAT THERE SHOULD BE SUBSTANTIALLY GREATER
MPHASIS ON PREVENTION,
THE HISTORY OF CONTROL OF MASS DISEASE SHOWS THAT PREVEN-

TION HAS BEEN BOTH MORE EFFECTIVE AND LESS COSTLY THAN INDIVIDUAL

MEDICAL TREATMENT, WHETHER WE ARE TALKING ABOUT IMMUNIZATION,

SANITATION, BETTER HOUSING, CLEANER DRINKING WATER OR IMPROVED
NUTRITION, THE RESULT IS THE SAME. THESE ARE THE METHODS THAT
HAVE RESULTED IN REDUCED INFANT AND MATERNAL MORTALITY AND
INCREASED LONGEVITY, THESE ARE THE METHODS THAT IMPROVE THE
HEALTH OF THE PUBLIC, TO BRING THE MATTER UP TO THE MINUTE,
STUDIES OF FACTORS MOST LIKELY RESPONSIBLE FOR THE RECENT REDUC-

TION OF HEART DISEASE MORTALITY CONVINCE ME THAT, ONCE AGAIN,

PREVENTION HAS BEEN THE KEY. CHANGES IN CIGARETTE SMOKING PATTERNS,

IN THE EXTENT OF PUBLIC PARTICIPATION IN HIGH BLOOD PRESSURE




DETECTION PROGRAMS AND IN DIETARY HABITS ARE PROBABLY RESPONSIBI
FOR THE MAJORITY OF THE REDUCTIOM. THIS IS )T TO DENY THAT
CORONARY CARE UNITS, CORONARY ARTERY BYPASS SURGERY AND OTHER
TERTIARY CARE INTERVENTION MAY HAVE BEEN HELPFUL IN S
BUT SUCH METHODS COULD HARDLY HAVE PLAYED A MAJOR
MASS POPULATION IMPACT THAT HAS BEEN DUE, ALMOST CERTAINLY
PUBLIC RATHER THAN INDIVIDUAL INTERVENTION,

1 ARGUE ONLY FOR BALANCE. E SPEND A POUND FOR CURE,

BUT ONLY A FARTHING FOR PREVENTION, ON BEHALF OF THE ASSOC(

OF SCHOOLS OF PUBLIC HEALTH, I WOULD RE END YOU FIND,

MR, CHAIRMAN, MULTIPLE OPPORTUNITIES IN LEGISLATIVE LANGUAGE TO
ADD AN EMPHASIS ON PREVENTION, POSSIBILITIES MIGHT INCLUDE
ESTABLISHMENT OF A NATIONAL INSTITUTE OF PREVENTION, AND ON A
DIFFERENT LEVEL A CHANGE IN THE TITLE OF THE PROPOSED NATIONAL

INSTITUTES OF HEALTH CARE RESEARCH TO THE NATIONAL INSTITUTES

OF PUBLIC HEALTH OR NATIONAL INSTITUTES OF COMMUNITY HEALTH,

Lol

-

THESE CHANGES WOULD RECOGNIZE AND ENHANCE THE EMPHASIS ON DISEASE

PREVENTION AND HEALTH PROMOTION,

ONCE AGAIN, ON BEHALF OF THE ASSOCIATION OF SCHOOLS OF
PUBLIC HEALTH I APPRECIATE THE OPPORTUNITY TO REVIEW AND COMMENT
ON THIS IMPORTANT LEGISLATION. 1 WILL BE PLEASED TO TRY TO
ANSWER ANY QUESTIONS.

THANK YOU, MR, CHAIRMAN,
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Senator Kexyeny. Senator Schweiker is, of course, a cosponsor, We
have had very strong support for this proposal from both Drs. Lee and
Remington, Senator Schweiker. I think they have given us good in-
dication of their continued interest and help for it, and I think they
have made a very strong case for the organizational structure, and I
think what is most important. the functions of those particular agen-
cies, And I think that this is reassuring to us.

I think their statements are very clear and crisp, and they have been
very responsive.

Senator Scuwerker. I have just one or two minor questions. Do you
have a better name for this new agency than the one we have come
up with? I am not so sure that the name in the bill is as clear and
crisp as your testimony.

I do not know if you have made any suggestions or have any
thoughts about that or not.

Dr. RemingroxN. I ventured a couple of them, Senator Schweiker, in
my testimony. T am a little worried about the title, National Institutes
of Health Care Research., To me, that implies too much emphasis on
treatment of disease at the individual provider/client level. “Care”
and “Health Care” even more seem to imply exclusively a personal
health services orientation.

I find missing the emphasis on prevention that we are beginning to
see from the administration in the President’s budget message, in
Secretary Richmond’s testimony today, and in programs of several of
the National Institutes of Health.

I think most of us agree that when we look at the great gains in
public health in the past. the majority of those gains have not been
throngh the treatment of disease. but through the prevention of
disease in the first place—in absolute or in relative terms, and in
terms of cost containment.

The name, National Institutes of Public Health is an option that I
understand has been discussed; National Institutes of Community
Health might be another option,

[ would areue for any kind of a erisp term that suggested some-
thing more than personal health services as the exclusive focus of this
agency.

When we put the National Center for Health Statistics info an
agency like this, for example, we get a polyglot group, because their
concern is broader than personal health services—as important as
that is. Tt is diffieult for me to state this position without seeming to
diminish the appropriate emphasis on personal health services re-
search, and T donot mean to do that either.

Senator Scawerger. Well, T share vour concern. I think that was
my reaction in seeing the Inbel first off. T am not auite sure where we
chould come down to be clear and erisp. but T think the present name
is subject to an awful lot of misinterpretation about the focus of
resources and the emphasis that the bill intends this organization to
have.

So T can certainlv assure you we will give it some further thought
and take your suggest ions into acconnt.

Dr. Lee. T think it is imnortant, Senator Schweiker——

Senator Scrwerker. Yes; T was going to ask you, Dr. Lee: What
are yvour thoughts on the name?
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Dr. Lee. T think the term, “National Institutes.” is very important
in this regard, and I think the use of the term “Research™ is very
important, because the institutes have been associated with research.

What you are doing in this set of institutions—whether you call
them centers or not—is research, basically research—health services
research, policy research, the gathering of statistical information that
is useful in health services research, useful in health policy.

It is that emphasis, that is implied by the title—I have a broad
view of health care, and I think the title actually is quite a good
title. I do not have the same concern that it emphasizes too exelusively
personal health care, because you are talking about an institute within
that for health policy. That is a broad conecept and one that must
be based on the statisties that you are going to gather out of the
National Center for Health Statistics, basic health services research,
epidemiological studies, social and behavioral sciences studies of the
kind Dr. Hamburg described this morning.

I do not see those as at all incompatible. As a matter of fact, I
was very impressed with the manner in which you were able to come
up with what to me was a very good set of titles——

Senator Scuwerker. Well, we changed our minds three times——

Dr. Lee. Well, T thought that as it went along, it improved. But
I think it is important, in terms of the use of the term, “National
Institutes.”

Senator Scawerker. Well, there is no arcument with that, I think
that is a very valid point. It is putting the word “Care” in there.
It seems to me that the word “Care” conjures up medicaid and medi-
care, which T think is completely off-target of what we mean in the
bill and ought to be saying in the name.

I agree with you about keeping “National Institutes,” and pos-
sibly even “Research,” although I think “National Institutes” al-
ready connotes research.

Dr. Lee. But I think also, the point Dr, Hamburg made this morn-
ing was very important. The present NTH is not the right place for
these kinds of activities, including the technology assessment
activities,

They have got a very good management structure, but they have
got more than enough to do. If this is going to get the kind of atten-
tion and priority and quality that it must have, T think it must be
in this kind of separate agency such as you have proposed in this
legislation.

Senator Scuwerker, Well, we certainly agree with that. T do not
want to prolong the hearing. T know you have gone over the issues
with Senator Kennedy.

Senator Kexxeny. I think the strong support of what we are at-
tempting to do is very reassuring. The former Assistant Secretary of
Health, who has been very much involved in the whole areas of ve-
search program, reminded us in his testimony about the gradual
decline—on page 11, in 1973, from $58 million. and how it has just
continued to go down and how this really is such an important element
in terms of trying to get a real handle on cost. We are talking about
everything in this. We are talking about cost, we are talking about
quality, we are talking about equity, and so many of these elements.
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Dr. Lee. And you might ask Julie Richmond or, perhaps, Gerry
Rosenthal, how many supergrade positions Dr. Rosenthal has been
given since 1974 when he was made Director of that Center: how many
additional new positions has he been given to staff up to do the job that
has to be done.

Dr. Richmond indicated they are taking even more money away
from the center to carry out this technology assessment activity in his
office, further limiting what they are able to do, I think you raised
some very pertinent questions on that this morning.

Senator Kexxeoy. Well, if you have some more questions we ought
to be raising, we welcome those, too. I think it is helpful to the people
in the Department to understand this, as well as those of us outside
who are trying to move this issue forward to be able to dramatize it.

We talked about it, but T would like to just get your sense on the
prevention institute. I think Dr. Remington indicated that NTH is not
the place to do it—T think I asked this before, but maybe you can just
hammer it, How do you think we ought to deal with the function of
prevention ?

Dr. Rexixarox. I think if you are going to have a National Insti-
tutes structure, with the kind of breadth that T think we are all discuss-
ing here, I think it needs more of a focus on prevention than I see in
the present language of the bill.

Senator Scawrrker. You want to see that accomplished through this
National Institutes of Health Care Research concept? In other words,
you are saying we should put prevention into that structure, provided
forin thisbill, in a bigger way ?

Dr. RemiNeroN. Yes; or community health—whatever umbrella con-
cept you want. Health care seems to me, as T have stated already, not
to be an appropriately broad umbrella,

But in public health or community health, which I think are ap-
propriately broad, supporting Dr. Lee’s statement that national insti-
tutes is very appropriate, I would like to see a much greater emphasis
on prevention.

For one thing, as you did epidemiology to the National Center for
Health Statistics, you will inevitably, then, have people who are doing
work that closely relates to prevention. Perhaps epidemiology may be
thought of as the basic science of prevention.

And one worry I would want to articulate there is that T would
not want to see an emphasis on epidemiology in this group draw
epidemiologic strength away from CDC or from the individual Tnsti-
tutes in the Institutes of Health.

That would be very unfortunate. And T do not think it is the intent
of the cosponsors of this legislation to do that. As T read Senator
Kennedy’s flood statement introducing the legislation. that is quite
clear. But I would like to stress it again. T think onr colleagues at
CDC in epidemiology, particularly in such units as the Epidemic In-
telligence Service—which by the ‘way, is doing as much to produce
new epidemiologists as any unit we have—will be worried about the
addition of epidemiology to a unit like this, if they believe that their
budget will be affected or that their program will be diminished. I
do not think we want that.

Senator Kexxepy. Well, wouldn't that also be true, say, for the
Cancer Institute, where they have got about $75 million for preven-
tion, and the Heart as well,
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Dr. Reaineros, Yes; indeed.

Senator Kexyepy. So how do we do that ? They do not want to lose
that. The institutes feel that that is an important dimension, and T
think it is. So how do we deal with that? I suppose the NTH would
say they are doing 20 percent of their budget

Dr. Reaixerox. Well, they are doing more and more. T think pre-
vention and epidemiology are a couple of words that have come to
town and are really beginning to move, as we all appreciate what they
really can do. 1

And T think Les Breslow and Nedra Belloe and their work. as Dr.
Lee has pointed out, suggest to us the gains we can make.

As T look at the downturns in cardiovaseular disease mort ality, par-
ticularly coronary heart disease mortality, and begin to try to explain
that latter downturn, it seems to me that most of it simply has to be
due to changes in the way of life, changes in personal health habits.
And that is an analysis that needs to go forward.

Now, I have just recently learned—very recently. in fact—of a Com-
mittee on Epidemiology at the Director’s level within NTH that is pro-
viding a forum for all of the epidemiologists within the individual
Institutes, within NCHS, within CDC. to get together to share ideas
and to begin to think of ways of capitalizing on their limited—
numerically limited—strength. And T think that should be encouraged.

Dr. Lex. I would agree, Senator, that the idea of an institute onght
to be very carefully explored within this context, that it is more ap-
propriate in this setting than within NTH. that NTH, certainly in
the Cancer Institute and other institutes, should have a component
of prevention, just as the Health Care Financing Administration must
have a programmatically related health services research component.

But it is not going to support the fundamental health services re-
search that needs to be supported or the policy of the research that
is going to question the policies of medicare and medicaid. They sim-
ply do not support that kind of research.

Nutrition is a critically important area that has a very low priority
in the last decade in HEW. We have seen in the Agriculture Depart-
ment a significant turnaround, I think, with this current administra-
tion that 1s very encouraging.

The Office of Science and Technology Policy has almost directed
HEW to do an assessment of dietary goals. T do not see that that has
been carried out yet.

That is the kind of thing that an institute like this could do. It
might include nutrition, environmental and social-eultural com-
ponents, including social and behavioral seiences and epidemiology.
Studies of social networks, the impact of widowhood on health,
various other social factors that impaet on health might be examined.
If we had better research in these problems the kinds of blaming-the-
vietim statements that we now see made repeatedly by some very prom-
inent health professionals would be heard less often. It might also
help to deal with the social and environmental problems that con-
tribute to poor health. the problems of poverty and other things.

I think that it is an excellent idea. T am sure vou can set the people
in DHEW to put the pieces together. They could identify the various
activities in prevention that might logically go into an institute that
has this kind of community population foeus as opposed to a disease-
specifie focus.




Senator Scuwrrker. Would you put “epidemiology” into the title,
or is that drawing too much away from CCDC and some other efforts?

I mean, you said that is a word whose time has come. and it prob-
ably has. Should “epidemiology” be part of the title?

Dr. Lee. Certainly you would want to have training grants as part
of it, and training grants in epidemiology. Perhaps the Director of
that institute would be an epidemiologist. That is such a basic disci-
pline for the development of policies in prevention and for individ-
uals to make decisions about what they should do in prevention.

Senator Scuwrrser. What T am getting at is that maybe we ought
to use that word in the title, because it does explain many of the things
we are talking about.

Dr. Reaixerox. It is possible. Of course, you are talking to some-
body who is biased. T think public health is a very appropriate um-
brella, and public health does not have quite the same narrower con-
notation that it once had. Tt is a field that has been changing and
adapting.

There would be those, T suspect—perhaps not Dr. Lee or myself—
who might find “epidemiology™ a bit confining in the title, just as some
of us would find “health care.”

Senator Kexxeny. Can T ask how you relate this to our health in-
formation and promotion kind of agency ?

Dr. Lee. The authority that is there. as a matter of fact, would
permit you now, or would permit HEW to create such an institute.
The major initiatives that Seeretary Califano has taken in the field
of prevention—his whole antismoking program—is based on the au-
thorities in that legislation.

Senator Kenyepy. That is exactly right. So we have got a good
deal of flexibility to move.

Dr. Lee. That authority is there already, in terms of moving it if
the Department wished to.

Senator Kexxepy. We ought to press on that, obviously, for the
reasons you have outlined.

Thank you very much.

[The following information was subsequently supplied for the
record ;
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S5.2466 - National istitutes of Health Care Research
- of the
AMERICAN PUBI ALTH ASSOCIATION
to the
Subcommittee on Health and Scientific Research
of the
2nate Committee on
February 1978

rican Public Health Association has long been
ad for research, evaluation, and demonstrations
e area of community and preventive health
We are supportive of attempts to develop capa-
in public health and health services research

comparable to our current highly developed biomedical capa-
bilities. The goals of S.2466 encompass these endeavors
and are worthy of support.

APHA is anxious to assist in making the legislation
achieve these goals and wishes to offer comments designed
to strengthen the bill.

While the purposes of 5.2466, as we have indicated,
are broad and far-reaching goals, we are concerned that
the title and specific aspects of the bill limit the scope.
that the title of the bill, National Institutes
¢ with its emphasis on traditional
are 1is lective of t stated goals of the bill.
We would suggest that the title be amended to National
Institutes of Public Health. Changing the titTe would serve
I O8é Of emphasizing areas of community health ser-
d prevention research, demonstration, and training.

Because the area of prevention is so critical to inves-
tigations of health services, an additional purpose of the
bill should be added to Sec. 304(b) (2)a-f to read,

(g) the prevention of illness, disability, and pre-
mature deaths in the United States.

As currently dr: e 5.2466 addres s two of the six
goals in Section 304 (b) These deal with:

(e} the collection, analysis and dissemination of
health related statistics, and

safety efficacy, effectiveness, cost effective-
ness, and social, economic and ethical impacts
of medical technologies.
Legislative initiatives related to the four other goals

are incompletely addressed in the bill. These are:
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concerned that the move to a research orientated organization
might result in a loss of focus on the cooperative federal-
state health statistics system. It is important that
statistical work for ongoing programs be continued.

SECTION 104

Section 104 establishes a National Center for the
Evaluation of Medical Technology. As outlined in S.2466,
this Center would provide useful information concerning the
safety, efficacy, effectiveness, cost effectiveness and
social, economic and ethical impacts of medical technologies.
This kind of research, while difficult to accomplish, will
yield extremely helpful data. In keeping with the spirit
of Section 104, it might be appropriate to retitle the
institute, National Institute for Health Technology
Assessment, since it would deal with investigations related
to health services delivery and medical practice as well
as biomedical technology.

NATIONAL PREVENTION INSTITUTE

APHA urges the establishment of a fourth Institute
to be titled National Prevention Institute. This Institute
would be devoted to the Investigation and evaluation of
individual services and community activities of a preventive
nature. The Institute should be concerned with the
demonstration and testing of new preventive models for
community and environmental health programs and with measuring
the effectiveness and efficacy of existing models. Specific
examples of areas of inquiry might include evaluation of the
cost effectiveness of programs to change individual behaviors.
It might undertake guantitative assessments of the effect

of educational efforts to motivate healthy life styles.

It may also attempt to gain a more definitive understanding
of the potential for early identification of disease through
screening.

In summary, although we have indicated areas where
5.2466 needs clarification and expansion, APHA would support
the concept of Institutes which would give new focus and
definition to public health policy.

-3=
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I appreciate the opportunity to offer written testimony on S. 2466, the National
Institutes of Public Health Act of 1978, and in particular that portion concerning the
National Institute for Health Statistics and Epidemiology. As Commissioner of the
Tennessee Department of Health, as Past President of the Association of State and
Territorial Health Officials, and especially as a former member of the Advisory
Committee to the Cooperative Health Statistics System (CHSS) of the National
Center for Health Statistics (NCHS), I have become familiar with the programs of

the Center and with some of its problems.

I am pleased with the current enabling legislation for the Center and the broad
authorities it provides for collecting, analyzing, and disseminating health data which
is so critically needed for planning and evaluating the nation's health services and
health research programs. There is, however, a modification to the legislation which
I feel would significantly aid the Center in continuing to develop and implement a
cooperative data collection system. I would suggest that appropriations for the new
National Institute for Health Statistics and Epidemiology be divided into two
separate authorizations - one for the Cooperative Health Statistics System
mandated under Subsection 306(e) of the Public Health Service Act and one for all
other statistical activities of the Institute which are conducted under Sections 304
and 306 of the Act. A separate appropriation can also go a long way in helping the
Institute instill confidence in, and develop permanent relationships with state and
local governments which are essential for the successful implementation of the
CHSS. This is particularly true since the Cooperative Health Statistics System is

designed to establish a coalition among the various levels of government and the
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private health sector to gather health data in a manner which permits the collection
of any particular data element(s) by the organizational level best equipped to collect

it and then to share it with the other levels.

For the past several years, the NCHS has been restricted in its budget to mandatory
increases for such items as salaries or special projects. | strongly recommend that
the total appropriation be increased to a level which could adequately support the
activities of the Institute. To accomplish this, a total appropriation of at least
$60,000,000 would be needed for FY79. Of this $60,000,000 total $35,000,000 should
be designated for the CHSS with $25,000,000 to be used for operational data
activities and $10,000,000 to be used for the development of "core" staffs in State
Centers for Health Statistics in all 50 states. Therefore, I would suggest that more

appropriate total amounts would be as follows:

For NCHS For CHSS For State
Fiscal National Operational Center

Year Total Activities Activities "Core" Staffs

1979 $ 60,000,000 $ 25,000,000 $ 25,000,000 $ 10,000,000
1980 90,000,000 30,000,000 40,000,000 20,000,000

1981 115,000,000 35,000,000 50,000,000 30,000,000

It should also be pointed out that additional appropriations should be authorized if

any substantial epidemiological activities are planned.

In addition to the appropriation issue, there is a need for a special Advisory

Committee to the Institute which would assure adequate representation of state and

local interests in policy development and decision making. Our experience has
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shown that state-local participation in the decision-making process concerning the
development and operation of data systems is a necessity. | would suggest that
three-fourths of this committee be composed of state and local representatives who
are actively involved with CHSS activities, including representatives of Health
Service Agencies (HSAs) and State Health Planning and Development Authorities.
This type of representation appears to be essential to assure long-term viability and

effectiveness.

A final point for consideration is the need to clarify and strengthen the role of the
Institute/CHSS as the coordinator of uniformly defined standard health care

information for all Department of Health, Education, and Welfare (DHEW) agencies.

Coordination of data activities is of utmost importance in avoiding costly and

inefficient duplication in data systems. Section 304 (d) of the Act provides for
coordination of statistical activities by the Secretary of DHEW. This coordination
could be strengthened by providing clear authority and jurisdiction for the Director
of the new National Institute of Health Statistics and Epidemiology to coordinate all
of DHEW's health statistics activities, especially those of the Health Care Financing
Administration and other Public Health Service agencies. To further strengthen
coordination, this legislation should provide for an internal Health Data Policy
Committee chaired by the Director of the Institute. This committee would replace
the present ad hoc committee of the same name but would have the capacity to

make decisions and implement changes.
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In summary, | feel that the legislation currently under consideration would
significantly strengthen national, state, and local efforts in collecting, processing,

and disseminating quality health data by incorporating the modifications outlined in

this testimony, ie; 1) a separate appropriation for CHSS which would include funding

for development of "core" staffs in all states as well as operational funding, 2) an
increase in the total appropriation, 3) establishment of an Advisory Committee to

the Institute with more state representation, and 4) a stronger coordinative role for

Institute/CHSS.
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JOHM A. D. COOPER, MO, PH.O 021 488-81TH

PRESIDENT February 28, 1978

Honorable Edward M. Kennedy

Chairman

Subcommittee on Health and
Scientific Research

Committee on Human Resources

United States Senate

Washington, D.C. 20510

Dear Senator Kennedy:

The Association of American Medical Colleges is pleased to
have been asked on your behalf by Dr. David Blumenthal for
an evaluation of and a position on S. 2466, "The National
Institutes of Health Care Research Act of 1978."

The proposal has been discussed at length within our staff.
On February 18, all but one member of the Association's
Executive Committee reviewed a staff analysis of the
proposal. The unanimous opinion of those present was that
with some comparatively minor modifications, described later
in this letter, the Association should urge support of this
piece of legislation. While persuasive reasons were cited
for advocating your approach, the real possibility that it
could create overexpectation was recognized. The complexities
and difficulties of research in health services have been
amply demonstrated. Furthermore, the extreme shortage of
well-trained individuals in the many facets of research
encompassed by this proposal would be a severe deterrent to
major accomplishments in the immediate future, regardless

of the organizational setting and the provision of adequate
financial resources. Should the legislation pass, particular
care must be taken to provide first-rate leadership for
these new programs and proper criteria in the establishment
and evaluation of the programs to avoid serious waste of
resources as well as failure to accomplish the desirable
objectives of the act. Additionally, whether or not this
new organization is established, there will be a requirement
for vigorous and continuing coordination at the level of the
Assistant Secretary for Health of these functions as well

as related activities in existing Public Health Service
agencies.
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AAMC support is based on the following considerations:

As you pointed out in your floor statement, the
need for initiatives in the areas assigned to the
proposed National Institutes of Health Care
Research is of the utmost importance. While
elements of these activities are presently under-
taken in both the public and private sectors,
there is presently no overall concept of how
these functions should be related to one another
and no overreaching managerial strategy for their
support and conduct.

The proposal is a very timely one. Examination of
the various studies conducted in this area in

recent years and the evidence developed in various
Congressional hearings, suggest that now is an
auspicious moment to modify the programmatic nature,
the organizational location and the magnitude of
effort for the National Centers for Health Statistics
and for Health Services Research as well as related
efforts. 1In fact, if the opportunity is not grasped
now, an unusual advantage will have been wasted.

S. 2466 enumerates for the first time in understand-
able, reasonable and badly needed fashion some of
the specific components which comprise the important
but amorphous and poorly understood series of
activities encompassed by the inadequate term,
‘"technology transfer."

The bill offers a potentially effective and appro-
priate counterpart in the health care area to the
National Institutes of Health, with the latter's
important and productive programs in biomedical
research and related areas.

The designation of separate authorizations for these
activities should provide a necessary identifiable
focus for assuring that each can gain at least
minimal allocation of the essential financial
resources for expanded programs in each area.

The inclusion of an overarching organization, similar
to the Office of the Director, NIH, provides the basis
for one level of intra- and interagency cooperation
and coordination required for its success.




268

Page 3 - Honorable Edward M. Kennedy
February 28, 1978

While advancing health care research and technology
transfer through separately identified functions,
there is also assurance in your floor speech that
the NIH and other agencies can conduct or support,
within reasonable limitations, epidemiological
research and clinical trials which are especially
pertinent to their categorical missions. The

AAMC believes that this important point should

be explicitly reaffirmed in Report language.

The programs of the NIHCR will complement the
programs of the NIH and should increase the total
funding of research in the areas of biomedical,
behavioral and health care research. The attractive-
ness of the categorical foci of the NIH will remain
a potent magnet for funds as in the past.

In conveying its endorsement of this legislation, however,
the Association recommends thorough consideration of several
modifications which would even further improve the present
bill:

An Advisory Council should be mandated for each of
the three components, rather than just for the
National Center for Evaluation of Medical Technology
as presently proposed. The Association is convinced
that the activities subtended by each component are
sufficiently different as to justify separate senior
level advisory panels. Furthermore, we suggest that
in Report language an Advisory Committee to the
Director of the entire organization be recommended
similar to the administratively established Director's
Advisory Committee at NIH.

The Advisory Councils, like their counterparts at NIH,
should have public representatives and should other-
wise be appropriately constituted so as to reflect

the specific responsibilities of each component.

For example, eminent statisticians, epidemiologists
and clinicians should definitely be members of the
Advisory Council for the National Institute for Health
Statistics and Epidemiology. On the Advisory Council
for the National Institute for Health Policy Research
there should be prominent clinicians and other
provider representatives, economists, and behavioral
and social scientists. -
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Peer review of grants and contracts should be mandated
for each component so as to assure the highest possible
quality in the awards and the subsequent research.

The authorization ceilings for the three components
should total at least 0.5 percent of Federal health
care expenditures. This would represent at the pre-
sent time approximately $200 million. There are two
reasons behind this proposal. First, this provision
would provide a reasonable and definite level of
financial underpinning for these activities. Second,
in very explicit fashion it would tie support for
these types of research to the health care function
and the Federal component of its funding. It seems
only proper to set out in highly visible fashion the
necessity of an investment for the future through
research so as to assure continued improvements in
the quality, quantity and cost effectiveness associated
with the health care delivery system.

Once again, we appreciate the opportunity to comment on the
proposed legislation. We stand ready to assist you and your
colleagues in any way possible to assist in its success.

Sincerely,

n A. D, Cooper, M.D.
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Association of Schools of Public Health
825 K Street, NW
Washington, D.C. 2006

February 10, 1978

Honorable Edward M. Kennedy
United States Senate

Room 431

Russell Senate Office Building
Washington, D.C. 20510

Dear Senator Kennedy:

On behalf of the Association of Schools of
Public Health, we wish to thank you for the oppor-
tunity of presenting testimony in support of S. 2466,
the National Institutes of Health Care Act of 1978
before the Senate Subcommittee on Health and
Scientific Research on February 7. At the hearings
you and Senator Schweiker discussed with Dean
Remington the title for the new National Institutes.
There seemed a general concern that the proposed
title could be misunderstood to limit the jurisdic-
tion of the agency to the administration of perscnal
health services on a one to one basis, whereas the
intent of the legislation appears to include a

major emphasis on prevention and an improved federal
posture in public health research.

The undersigned Deans wish to urge that you

carefully reconsider changing the title of the
proposed new organization to The National Institutes

of Public Health, This change would, we bellieve,
recognize that health statistics, epidemioclogy,
evaluation of preventive strategies, and personal
health services as now included in the language of

5. 2466 are part of Public Health. In fact, sta-
tistics, epidemiology and health services administra-
tion are, in addition to environmental health, major
components of every Schocl of Public Health, mandated
by our accrediting agency.
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In addition, the Schools of Public Health are
among the most research intensive units within their
respective Universities. At the University of
Michigan, for example, the School of Public Health
generates per capita more research activity in terms
of external federal, state, and private funding than
any other school or college including the Medical
School. Yet there is within the federal government
no umbrella agency responsible for supporting public
health research. That is why the Association of
Schools of Public Health so strongly supports S. 2466
with an increased emphasis on prevention, promotion
of positive health, and more appropriate title.

Public health is a field with a distinguished
record of research leading to major advances in the
conquest of disease, improved delivery of personal,
environmental, preventive, and therapeutic health
services out of all proportion to the past and cur-
rent investment in its research efforts. The
National Institutes of Health, an excellent agency
with a critical national mission is in reality de-
voted almost entirely to biomedical research, an
emphasis which should continue.

We believe that the proper and intended concern
of S. 2466 is not exclusively with health care but
with public health, and therefore, urge that you
amend the Act to retitle the proposed Institutes, the
National Institutes of Public Health.
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Thank you for your consideration.

Sincerely,

ok Foei

Richard D. Remington,”Ph.D.
Dean

University of Michigan
School of Public Health
Immediate Past President
Association of Schools of
Public Health

With the endorsement of the following individuals:

Jerrold M. Michael, M.S.E., M.P.H. John H. Bryant, M.D.

Dean, School of Public Health Director, School of Public Health
University of Hawaii Columbia University

President, Association of Schools Treasurer, Association of

of Public Health Schools of Public Health

Robert W. McCollum, M.D., D.P.H. Herschel E. Griffin, M.D., M.P.H.
Chairman, Department of Epidemiology Dean, Graduate School of

and Public Health Public Health

Yale University University of Pittsburgh

Vice President, Association of Past President, Association of
Schools of Public Health Schools of Public Health

James E. Banta, M.D., M.P.H. Dean Lester Breslow

Dean, School of Public Health School of Public Health

and Tropical Medicine University of California-

Secretary, Association of Schools Los Angeles

of Public Health Past President, Association of
Schools of Public Health

HAND DELIVERED




AMERICAN NUR ASSOCTATION

Statement

S. 2466

National Institutes of Health Care Research Act of 1978

February 21, 1978

Submitted To

Subcommittee on Health and Scientific Research
Committee on Human Resources

United States Senate




The American Nurses' Association supports the thrust of S.
"The National Institutes of Health Care Research Act of 1978." We
regret that the subcommittee's public hearings were restricted to one
day and that witnesses were by invitation only as we consider this a
most important plece of legislation deserving thorough public discussion

and debate.

Groups such as ours, with keen interest in improving the delivery
of health services, need time to fully assess the impact of each of the

bill's suggested major changes in structure.

We commend the sponsors for taking such a careful loock at the
existing programs and their problems and for developing the bill being

considered.

We agree with the views expressed by Senator Kennedy in his speech
at APHA in November 1977 that health services research and health statistics
programs must be insulated from politicalization which is a real future

possibility within the recently revised structure of HEW.

The Hational Center for Health Services Research has had a difficult
time since its inception. Internal administrative problems, lack of

adequate financing and organizational upheavals all are factors. Location

in administrative charts is an important aspect for any program attempting

to break new ground.




Health services research is certainly a field needing new breakthroughs.
To make such breakthroughs requires coordinated research efforts on a
number of fronts concurrently so that a cohesive plan for change can be

developed rather than a bit by bit approach to such change.

Congressional expectation of quick research results from the Center

has at times seemed unrealistic.

Low appropriations also have restricted its progress. Some of us
have also felt that certain of the research carried out was not in fact
scientifically evaluated prior to recommending changes in policy (i.e.
evaluation of effectiveness of nurse practitioners and physicians assistants
in practice using time per encounter and numbers of encounters only,

rather than measuring the quality of care provided by those groups).

The four purposes of the bill (S. 2466) do address areas of major

importance to the future effectiveness of our health care system.

The umbrella agency approach would provide the coordinating mechanism
essential to sound planning for health services and would provide access

of the Institutes' director to top pnlicymakérs in DHEW and in Congress.

The National Center for the Evaluation of Medical Technologies

would provide leadership and coordination of efforts to assure both
safety and necessity of new technological advances. We think it wise to
point out, as was done by Senator Javits when §. 2466 was introduced,
that this Institute will mot "inhibit innovation and research in the

development of new medical technology.”" Inadequate evaluation of




apparent breakthroughs in the past are now causing skepticism on the
part of the public. The large scale development of coronary care centers
has been questioned in the past year or so by researchers who claim
mortality rates are not significantly affected by the spending of those
hundreds of millions of dollars. The cost and value of neonatology
intensive care centers are currently being questioned in the public
press. Solid evaluation by the proposed Institute, to be done in controlled
settings, would provide more effective public policy guidance. It will
be important to assure that cost factors alone are never allowed to be
the overriding factor in decision making in relation to the use of
technology in health delivery.

We feel that nursing research is an element that needs to be
included in such studies. ANA's research priorities speak to this as
one of our key areas of interest. These priorities include;

Studies to improve the outlook for high risk parents and high

risk infants.

Studies to improve the health care of the elderly.

Studies of 1life threatening situations, anxiety, pain and stress.
Studies of adaptation to chronic illness and the development of
self-care systems and group care systems.

Studies to facilitate the successful utilization of new

technological developments in patient care.

ANA supports the third focus of the bill, the creation of a stronger

Center for Health Statistics. We agree with the chairman that adequate

data is essential to plan and evaluate national programs. Morbidity and
mortality studies, for example, are essential and must be of the highest

caliber to guide policy.
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Short term political goals should not interfere with such data
development. We have concerns currently about the exclusion of certain
types of expertise from the health statistics expert committees. We
therefore urge the legislative requirement that the National Committee
on Health Statistics include persons specifically distinguished in the
fields of health manpower and health facilities statistics, The nursing
field, for one, has several such experts, and quality manpower studies
have been done on nursing needs and resources for many, many vears. To
exclude experts from these fields will continue to result in duplication
of studies, unnecessary errors in developing the studies' methodologies,

and extra cost to the taxpayer.

The fourth purpose of 5. 2466 is to create a more comprehensive
program for health services research to be named the Mational Institute
for Health Policy Research. The name can be misleading but our understanding
is that research demonstrations and evaluation of new or different
methods of delivering care will be its focus leading to policy development
through research. Hospice care, curreatly receiving public attention,
might be an example of one type of care to be so demonstrated in a
variety of situations and evaluated prior to implementation of a national

program.

We heartily agree that health services research needs to be a more
prominent and aggressive program. Long term support needs to be assured
8o that subsidized large scale (costly) demonstration studies can be

conducted on many issues.

Nursing has long sought demonstration funds to try new patterns of
delivering nursing care. Nursing research needs to be tested in controlled

settings. Then when proven effective, those findings must be more

quickly put into general nursing practice.

&




In 1968, the HEW Program Review Committee evaluating the effectiveness
of the 1964 Nurse Training Act recommended a stronger Federal focus for
nursing to tie research services and education together. It specifically
recomménded that federal funds be substantially increased for all
mechanisms of support to accelerate and advance:

e research into all aspects of nursing practice, the organization

and delivery of nursing services to the patient, nursing as
an occupation, and ways of communicating research findings;
e research training, as a necessary adjunct to prepare nurses to

do independent research, to collaborate in interdisciplinary

research, and to stimulate and guide research important to nursing.

Demonstration grants are still one of the missing links, In fact,
there has been real interest on the part of nurse researchers to have

an Institute of Nursing Research. However, administration support has

not been evident for such an Institute, Center or Bureau. It seems
extremely short sighted when the health care system employs close to

one million registered nurses, almost one half million licensed practical
nurses and many thousands of nursing assistants to have so little
attention paid to research that could significantly improve the utilization
of those groups, possibly saving millions of dollars in federally

funded health programs alone. Yet for fiscal year 1979 the administration
requested 0 funding for nursing research! We have had to work hard to

get research project funding up to $5 million for this year. Congressional
recognition of the potential impact of such research on the health

delivery system has saved that program repeatedly. Only one million
dollars a year is being spent to prepare nursing researchers. Again

a short sighted view it seems.




It now is timely to suggest the inclusion in S 2466 of a Center

for Nursing Research. This would not detract at all from the essential

participation of nurse researchers in the Institute's other interdisciplinary
health services research. In fact that element is essential. We do think

it is appropriate that, in addition, nursing research should have a

line item in the budget of such an institute and an administrative

structure allowing it to participate effectively in policy making.
Such a Center would assure that and would make it possible to do
demonstration studies and get significant results into practice settings

fairly quickly.

We urge your committee to add a specific amendment to § 2466 to
include a Center for Nursing Research within the proposed Institute
for Health Services Research. Coordinating linkages could be built in
to promote effective cooperative relationships with other units of
government which fund nursing education and/or pertinent studies of
importance to the delivery of nursing care, We suggest that the director

of the Center for Nursing Research be given that coordinating responsibility.

Finally we want to comment on the opposition of HEW to § 2466.
The reasons for opposing and the problems addressed by Dr. Richmond in
his testimony of February 7 are real. We know how hard it is for programs
to move ahead when too frequent restructuring and reorganization occur.
Staff energies are dissipated and pressures to produce needed administrative
documents distract from programs moving forward. A major change has
Just been implemented within HEW. We think the changes proposed in

§ 2466 are appropriate at this time. If however, you should decide

6




to delay action for two years as HEW requested we urge that you suggest
the department include nurse researchers in all of its deliberations

and its internal studies.

In closing, we do support the several thrusts of S 2466. Important
areas of health research essential te sound planning for the health

system of the future need more attention and more support and soon.

We want to work with the Congress and with the Administration as

the best methods of implementing such changes are worked out. We

think § 2466 offers a very good start for the necessary movement to

improve the existing programs.

We ask that this statement be made a part of the hearing record.
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AMERICAN NURSES’ ASSOCIATION

Preparation
of Nurses for
Participation
in Research

Commission on Nursing Research

In meeting ity obligation to the profession of nuring and 10
society, the Commision on Nurving Research of the American
Nurnser’ Association presents guidelines for the preparation of
nurses for g cipation in and utilization of research. These
guidelines are designed to establish the broad contest within
which nurses can learn ro ful research roles. They aho
provide membary of fines and the public with
information upon which 0 bawe ther espectations of the
nurse investigator, The guidelines are also an approach 1o
implementation of the resesarch npecn of the Standards for
Nursing Fdy

New knowledge con ng human health and respome 1o

nEss I8 ACCruing a1 an exponential rate. For nurting as for

her disciplines such tremendously rapid accretion of know-
ledge demands continued syitematic investigation of both
content and procews. Explicii emphasis on preparation for such
research hay become _.nﬁnr.p_...r_\- ancérn ol the prolession

The Commission on Nursing Researc’s of the American
Nurkes’ Association recognizes theessential nature of revearch
in the continuing effon 10 improve nurking practice, As re
poirted by the National Commission for the Study of Nuning
and Nursing Education,’ very little research hat been done on
the aciual effects ol nuring intervention and care. This points
to the need for greater emphasis on education lor research lor
the improvement of practice. If education for nursing research
1o be unelul and effective it should include b
opment and testing of theory and the applica _

An attitude of inguiry and an introduction 1o research
should be initiated in the early phaves of undergraduate
educition. A climate should be fostered in which 1he findings
ol research are sought and wtilized in the provision of patient
care. In addition 10 providing the nurie with & fund of uiable
»® ¢ knowledge. undergraduate education should in
clude both an introduction 10 and a4 beginning expetience in
the research process

On the undergraduate level, education for research should
prepare the nurse 1o read research critically and 1o determine
i3 walue 1o practice. It should aho provide an undentanding of
the rights and responubilities of participanty in research
well av of the righis of subjects

The preparation of nuise researchers involves super
activities in an investigative program including observation of
and p. ation in all phases of research, from the definition
ol a4 rewea ble problem o
zation of findings. This preparation must include participati
in theory building and conceptualization, acquisition of inves-
tigative skill, experience in data reduction and ar
tice in interpretation of results, competence in writing of
search findings, and comideration of all aspects of the research
experience

As more nurses are prepared lor participation in research
through undergraduate, graduate, and continuing education,
new knowledge resulting from research should increasingly
pertain 1o the elfects of nursing intervention and care, and an
obuerable act on praciice can be expecred

The following components are considered important exam-
ples of the elements esie: to the development ol sound
researchens and pra 3. Although these areas of
have been dhided dergraduste, graduate, and con
ing education ¥ , the & of ©
reseaich should be integrated thioughout the eduzation
process




PREPARATION FOR RESEARCH
WITHIN UNDERGRADUATE EDUCATION

The nature of inguiry

1. Logic and the reasoning process

2. Development of knowledge

1. Significance of the research guestion

4. Importance of theories in science

Introduction 1o research ethics
1. Ethical issues in research

2. Protection of human and animal subjects
3. Place of boards of review

4, Behaviors of researchen

ction to the research process
1. Establishment of the knowledge base

2. identification of scientific methodology

3. Identification and appropriate utilization of
related resources

4. Elements of crit

Introduction to research methodology

1. Evolving and/or formulating a conceptual
framework including statement of rationale

veloping a problem statement
3. Defining and operationalizing variables
Development of methods or tools

5. Development of a disciplined approach 1o data
collection and processing

6. Understanding of reliability and validity
7. Interpretation of lindings

8. Interrelationship of design, analysis, and inter-
pretation

mination of new knowledge

Utilization of research findings

. Necessary or sufficient conditions lor generali
ratwon

Recognition of other conditions where findings
are not applicable

Communication of results of utilization

PREPARATION FOR RESEARCH
WITHIN GRADUATE EDUCATION

Research education for the graduate student builds
upon a previously gained background of knowledge
assumes development of an advanced knowledge base,
and includes advanced study of methods in research
L;r.nhun: education emphasizes experience in the son-

t of research under direction of an experienced
preceg It promotes an acceptance of the obligation
to conduct, disseminate and apply research

Philosophy of research
1. Philosophy of science

2 Unilization of inductive and deductive logic
3, Human rights and ethics

4. Ethics of collaboration

5. Theory development and relation to research

Conduct of rewearch

1. Development of an advanced knolwedge base
and use information retrieval systems

2. Design and implementation of research

). Importance of replication

4. Entre into research settings

5. Development of methods or tools

6. Reduction, analysis, and presentation of data

Intrepretation and significance of findings

Advanced research methodology
1. Development and critique of design models
appropriate to the question

2. Sampling techniques

3. Meassurement and advanced statistics

4. Use of the computer in an.

5. Depth in the art of critique

Dissemination of findings
1. Professional writing/speaking

2. Application of findings




PREPARATION FOR RESEARCH
WITHIN CONTINUING EDUCATION

Continuing education toward the advancement of re-
search in nursing is important in view of the rapidly
changing knowledge base and the continued develop-
ment of new methodology. Continuing education rele-
vant to research must take several forms. Offerings of
subject matter analogous to those listed above for
undergraduate and graduate education should provide
the opportunity for nurses to update their skills in re-
search and to be introduced to the research process.
Programs should be developed for nurse educators,
nursing service administrators, and nurse practitioners,
which will encourage improved climates supportive of
open inquiry by nurse researchers and the furtherance
of research in patient care.

Through sound programs of continuing education—
including symposia, colloquia, and seminars as well as
formal education—active nurse researchers will be able
to extend their knowlege, improve their understanding
of the substantive base of research, and incorporate
new concepts and methods in research. The practi-
tioner will be better prepared to function as a partici-
pant in and implementor of nursing research and its
findings and to assess nursing interventions and patient
outcomes within a research framework. The adminis-
trator will have an expanded information base for deci-
sion making related to the support and implementation
of research studies and findings.

REFERENCES

1. American Nurses’ Association Commission on Nurs-
ing Education. Standards for Nursing Education.
Kansas City, Missouri: American Nurses’ A Associa-
tion, 1975.

. National Commission for the Study of Nursing and
Nursing Education. An Abstract for Action. New
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AMERICAN HOSPITAL ASSOCIATION
444 NORTH CAPITOL STREET N W_ SUITE 500, WASHINGTON, D.C. 20001 TELEPHONE 202-638-1100
WASHINGTON OFFICE
STATEMENT OF THE AMERICAN HOSPITAL ASSOCIATION
TO THE SUBCOMMITTEE ON HEALTH AND SCIENTIFIC RESEARCH
OF THE SENATE COMMITTEE ON HUMAN RESOURCES
ON §.2466
THE NATIONAL INSTITUTES OF HEALTH CARE RESEARCH ACT OF 1978

March 3, 1978

The American Hospital Association, which represents some 6,400 member hospitals
and other health care institutions across the country, as well as more than
27,000 personal members, appreciates this opportumity to present its views on

5,2466, the NMational Institutes of Health Care Research Act of 1978.

5.2466 would create a National Institutes of Health Care Research (NIHCR), which

would be composed of three agencies. Two of these agencies currently exist and

one would be established under this legislation: the National Institute for Health
Policy Research (NIHPR), to be principally patterned on the former National

Center for Health Services Research: the National Institute for Health Scatistics
and Epidemiology (NIHSE), based on the former National Center for Health Stacistics
including some of the epidemiological activities carried out within certain Public
Health Service programs; and finally the Nacional Center for the Evaluation of

Medical Technology (NCEMT), an essentially new activity.

The AHA supports the overall goals of this legislation, which are to bring

together organizationally some of the existing elements of health services research,
health statistics and epldemiology, and to develop a greater capability for the
evaluation of medical technology, for the purposes of improving both the delivery

of health care and the systems through which such care is provided. In the past,
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we have given stromg support and cooperation to the activities that have been
conducted in these areas, particularly those of the National Center for Health
Services Research and the National Center for Health Statistics. Further, we
have clearly recognized the need for improved methods in the evaluation of
advances in medical technology. Wonetheless, while these goals are commendable,
we further recognize that there i{s no existing, specific model for the development

of an NIHCR. The lack of such a model necessitates careful study and evaluation,

and subsequent phasing and testing, of a variety of approaches in the development

and implementation of such an endeavor,

In many of its aspects, $5.2466's development of research approaches and methodologies
for the health care service area can take into consideration the pattern utilized

in biomedical research under the National Institutes of Health. These national
approaches recognize an important role of the federal government, as well as
nonfederal activities, in health care research. It is our belief that, in
exercising its role, the federal government must develop a coordinating and a
supporting mechanism for carrying out this vast task through extramural, as well

as intramural, activities.

We therefore recognize the basic need for a federal organizational structure—-

a focus—which brings together under its direction many of the governmental con-
tributors to such efforts and, where such direction is inappropriate, coordinates
the activities carried out beyond its direct administrative purview. Such a
federal structure also requires the development of an effective, broad-scale
extramural program to encourage and assist existing, and develop additionmal,
nonfederal resources--resources which are essential to the achievement of the

legislation's goals.
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National Institute for Health Policy and Research

Section 102 of $.2466 would amend Section 305 of the Public Health Service Act
by establishing within the NIHCR a National Institute for Health Policy Research.
In our review of the amendments proposed to Section 305 of the Act, we have
identified limited changes in the basic authority of the existing National

Center for Health Services Research.

One change, that of undertaking and supporting research evaluation and demonstra-
tion projects in "the uses of computer science in health services delivery

and medical information systems," appears to be substantial. In this comnection,
we certainly support the development of computer science for health services
delivery and medical information systems, and the identification of this area

as a responsibilicy of the NIHPR. However, we believe that, in the categorization
of responsibiliries, it will be necessary to make a distinction between those

that are appropriately a function of NIHPR, and the application and evaluation

of computer science, as utilized in computer-assisted technologies, such as

CT Scanners, cardiac catheterization systems, and microcomputer and microprocessor
controls. These latter applications and evaluations in the clinical setting

would probably be more appropriately a function of the National Center for the

Evaluation of Medical Technology.

Our review also indicates that the legislation proposes no advisory council

or committee for the NIHPR. Because the present and future activities of the
NIHPR, as well as such activities of the NIHSE and the NCEMI, will involve a
close, cooperative effort between federal and nonfederal activities, we believe

that an advisory council or committee should be established. We further recommend

that such a council or committee be composed of individuals from both the private

and public sectors, who would bring competence to this body from the fields of

3




law, economics, science in its broadest definition, physicians, hospital

administrators, health insurers, and consumers., We think that such a council

is essential to provide advice and expertise in the entire area of policy

setting and program development.

Hational Institute for Healch Statistics and Epidemiology

Section 103 of 5.2466 would amend Section 306 of the Public Health Service Act

to rename the National Center for Health Statistics, the MNational Institute for
Health Statistics and Epidemiology, and incorporate it under the NIHCR. The
NIHSE would be expanded not only to conduct health surveys, but also to coordi-
nate health data collection in the Department of HEW and to undertake an

expanded program of epidemiology and data analysis. The AHA supports the
expansion of the existing health survey function as outlined above and recognizes
the importance of coordinating and supporting not only the health data collection
efforts within the Department but also data collection and analysis activities

which are carried out in many nonfederal areas.

With regard to the National Committee on Vital and Health Statistics, we recommend
that it include appropriate representation from the hospital industry, third-

party payers, and parties concerned with issues of confidentiality of data.

National Center for the Evaluation of Medical Technology

Section 104 of 5.2466 would amend Section 306 of the Public Health Service Act
by establishing a new unit, the National Center for the Evaluation of Medical
Technology. The AHA commends the authors of this bill for their efforts in

addressing this important area. We clearly recognize not only the importance

but also the complexity of medical technology evaluation.
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In our review of the responsibilities that are assigned to this center, we note
that they range from those which consider the safery, efficacy, effectivenesa, cost
effectivenass, and social, ethical, and economic impact of particular

technologles, to those which involve the evaluation of methods for measuring

the quality of health services and the effectiveness of administration and
enforcement of quality assurance programs. These latter responsibilities in

many ways include subject matters that might well be assigned to the NIHPR. Such
categorization difficulcies highlight the fact that no pattern has been established
for such efforts, and that considerable study of the appropriate structure for

managing this task is needed before any rigid boundaries are established.

In the activities of this center, as in those of the other institutes

included in the NIHCR, we believe that it is important

there be recognition of a very significant responsibilicy which will have to
be carried out in the nonfederal sector. While supporting the legislation's
provision for establishment of an advisory council for the NCEMI, we suggest
that, because of the overlap of activities among the NIHPR, NIHSE, and NCEMT-—-
all of which will have impact on evaluations of medical technmology that will be
conducted, as well as, "to the extent practicable, the development of exemplary
standards, norms, and criteria concerning the utilization of particular technologies"—
consideration be given to the development of an overall council. The overall
council's responsibilities would encompass those of the NIHCR, with other
advisory committees or councils responsible for the specific activities,

respectively, of the NIHPR, NIHSE, and NCEMT.

With particular reference to the proposed Council for the Evaluation of Medical
Technology, and in recognition of the far-reaching effects of the recommendations

which the council will provide, we believe that it should include specific

-
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representation from major health care constituencies. These constituencies will
be affected by the recommended codes, criteria, and standards and therefore
should have the opportunity for inmput. The bill provides that the council
membership include 16 persons (seven from the fields of medicine or science,

two from economics, and two from law, as well as five whose areas of expertise
are not delineated), and certain specified ex officio members from departments
of the federal government. We urge that there be a definition of members from
medicine, as well as from the broader area of sclence, and that there be

representation from hospital administration.

We are concerned about the application of recommendations that result from the
evaluation of medical technology. The drafters of 5.2466 seem to recognize this
problem. The bill states that "after consultation with appropriate public and

private entities,” the council should "develop, when appropriate and to the

extent practicable [emphasis added], exemplary standards, norms, and criteria
concerning the utilization of particular medical technologies." It is important
to recognize that there are many examples in medicine, and in other areas, of

early development of technologles which, on first review, appeared to provide

lictle clinical promise, and from a cost benefit aspect seemed inefficient, However,

after further development, they became both promising and cost effective,
resulting in technologles of benefit both for clinical and/or administrative
purposes. It is therefore exceedingly i{mportant that, in the development and
implementation of this legislation, those exemplary standards, norms, and criteria
which are developed encourage, rather than stifle, initiative, creativity,

experimentation, and flexibilicy.




Authorizations

The AHA believes that the authorizations as identified for each of the activicies
within the NIHCR reflect the important element that such funding will play in

the assistance and development of nonfederal acrivity. We believe, as we have
indicated before, that there is need for federal intramural activity in this
area. We are strongly convinced, on the other hand, that the vast majority

of this activicty will have to be conducted in the nonfederal arena, as is done

in the National Institutes of Health. It is our understanding that approximately
83 percent of National Institutes of Health expenditures are in the nonfederal
setting, and we would recommend that authorizations for funding the NIHCR

recognize this long-established research pattern.

Conclusion

We wish to express the Association's appreciation for this opportunity to
present our comments and recommendations on 5.2466 and to offer our assistance

and technical support in the strengthening of this legislation.
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Senator Kex~Nepy. The subcommittee stands in recess.
[ Whereupon, at 3:23 p.m., the subcommittee was adjourned.]
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