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HEALTH CARE TECHNOLOGY ASSESSMENT

\ _ *
| THURSDAY, JUNE 7, 1984

- U.S. SENATE,
0 Commrrrm'-: ON LABOR AND HUMAN RESOURCES,
' " Washington; DC.
. The committee met, ursuant to notice, at 9:45 a.m., in room 562,
Dirksen Senate Qffice Building, Senator Dan Quayle (actmg chalr-
man of the committee) presiding.
Present: 8énator Quayle. .

()PEETNG STATEMENT OF SENATOR QUAYLE

Senator QUAYLE. The comnjittee will come to order.

Taday on behalf of Chajrman Hatch 1 have the opportunity to
hold hearings on health technology assessment. This will be the
first in aseries of ‘three hearings that I have the opportunity to
chair to examine the health care cost contginment issue. The first

. will be today on health technology assessment. The second hearing
will be on June 21. That will focus on general cost containment
‘strategies—in other words, whether we should take a very compre-
hensive approach or should we have a more incremental approach.
The hearing will basx lly be a dialog and the discussion that da 1y
and will determine how we will go forward. The third hearing will
be Held on July 10, and we will explore the cost implications of de*
fensive medicine and medical malpractice. -~

After these hearings, obviously we will be in a better position to
make a determination on where we are going to go in the whole
health care area. In general, 1 have always been very up front in
trying to approach this issue, as I do other issues, in a market-ori-
ented fashion. I believe this approach is the best means to assure
the desired ends of an efficient ‘allocation and utlhzatmn of our
health care resources.

1 | am concerned, however, that w1th respect to the apphcatxon of
- new and -existing 'health care logy, that perhaps the market
alone may not provide %ufﬁuewrmatmn upon which to deter-
mine the best use of health car®¥es
ingly clear in recent years that there may also be ipsufficient in-
centives to promote the most cost effectwe use of new medical tech-
nologies.”

By saying that, I dont mean that technology by itself is bad, be-
cause technology in and of itself is generally good. Technology by
itself does not necessarily increase cost, but sometimes the utiliza-
tion of technology is the issue on cost. I do believe that, as we are
Jooking at and groping with technology—and I have always been
one that has advocated entrepreneurship, incentives, and trying to

th

.

ources. It has become mcreas.‘
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. go as far and as fast and as quickly as posstble—~we need to realize
that cost is going to be a fgctor and that the cost factor in technolo-
gy is here to stay. ' '

I think what we are trying to examifie today—and our leadoff

~witness can certainly give us some insight—is legislation that I

. have introduced and legislation that has beer introduced-in the
" House concerning how we can get knowledge about technology. as-

sessment and how we can disseminate that knowledge. '

Furthermore, I think that the most important thing—and I hope
all of our witnesses will- direct themselw§ to it—is that we have
talked a lot about public/private participapn. How are -we going
to get the credibility that is necessary, so onM a determination on
technology assessment is reached, that it is going to be accepted,
that it is going to be utilized, and how can we do this in the most -
efficient manner? .

We have explored.this in the past. We have done technology as-
sessment and there are a lot of entities that do it but it has been
pretty much a Government function. For political reasons the legis-
lation providing for the Government function was phased out. Now
there is talk about phasing it back in but with a different face, and
I think it is important that we examlne how best we can support
an entity to deal with technological assessment and to do it in a

- way that is-going to be accepted and gne that we can promote the
issue of the’quality of ‘medical care. We also want to maintain
access and we also want to be very sensitive to the costs, not only
from the Federal budget standpoint but also theé impact to busi-
n , insurance premiums, and also the individual.

!?Kfs‘ this point in the record I shall insert a statement of the chair-"
‘man, Senator Hatch. Senator Thurniond and Senator Kennedy will
also supply statements for ihsertion.

[Statements of Senators Hatch, Thurmond, and Kennedy follow:]

STATEMENT OF SENATOR ORRIN 'HATCH, Uran

Today we are holding full Labor and Human Resources Committee hearings to
“consider one of the important factors in the high cost of health care—that is, how
© we can better determine what kinds of medical services should be paid for by the

Medicare and Medicaid programs. The process of considering what health services,
diagnostic tests and therapeutic procedures are cost-effective and beneficial, is
known as "technology assessment,” and is currently conducted in the National
Center for Health Services Research and the Health Care Financing Administra-
tion. However, there are many who feel that insufficient attention has been paid to
evaluating just what we actually pay for in theé name of health care services.

» These hearings will give us an opportunity to learn sore about what has been
done and what we are now doing, and to consider proposals to improve our ability to
direct public funds to purchase effective and edonomic health care services. I believe
this is a critical issue duringthis time when health cost increases threaten the via-
bility of the Medicare Trym fund. I look forward to the testimony of our expert wit-
SNes. ’
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o ¢ MR, CHAIRMAN: _ "y
IT 1S A PLEASURE TO Bﬁ HERE’ TODAY T0 RECEXVE [”0“% ON

HEALTH CARE TECHNOLOGY ASSESSMENT.

] WANT .TO COMMEND YOU, -MR, CHA]RRXN, FOR . TNE /EXCELLENT JOB

- .. THAT YOU DO IN FOCUSING THE ATTENTION OF THIS COMATTTER ON THE
NAT1ON’S HOST IMPORTANT HEALTH CARE ISSUES. B '
THE PROPER ASSESSMENT OF HEALTH CARE TECHNOLOEIES, I BELIEVE,
. 1SMESSENTIAL IF WE ARE TO ACHIEVE THE MOST EFFECTIVE OPERATION A

Sk OUR HEALTH CARE SYSTEM. THESE TECHNOLOGIES ;:,SHICH HAVE BEEN
* BROADLY DEFINED TO INCLUDE DRUGS, DEVICES, MEDICAL OR SURGICAL

PROCEDURES, AND THE KNOWLEDGE NECESSARY FOR THEIR APPLICATION --

ARE CRITICAL TO YIRTUALLY ALL SEGMENTS OF THE ﬁE‘LTH)éARE INDUSTRY.

HOWEVER, THERE APPEARS TO BE SOME QUESTION'AS TO THE §FFECTIVE-
- NESS OF HEALTH CARE ASSESSMENT TODAY AND IN THE PAST,
MR, CHAIRMAN,- | AM HOPEFUL.THAT THROUGH THIS HEARING WE wifl,

LEARN MORE ABOUT HOW THE ASSESSMENT OF HEALTH CARE TECKNOLOGY
MIGHT BE IMPROVED IN OUR COUNTRY. WE NAVE A DISTINGUISHED GROUP
OF WITNESSES WITH US AND | LDOK FORWARD TO THELR TESTIMONY.
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"and tregtment of disease . . . are not worth the money we spend

STATBMENT OF SENATOR EDWARD M. KENNEDY ON ’
. HEALTH CARE TECHNOLOGY ASSESSMENT

By
.

. - . ~ .
1 am pleased that the Congress is re-examining the issuq of

health care technolbgy assessmenti-'ln 1978, when I chaired the 4
Health Subcommittee of,this_cbﬁmittee, we conducted hearings- oo
that led to the passage of legiélatian establishing® the National
Center for Health Care Technology.‘ Those hearings doménstrat&d

Y

concldusively ¢the national need for a comprehensxve, expande
*

national technology assossment effort. Hearings cenduycted o§ the

House side .reached a sifilar conclusion. As thé Hlouse report

. + ,'
stated, "There’ is an emenging consensus - . . that many technologles

havo ‘been widely adopted into medxcal practice in the face of
~ 3
disturbingly scanty information about their heal!h benefits,

clinical rxsks. cost effectiveness, and side effects. ) C :
]

In addition, the useg of some bechnologxes persists long afLor

it becomes evident thst these technologies arb of marginal
‘ a
utility, outmoded, and evén harmful.” -

Although the current Administration forced the termination

[N L
of the National Center in 1981, those fisainqs are as true today

as when the National Center was established. Dr. érnold Relman,

the distinguished editor df the New England Journqi of Medicime,

/
recently testified that "fifteen tO twenty percent of all the
- . . ..
tests, procegures, drugs and devices employed in the diagnosxs ‘y

[}

. . . t
on"them. They are either of na‘value, they are redundant and ' .

add 'little ar nothing to'less.expensive,technoloqdes already in .

B \
use or, in a few cases, may actually be harmful."

.

r
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Dr. John Wennberg of Dartmouth has dtudied elective lurgery

on the elderly and found that; based solely on where patients
»” . o

live, they may be three or four times mQxe likely to underqgo

prostatectomy for benign prostatic hypertrophy, or lens

extrattxon for cateract. As Dr. JoHn Bunkex oL $tanford xucently-.

-

N
testified, “The symptoms of a small or Egghrately enlarged

-

- . . -
prostate are widespread in men over the age of 65. The' risks
. ' : ¢

. - -

of surgery is a matter over which.urolegic surgeons differ

widely. Much the same scenario can be painted for cataracts and

‘their surgical cofrection, and for a host of other condictions

.

and therapies.*” . o .. - %
. ‘ ‘ N -
Clearly, using the prostate surgery cxample, cilhor some

surgeons aze performing far too many unnecessary and dandurous ‘v
. £
*

operations or othj;/ﬁyrgeons are failing to recommend surgery

when it is necessafy and desirable. A T .

Clinicians want to provide theit gatients with the best

.medical treatment gvailable. But in the absence of controlled

»

scientific assegsmént of safety and efficacy, much of medical
practice must'xemain based on custsm and intuition. .

As. Dr. Seymour Perry of the deorqetnwn University Medical
Center recently»géated, " the majoriéy of dlaqnostir_devices and
therapeutic procedures currently used in the pract!ce of‘ﬁedicine
have never been subjéhted to égre?ul evaluation.® A 1978 re%ort
of the Office of Technology Assessment estimated\that only 10
to 20 percent‘of all procedures in medical practice had been
subjected to gontxollvd.evaluatiqp,

* This situatibn’sgrves.neither the,patientsf the physicians,
nor.;ur s?nipry woll. It results in needless risk, illness, aﬁd

suffgrfnq and further inflates our Nation's already swollen
’ . : *

© - BEST COPY AVAILABLE
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Durlng its brief 1143, the Natibnal Center‘gemonstrated.the'
‘ utility of systematic technology assessment. The Center studicd e
seventy-five technologies for the purposes of Meditdre reimburs L]

ment and found that 40% were ineffective or without evidence o

~ benefit., Evaluations by Harvard and UCLA Sthools of Vublic Health .

..’

showed that the Center’s recommendations concerning.only 8ix
technologies s&ved*ﬁeﬁicare $100 to §200 gii@ion a year. ¢
¥ . Even with'the'demise of the National Cenéer, activity in .
the technology assésannt area cohtinuea According to .

. r\D' Perry, there are at*least 45 organizations:involved .in - ’

.

technology assessment. But the am0unt‘qf resources devoted:' to
that endeavor‘ére tiny conside;inq the.need and po:;nbial
benefits. 'The 1lgrgest Single investment in medical technology
agsessment is ‘the National Institute of Health's clinical
trials program, but this program accounts for less\ghan 4% of
the NIH budget, about $150 millieon a ye&r, and NIH expenditures
for clinical trials jare aotually at a loﬁgr level than they were
in 1980. This expenditure of $150 million for systematic
clinical assessmenﬁ.can be cont;asted to the more than $9 billion_
: @ year the Nation spends on health research and development.
& Rarlier this yeér, 1 introduced an Emnibus flealth
* Reauthorization bill, 5. 2452, which was co-sponsored by all the
other -Democratic members of this Committee. S. 2452 included a
provision which would hawe re~eltab1;8hed the National Center of e
Health Care Tébhnoloéy Assessment. I am not wedded to that .
- organizational form, apd I hope that based on these hearings, - .

-

&%
Sepator Quayle and I and other. interested members of this

-~

o | FIRAAVA YS0U 1238
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Committee will be able to work oWt a legislative proposal that
- will meet the pational need for health techmology assessment.

In my'view, whatever o:génizational form is' devised must

meet the following criteria: :

== It must promote interchange and coordination among the

organizations engaged in technology assessment to avoid needlegs

. dupliéation; .o

. ¢ -- It must provide a mechanism for setting_technology

assessment prioritieé, so that limited assessment resources can'
* . a

-

be used npost effectively; -

-- ' It must encourage dissemination of the results of

technology assessment so that practitioners and patients can

- . - - . . .

benefit from the most current resgarch.

.
.
-

. . 7
‘ ) . ~= It must provide authoritative guidance for public and

Al -

private insurers needing to make decisions on ‘insurance covefage;

. -~ It must be responsive to the needs of both the public

and private sector; and A

-- It must be prévided adequate resources to meet our

national need for tgchnology assessment. In my judgement this

‘last criteria means thgf there must be a substantially

+ increased commitment of Federal resources to this activity,

although the Federal government shquld not be the exclusxve

source af fundxng. e N

I look forward to the guida&qsvof our expert witnesses on

this.important topic. .

. BESTCOPY AVAILABLE -
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Senator -Quavrk. Qur first witness today 'is Dr. Brandt, who is
Assistant Secretary for Health and Human Services. He is accom-
panied, I believe, by Dr. John Marshall, the Director of the Nation-
al Center for Health Services Research. Dr. Brandt is well known
to all of us, has been before this committee numerous times. He
- needs nao introduction so, Dr. Brandt, welcome back and proceed at

. your will. '

STATEMENT OF :EDWARD N, BRANDT, MD., ASSISTANT SECRE-
TARY OF HEALTH, U.S. DEPARTMENT OF HEALTH AND HUMAN
SERVICES, ACCOMPANIED BY JOHN MARSHALL. DIRECTOR,
NATIONAL CENTER FOR HEALTH SERVICES RESEARCH |,

Dr. BRaNDT. Thank you very much, Mr. Chairman. It is a' pleas-
ure to appear before you today to discuss Public Health Service'ac-
tivities in medical technology assessment. . ‘ S

Let me preface my remarks this morning with a bridgsummary

of the primary responsibilities of the National Center for Health

Services Research. It is important to establish that there must bea

link between medical technology assessment and healgh care deliv-

ery research. Medical technologies cannot be evaluated effectively |

apless they are examined within the’ efivironment in which they
are used. '

"It is also important early on to recognize that there ‘are a
number of different definitions of technology. In my own mind the
%n “technology” includes not only the drug, device, or medical
p

Ypeedure under consideration, but also the knowledge and profes- -
sional competence needed to applg that drug/ device, or procedure

safely and effectively on behalf of patient care. The facilities, per-
sonnel, and health delivery systems needed to deploy complex med-
ical procedures have too,often eschped consideration in the assess-
ment process. o o

It is the study of these systems that health services reserch is
all about. The NCHSR is the focal point within the Federal Gov-
ernment for research on the health care delivery system. It sup-

- ports both an e€xtramural research grant program and an intramu-
ral research program. One of its more popular and better known
activities is the User Liaison Program, through which the NCHSR
provides timely research results, written to meet the real time
problem-solving requirements of both State and 1dcal officials.

Within the National Center, the Office of Health Technology As-
sesstent is responsible for providing.Public Health Servife advice
to the Health Care Financing Administration with respect to medi-
care coverage of medical technologies that are either not presently
covered or that may no longer be considered appropriate. In my
full statement, Mr. Chairman, 1 have outlined the process that we
follow in accomplishing that advice to HCFA. .

Technqlogy assessment within the Public Health Service, howev-
er, includes much more than providing advice to HCFA on medi-
care coverage issues. Activities. include primary data collection, sec-
®ndary data analysis and synthesis, the dévelopment and continued

evaluation mmw:%)mdfeﬂﬁmtion dissemination. I have
given a'sup 3 bAEAdh se' M The complete statement.
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i believe the ,Pﬁbl% ‘}'Iealth' Service provid{ejvaluéble services'in - .

y . L .‘. - [

three are¢as: first, In primary‘data collection {gr use by others doing
technology asséssment; second, in the development, validation, and
continued evaluation of methods for assessing jtechnology; and,
three.,in continuing to provide CFA ‘with assessments of health

care technology. Thesé assessment activities, however, are circum-

~ scribed and should be supplemented—wtdeed, .must be’ supplement-

- vide the best clinical and scientific information about new medical S .

-

aed--by professional associations and others. _

Over the past’ yedr we have been reevajuating the rofe of the”
Public Health Service in'technology assessment” Quegttons we have
asked are, one, should w# assume {ill responsibility for technology
assessmept in this country? We have.rejected that responsibility.

Should we agsume greater regulatory authorfty over.the use of new.

M.

téchnologies? Again, ‘we think ﬁ
In answer to that second qu

that technology ‘should be provided. It is our responsibility to pro-

technologies to HCFA and to the public. We have that responsibil-
ity because of the need for the Federal:Governthent to maintain re-
sponsible stewardship’over the medicare trust fun

We also have a.responsibility to administer faithf¥#lly the regula-
tory laws qver drugs and devices but, beyond that, 1 believe that it

. is the responsibility of the private sector to make its own decisions

about.the purchase and use of new technology. In my judgment,
technology assessment would be best served by some private/public

. partnership.

- We have been working with the Institute of Medicine with re«
spect to a plan for a consortium within the private sector to accom-
plish this assessmgnt. Such a partrership would take advahtage of
important work already being done by such groups as the Ameri-
can College of Physicians, the AMA, the American College of Car-
diology—all of whom you will hear from later today. The continueq
participation of these organizations in technology assessment. is
critical. We, the Public Health Service, cannot and should not du-
plicate the valuable and important role that these groups play: A

heavy handed Federal role, whether percdivedgor real, has not'.-

worked in the past and would not be dccepted in the future.

~ We have also reviewed your bill, Senator Quayle, S. 2504, and we
have pointed out some of our concerns about that bill in our testi-
mony. In ‘particular, we would pqint out to you that although the

* bill was very specific in some instances, it does not pro ade- .

quate guidance in others. For example, there is no mentfon of who .

would be empowered to direct the Institute to examine a particular
technology. ' . ‘

On the basis of the reasons outlined in the testimony, thy admin-
istration does not support the-approach offered by S. 25043 it is
determined that legislation for technology assessment is to be pur-

sued, we would prefer the general approach contained in H.R..5496,

which emphasizes more strongly the rdle of the NCHSR.
‘hat concludes my Statement, Mr. Chairman. We will be happy

g
o APA quesdians,. fhat you may have,
[T ux";%ﬁ'ﬁ»m\e@ Dr. Brandt follows:]
4 . i '
_ )
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ich, the Public Health Service is% .
‘not in a position to make decisions a who should receive a par-
-ticular technology,. who should provide that technalogy or where
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' EDWARD N. BRANDT, JR., M.D.

ASSISTANT SECRETARY POR REALTH
" DEPARTMENT OF HEALTH AND; HUMAN ssavxcas

e
M{.”Chairman and Members of the Committee
- A i ’ [N

. & "

It is & pleasurpg to appé&r before you today to discuss the

Public Beal%h Se:vice (PES) activities in medic&l technology

-

_assessment. I am accgnpanied by the Director of the National

Center for Health Services Research (NCHSR), Dr. John mr'all.
) . . .

’

1 would’like to preface my temarks this morning with a

pbrief. summary of the primary responsibilities of NCHSR. Such a

symmary is important because Of the link that must exist
between'me&‘cal technology assessment and health ca;é delivéiy
:egeatch. Medical technologies cannoﬁ‘be;evalua;ed effoctively
unl;ss they at; examiked within the environment in wpich they'
are used., I should 5ution, however, that any description'of

an ggenc§'s role in/techndlogy assessment is complicated by the

-

'many different d init%ons of 'technolcgy.: In my.own mind, o

the term 'techyoloéy' includes not only the drug, device, or

‘med{cal procedure unde; consideration, but also the knowledge

’

and professional. competence neede& éo apply :hat‘d:ug, device

or ptocedure’safely and‘effectively on behalf of patient care.

" The facilities, persohnel and health delivery systems needed to

deploy complex medical .procedures have too often escaped
consideration in the assessment. The study of these systems is
. i . ]

exactly what health services research is all about.

<

-

=
%
=
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=
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o
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NCHSR is the focal point within the ‘Fede:aliéovunment tor
researc on the health care delivery s&stem. It provides
information that is used ko'lmprovt the affectiveness,

' o . '
efficiency and distribution of health care services in this

w» country. The Cénge: supports an extramugal reséarch ggant

pzoS:am based on peﬁs/;evieu of invescightor-initiaced
research. It seeks to develop the knowledge base for future

policies, as it did for example in the developmental work on

' ~many key features'of our modern heﬁlch care delivery system.

4
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NCHSR also conducts an intramural research program thaé
provides the basis fo& estimating the’ cdst of medical ca:é, the
extent of insurance coyerage, and the effects of'creaéfng

employer p;ovidéd health coverage as a non-taxed benefit.

NCHSR has also developed methods for predicting the need €or

long-term care. The‘Hospital Cost Utilization Project data

base will prove useful in the Department's evaluation of
v

. Y
implementation of prospective payment and its effects over the

N .

1

next five years.

v
L]

Through its User Liaison Program, NCHSR provides timely
research results written to meet the real-time problem s&lving

requirements of State and lecal officials.
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. ezgerts from PHS agencies, review the available scientific
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Within NCHSR} the Cffige of Health Tecﬁnology hss¢ssmenc

(OHTA) ls responsible for [providing PHS advice co.SCRA’with
- . : A -« ¥ .

L4
respect to Mecdicare coverpge of medical technologies thqt are
[ - - .

>

% p .
etther nok presently frovg¢red or that may na Jonger E:e
‘ £ .

L]

consiqérgd_apptcptiate. Briefl tated, the process works as‘. .
- » o
fédllows: When ipquiries reqarding the coverage of medical
£ . .

technplogies cannot be resolved py Medicare contracters and 4re

+ 1

-

forwarded to HCFA, a physicians' panel, established by H

reviews the issue. This ﬁanel includes a representd
OHTA. ?he panel may;ﬂ;ke a determination regarding tée
cogerage of theespecific medical-cechnology,.or if the panel
d term{nes that a formal assaggQent of the sffecy and efficacy
) L
of that.technoloqy is required, it may refer the ghest%on?to
-—T:SSR..,OHTA staff consult with apé:og:iace scientists and
. . It *
literature, solicit views from :elevaq&)medical speciality and
sub-specialty 3roups, and provide an orportumity for tﬂé : .
develépers\of the technolody to supply additional,information <,
they wish to n?ve considefed. A preliminarcy assessmen}
‘document is prepared angd sent to PHS aqencies.EOt comment. The
final assessment is then forwardea to HCFA which is responsiﬁle ',
for the decision as to coverage. '
dnce the actual coverage decision is made, HCFA notifies’
its contractors and fiscal intermediaries of its decision: by
xnstrue“ons tn manuals. Std«e Medicaid agencies also refer ,to
) . -

~ !

¢

3I8AIIAVA Y900 T23g

L4

16 - BEST COPY AVAILABLE

..‘



;}, . . 3 : . ' B ~
the’HCFA manuals because some agencies base their determination

. < : ,
uiﬁfc’f coverage on HCFA's position. In addition, NCHSR

disseminates its assessment' to insurance companies and other

Hinteieéted groups. ‘OB‘X‘{\ assesaments are also reported in the .

[ ] -
: . b 'Annu'al Techmology Guide.published by the Me:ican.aospitaf .
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S .Technol'o‘gy assessment within the PHS includes much more

them providing advicde to HCFA on Medicare coverage issués. .

Acti,vxties xnclude prxmﬂ:y data’ coll‘bction, secondary data

t 4

anuysxs and synthesis, aevelopmnt and continued evaluation of

methodologies. ,and Anfomation dissepination. These activities

are supmmarized below: e, o . .
\ .

-
- . 1

¢‘ o Primary Data COllQCtiOn' ,’Iz:’)se activitiés are

donducced ‘and suppo:ced przgmnl.y th;ough :esea:ch .
activities of- NIH and ADAMHA, 'in particular through the
support of clini;:a.l trials. NCHSR does- not support

. clinical tgials but d'oes ’suppo:t technology assessment
research anludin.g the assess‘ment of séecific

technologies.

BEST COPY AVAILABLE
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o Secondary pata Analysis and séntheslsz- These

activities are éonducted primarily by the NCHSR in ifs
support of health services research and in the

‘development of guidance or ‘recommendations zegafdlng

Mcdlca:é’goverago issues, by thb,NIS in its conseﬂsus

. . 1
development conferences, and by FDA in the tegqulation

+ of 4pugs and devices. : . —t

- . .
»

Py

o Development and Continued Evaluation of Methodoloqies:

" NCHSR has primary responsibility to conduct research

into refining the methods of assessing technologies.

. : . ¢

o Info:natlon Disseminatlon: All PHS agencies-engi/p in '

lnformatlon dissemination, tho'largest single ¢ ;

institution with this fusction being the National

Library of Medicine. _ﬁ?‘ : . ‘

4 » . ..

» . *

1 believe that the PHS provides valuable services in three

areas; (1) ln'primary data collection for use gy others doing

" technology assessment; (2) in the development, validation

andcontinued evaluation of methods for assesoing technologies;
and (3) in continuing to provide HCFA with assesspents ot
health cars technologies. The technology assessment activities
that .1 just described are rather cirCumscribed, however, andﬁ’
should be supplemented by, professional associations and others.

¢ . ’ {
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Over the last year we have been reevaluating what the role

of the PHS should be in technology assessment. Questions we

~

have agked are:s Should we assume full ;elponslblll:y fot

technology assessm Xn this ;? ntry? 1 thlpk not. should we
assume greate: tequlaﬁory Autho:lty-ovcr the use of new, )

technologies? Agsin, I think npt. : - s
* \e ’ - -

- .
. .

In response to the first qu?ftion, new inforhatlon is

being developed at too greaC a g&:& and over too wide a
’
spectrum of clinical sedlolpe to leave the assessment process

solely to the Pederal Gove:nment. I also believe that the

medical protesnion. manufacture:s and thltd-party private

payets also need to’ participate.
- - . : ‘

f% answer to the second quegtion, the PHS is not lg a

N

position ¥o make decisions about who should receive a
pa:tlcula: technology, or who should provide that tochnology.
or whets‘che technology should be pzovided. It ‘is our
responsibility to provide the best clinical and scientific
isformstio; ab?ut new medical technologies to HCFA and to the
public. We have that tesponslbillty because of the need for
the Federal Govérnment so maintain a responsible stewardship
over the Medicare trust fund. We also have a responsibility to
acminister faithfully the requlatoxry laws over dtogs and
devices. Beyond that, I bglieve that it the respdnsibility of
the private sector to make its own decisions about the purtchase

and use of new technologlies.

L
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I believe technology assessment in this gountry would be

- -

best served by a private-puolic partnershlip. We have worked

wigh the Institute af Medicine with';espéct'to a plan for a
coosoftium within the private sector te aiéess’medi};l'
iechnologies. I haye met with tne'Presidenb of. the IOM to
-discuss possxble xmpkementation of the recommenuagtons
containeq in its Einal report, andbgpntinu& to be optimxst;c
that such a consortium will eme:ge. We look forward to
cooperatxng in such a venture. )
Al

‘* A public-private partnership in technology asqs:ifint

would also take advantage of the important work already™Qeing

done by such g oups as the AmericaniCollege of Physicians,

American Medical

Cardiology. The continued participation of these organizations

»
in technology assessment is critical: The PHS cannot and

-~

should not duplicaée the valuable and important role of these
- ey
arougfs. A heavy-handed Federal role, whether perceived or

real, nas not worked in the past and rt will, not be accepted ..

for the future,
.
LI cnaum;n, S. 2504 would establish an Institute for
Health Care Technology Assessment, within the private sector,
to promote the deve%opment and application of approvea

technologies, as

- - gEST €0
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fon, and the the Ame:icén College ofq

PY AVAILABLE

JAJIAVA Y409 1238



3
L]

well as promote the elimination of obsolete or inappropriate'
' technologies. Major responsibilities of the Institute would be
to derve as a clearinghouse, collect and analzze'data and make
. recommendations concernin§ sgécific health care téchnologies,
* stimulate, coordirate and unde:take health care technology

aséessments, iden:4fy needs in ,the’ assessment of healtn care ¢ .-

*e

‘-

technologies, develop and evaluat; criteria and methodologies
fdt.héalih-ca:é'Eeéhnology‘aséessmen;; and~prpvid;.educétién ’
9nd\t:aining program; in the use of health care technology
assesshent methodologies and résults. A Board of Cirectors
. wduxd be selected Erom o:ganiz&tions representing heklth‘ o
proviaery, manufacgu:;zs, third party payers, and consumet
groups; Finally, éhe bill would provide for a $2 million line

. of credit from HES to remain available for seven years. ,
i ., :

.

1 would like to take the opportunity to point out seve:al‘
'prov;si:;s of the bill that are of major concern to me.

) Cverall, the bill is very spécific in some cases, but does not
‘pzovide adequate juidance in other ‘areas. An example of this
latte; problem 1s that there is n§ mention of who would be
empowered to direct the Institute £o examine a particular

.

technology.

» p) Y
Further, it is unclear what the Department’s financialf
« <; involvement in this endeavor would be and if the credit
-

extendad xg.co be repaid at some poxn::in time, where the
- ’( J
‘ . . -
- Rye
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Institute would derive the revenue to 4o this. we are opposed
L]

to A l}ne c:edit app:o&bh’such as proposgd in tﬁé bill since it

distorts the nogmal appropriations p;ocess. Leéiéka:ion

' leading to~ Federal matcﬁ(ﬁsqit:iunds is inapp:op:iate. o -
v ~

I am also conégrﬁed about the Autho:ity for the Instituto
to determine which devices, - dzu2§ or otber treatments are ‘
obsolete or inapp?%griate. To car;y this authotity beyqnd S e
disseminattng intormation about medical technologies, will
quickly embroil the Institute in countetproductive. _
conttéversxes that ;aybwell prove destructive. We know‘from
past experience that industry and providers of care.wili not
accept any eﬁéity that‘has.broscxiptiva.authority ovér the

afbropriate’uses of speﬁgfic technologies.

»

. ‘Anéthex concern relates to the composition of the proposed
Board of Dircctors as called for in the bill. I beli;ve that
it is too speciffq and would preclude membership on the Boarg
of persons with a legitim&ée inté&rest in par;iciéa:ing. .
Sec'ond, statutoryﬂr‘equire@ents specifyingboard ;embe'rs‘hip '
might well conflict with the governance requirements of
unjiversity-basgsed or othez'qon-profit organiiations which couwld
effectively develop the Institute. Je ha;e also- found that it .
is very important that persons on this xind of board must
regresent a balance of vieupoints--ﬁot onlz those with a
financial interest in medical technologies, but also persons

with scilentific and medical competence.
et

»

.

For these reasons, we do support the approach offered by

S. 2504. 1Lf it is determined that legislation for technology

assesspent will be putrsued, wegm prefer the genera}.
approach contained in H.R. 5496 whiech emphasizes the role of
the NCHSR. That concludes my statement, Mr. Chairman. I would

be happy to answer any gquestions you may_have..

3IBAVAVA'\900 7238
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" didn’t want to get into the hea dedness

> N o
\ . l -

8, .

-Senator QUAYLE. Dr.”Brandt, I.certainly ith some, of the
themes that -you noted in your statement—on page 7, where you
said the PHS cannot and should not duplicate the valuable and im-
portant role of these groups, other groups that had been involved
in technology assessment; also, where you indicated and stated that
a heavyhanded Federal role, whether perceived o¥ real, has not
worked in the past andit-will not be accepted in the future. I
concur withsthat. ) CevT

My interest, if you look at the aﬁxiaroaches oh how we are going
to get this public/private partnership, you find basically the twq

-approaches. The Senate approach and the House approach. The
Senate approach is far -more toward the private—as a

matter of fact, almost in totak The 12 board members, are all from
the private sector. The Government’s role is initially extinding
grant or a line of credithpslus ex-officio representation of OTA, an
also the Secretary of HHS. We left a 16t of flexibility because we -
are not exactly sure where that board ought to go. I notice that you
talked about the lack of adequate‘guidance. Well, that was done
purposefully. We did’t want to give a lot of Lg:idance because we

‘ t you talked about
in your statement. : o

think, we heed, however, a little bit of amplification on how this
public/priyate ought-'to work. The House bill' goes much more
toward the public aspect. It has the private participation in there
but there is much more involvement { the public sector as, for ex- .
am;l)‘le, with the actual appointments. I don’t think you want to go
back and recreate the Center but in some respects I think that par-
ticular approach dees. In fact, with only a few changes, it goes back
to where we were before, in 1981,.before. we ph out the center
because of political consideratioris—one being budget, others being
effectiveness and whether it was really useful or not. .

Therefore, 1 wonder if we might get into a discussjon on how this
public/private participation is really going to take place. Let me
just say this at the outset: 1 think if you look at tryitgg to get
maybe an equal balance, even, that ours is very slan a.m} , I
think, for good reason slanted to the private sector. I think that
they've got to be involved. They are tﬁe ones that developed the
technology. They are the ones that will implement it in most cases.
We oversee it. We obviously pay for some of it through Govern-
ment programs. However, 1 wom{er if you might be able to expand
a Inttle bit on this, how we are going to get this public/private par-
ticipation? '

Dr. BRANDT. Let me say at the be%inning, Senator, that 1 would
commend you for this hearing as well as bringing this issue up for
discussion and debate because 1 think it is important, It seems to
me that there is a whole continuum of issues related to technology
assessment. , - .

First, to begin with, the development of technology itself is large-
ly, hopefully, based upon good; solid basic research which the

ublic Health Service has supported traditionally through the NIH
and ADAMHA and other programs and would continue to support
and ought to continue to support. Second is the aspect of attempt- *
ing to make sare that new techn®logy, as it comes down the pike, is
in fact integrated into the whole health care delivery system. 1
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think perhaps the best example of that is the whole immunization
issue, where it has been necessary to do the kind of research and
.do the kind of work that made it possible e late seventies or
‘midseventies to infftiate a massive immunizatio rogram in this
country that has worked very well.
Then, third is the issue of looking at specific aspects of technolo-
gy and trying to determine whether or not that technology is of
value on the one hand and is of more or less value than compara-
ble techndlogies that may already be available. We agree complete-
ly' that that is something that requires a private/public kind of re-
lationship. In the first place, thr:‘}"ederal Government has to be in-
volved because we are paying for a lot of medical care through
medicare and medicaid, Yndian Health Service, VA, Departn;pnt of
Defense, and so forth. The Federal Government is investing a great
deal of money.in the payment for health care and has to be con:
- cerned and interested and a full participant in any kind of technol-
" ogy assessment that takes place, so I don’t see ‘any way for the Fed-
eral Government to get out of this completely because of, if nothing

else, our own vested interest in the problem.

'On the other hand, it is also very elear that the organizations
that are.currently doing,this-—the A, the American College of
Physicians, the American College rdidlogy, a number of others .
that dre involved to a greater or lesser extent—are the®xperts. '

" They are the people.who are out there on the front line. ey are
the -ones that are delivering the health ¢are. They are the ones that
must also be involved in the assessment. ) '

I think the fundamental issue is, how do we bring everybody to-
gether, including the third-party payers who should have a great
deal of interest, the professional ‘groups, ahd the scientific commu-
nity, into some sort of relationship. '{Zsh‘at is why we worked with

.. the Institute of Medicine, to get thefn to pull together a committée,
' to draft this report. Now whether or nut you agree with or like the
report, I thirk it is step one toward bringing everybody tegether to
begin to debate the issues. ’ :
o - The House bill, as you know, provided specific authority to
© award grant money 16 such an entity, such a private entity, for
purposes of startup costs and other kinds of things, to get it under-
way, s0 I don't think they totally ignored 4t. The important princi-
ple, in my judgmrest, and the one,that we have to keep in front of
' gr is that this has to be some s8M of private entity that has full
altess to all of the private organifations that have a commitment,
and that also involves the Federal Government. ,
I think that progress is being made toward getting everyone to
work together and to begin to address this issue,-and I think this
¥ hearing today will help elucidate further some of the things that
we need to know. . - ‘ . ’
Senator QuavLE. Let me take a couple of those thoughts. First of
adl, the repott of 10M that you said is a good first step. We basical-
ly. in trying to give some guidance but not restricting the Institute
too much, took I think five of those elements right aut of the study
and Yeport becatise we also felt that that was a good step forward.
Dr. BRANDT. Yes. . R .
Senator QUAYLE. [ think that.our approach is the same as your
approach. in that we want to figure out an entity to bring every-

24
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body together, we don’t disagree .on that. We don’t disagree that -
. the objectives that were laid out in the TOM report are solid. dt -
] ought to be followed up. I do not disagree that we ought to figure ,
- ,out the best way to get everybody together. - S .
. Now, my question is, how do we do that?, That’s where it com
down to, to a matter of detail. You used the words that the Federal
. Government ought to be a “full participant.” 1 would presurhe you
woulq say that the private sector should also be a full participant,
t00. ‘ - '

Dr. Branpt. Well, I meant to imply along with all the other par-
ticipants, ohyiously. I guess what 1 am saying is 'that the Federal -
Government has to live up %o its own responsibility in this issue.
Along with all the athers that I talked about, one of its responsibil-

. . ity is clearly to provide high quality medical care or to see that
high quality medical care is provided to its beneficiaries. That
means that we must participate in any kind of entity that gxists,

. but it should not be a Federal entity. I mean, we are not the only
‘player irmthis game, by any stretch. - g
- ? Senator Quayie. OK, and | also believe that you should be a full

. participant and the private sector should be a-full parsicipant. My
question is in trying to get this balanced participation between the
public-and private. I think you would agre& with me that we don't,
want to go back and sort of recreate the Center for Health

) Care_—_... N ‘ . » h

Dr. BRaNDT. Health Care Technology. ~

Senator QuAYLE. Thank you. The Center for Health Care Tech-

»  nology that was phased out in 1981. I don't think we want to go
back'and recreate that. '
; - Dr. BRanDT. Absolutely not. . o
v " Senator*QuAyrE. Absolutely not. OK, we don’t want to do that )
bécause of-the problems you had, the political problems. It was just
basically a Government program. The private input to that was not
. : taken seriously or as being meaningful, so we don’t want to go
: back to the.center approach. We want to come up with a rew, a
more balanced approach, and we do agree, I think, that we need
some entity to perform an additional role and responsibility for
technology assessment. Is that fair? :

Dr. BrRaypt. Yes, sir, that is certainly fair. ‘

SenatorfQuAavyLE. Now it seems to me that perhaps the digpute, if
you take the Senate approach versus the House approach—sagd you
can answer this—is basically on the selection of the board? You
used the statement that in the Senate approach, that there wasn’t

. adequate guidance. I presume that you feel there is more giidance
' » in the House approach. : )

I wonder if you might delineate where there are differences be-
gause I think that there are also three or four objectives we just
outlined, where there is no disagreement. -

Dr. BRanDT. Correct. ; '

Senator QUAYLE. What we are coming down to is forming this
entity to achieve the philosophical or principled ideas that we have
advanced thus far. I wonder, maybe you can outline for me how
this entity ¢ould be improved over the entity we presently have in
the originajdraft of the Senate bill. - /r}

Yo 23,
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‘Dr. Branpr. First 1 think that the 1mportant prmcxple is that
technology assessment as an ag§ivity not be Hiyorced from—this
may be too strong a word—not-get too far afield from health serv-

.ices research. I think that one of the problems with the ‘National

Center for Health Care Techmology was the fact that it 15‘1{1ored the
environment in which.technology was going to be used. That.is, it
looked at technology kind of de novo and separate, rather than to

" try to Eut it into the total perspective, so I think that we have to

keep the technology assessment activity within tHe-total frame-
work of health services research, evaluation, et cetera.

Second is that I woyld, my own druthers would be to say to the
private ,organizatiogs that are out there—many of which, again,
you will be hearing from today, including third” party payers and so

forth—that they ought to get together find come in to the Federal -

Government with a proposal that clearly the Federal Govern-

ment ought to invest th some entity for this purpose. I don’t have
that will allow us to detehmme the extent\o which the Federa

any problems with that, but we need to come in with somethm% ot
« -

" Government will participate as a partner. We could, through t

National Center for Health Services Research, begin to provi
some kind of funding that would allow it to get started That 1s, I
guess, the basic approach that we would favor.

Senator Quayie. OK. If, in fact, the private sector could get to-
gether a consortium as such of people that are dealing in the total
environment of health services or the health delivery system,

payers, et cetera could come together and say, “OK, here is our

create,” then you are indicating.that y be willing to take a
look at that and perhaps see what you coulgado with the National
Center for Health Services Research to e a partner. Is that
what you're saying?

Pr. Brannt. Well, I think technically it WOuld be HCFA that

workmg group. Here is the board of dxff%) at we would like to

would probably be the principal partner but yes, that is fundamen- |

tally what I am saying. One of the considerations that I think we
have to ook into, is that one whole mass of talent out there has
been kind of lost in much of the deliberation that is the university

. system. There are a number of universities around the country

that certainly have the capacity or, with minimal change, could de-
velop the capacity to perform this kind of function— rmgmh\g
again, all of these other organizations throuﬁ? a whole route of ad-
ministrative. and other mechanisms to accomplish this activity, so
that I don't want to exclude them from consideration. Thaf is one
reason why we would prefer leaving the nature of that private/
public activity somewhat vague, until we see what kinds of organi-
zations it 1s possible.to put together and come in and address this
problem.

Senator Quavre. However, to get these orgamzatxons together—
and perhaps the universities should be more well represented than
what the Senate approach has outlinéd—but to get these groups to-
gether, don't you think that there is some initial effort that ought
to be made by us, meaning the Congress and the administration, to
sort of get this off the ground? We have heen discussing techno]ogy
assessment. It is certainly not a new issue. It has been around. You
have referred a number of times to the varioys groups that are al-
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. ready doing it, and I have found that if there isn’t some additiomﬂ

element superimposed upor the various grdups out there—that
says, “Come on, peoplé, we're going to get together and try to work
this out—that the tehdency is for them to sort of go their own way.
One group says: “Well, we've got perfectly good technol assess-
mant. We don’t need any others. Do it our way and it will be fine.”
That's not what we're trying to do because we want to get back to

our words and what I believe and detect, and that is—how do we - '

ring everybody together. That was our desire in this Ipstitute and
I am.opgn to suggestions-on.how we can expand or contract the
makeup f thé board of directors, how it is appointed, et cetera.
This is rough. It’s the first shot out of the box. t's why we are
having these hearings today.’ C. :

However, the way I hear you is that the approach that we took

in trying to grapple with this issue is certainly not counter to what

we have done; that this was a means to try to get these various - "

groups together. You know, IOM took the first step and we took a
lot 6f what they said in their.report. Don't, you think that we are
going to have to take the next step in ordgr to bring everybody to-

_gether?

Dr. BRANDT. “}(}e}l, let me@ust try to describe for you briefly what
we have done. In/the first place, gve did participate with the IOM
activity, including paying what was determined by them to be our
fair share of the cost of that actiVity, and we I think rggognized.
that although this is an IOM document, we did participate. og? :
Second, I think we have recently reofganized the Technology Co-

- ordinating Committee, and I think I am going to ask Dr. Marshall

if he can give you a summary of whats that committee is doing and
who is on it and that sort of thing. - - ’
Mr. MARsHALL Yes. Basically, under the National Center for

‘Health Care Technology there was an advisory council, but then
‘there also was internal to the department a Technology Coordinat-

ing Committee. This committee was intended as a body to try to
cross not just the Public Health Service and the Department but
across all organizational elements that were involved with technol--
ogy, including the Veterans’ Administration and the Defense De-
partment. It meets periodically to discuss issues and to try to co-
ordinate approaches so that folks were doing things that were com-
plementary rather than duplicative. - :

We decided seyeral months ago that one of the things we should
do as we looked & the IOM report and as we considered the vari-
ous congressional actions that were pending, was to establish that
committee as a revitalized, more broadly based erganization. In
fact, we did that and yesterday had the first meeting of the group. -
What we did was to add to the Federal membership the participa- -
tion of organizations that have a great deal of interest in these
issues. In fact, it was sort of a preliminary to today’s meeting be-
cause we had the first meeting yesterday afternoon, and I see that
a number of the witnesses were dpeople who represented their orga-
nizations at that meeting yesterday._

What we did was added reépresentation from the Health Insur-
ance Association of America; the Blue Cross-Blue Shield; the

" Health Industry Manufacturers: Association; the National Electri-

cal Manufacturers Association, the part that deals with much of

> o
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4 th}%ﬂediml technology development; the American Medical Asso-
« ciation; and several other groups. We have established subcommit-
tees that have been charged with specific tasks. One is a committee .
that will 'begin to look at the question of imaging techniques such

as nuclear magnetic resonance and other imaging techniques that
are coming along that hold a great deal of promise but that also
are‘clearly going to be very expensive, and where we have a red

. wonsibility and are ourselves working on an assessment for that.

e will be using that subcommittee as a way of coordinating what

a varjety of groups are doing in that area so that 9 to 12 months
from now, when we are prepared to go to the Health Careg Financ-
ing Administration with some advice for coverage, it clearly will be
advice that recognizes what the ‘activities*are of oth®r people in

. those private sector groups. ' ,

We have also establisgsed a subcommittee that will be dealing
with the methodologies that we need'dor the future for looking at
assessment of technology, including some cost.benefit analysis,
which is an area that is very weak right now. The mayjn task, I be-
lieve, of that subcommittee will be to try to develop for us a re-
search a;{endu of activities that are promoting the development of
methodology for technology assessment, that can be funded

| through our extramural research grait pr m.

. Finally, we agreed yesterday as a result of the suggestions of

largely the non-Federal members of that Xup, to edtablish a task

force that in 60 days will take a look at what our current technolo-

gy assessment process is from the perspective of the people who de-

velop and merchandise the technologies, and try to look at what

: advice they for how we might improve our process-for getting

advice to valth Care Financing Administration‘in a more
timely manner: / o

That kind of sctivity, I think, represents the sort of functional

relationships that wg need to see develog(e:d. As I wag thinking
»  about the question you asked Dr. Brandt about what the difference
was, my reading olythe House bill was that the committée had a
clear-cut advisory role to the Government and to the industry,
"whereas my reading of the bill that we are discussing today almost
- suggests that the, Council is more representative and thaf what is
more the objective, is the representativeness of it rather than what
its actual functions would be. While I understand it is useful to '
~+, keep it somewhat non-specific at this point, it ntay be perceived in
a way that would be quite different and that would then make it
difficult to function effectively, in the relationship with the Govern-
ment, or at least with that part of the Government that has the
- respensiility for making coverage decisions. .
Senator, Quavre. Well, 1 can just tell you the intent was to leave
it rather®yague on what the functions ahd what the authority, et
- cetera, was going to be, because 1 have always been‘a great believer
that if you are going to ask for a contribution of time from the pri-
.vate sector or from anybody and also ask for money, that you
‘shouldn’t be too proscriptive on what their function ought ‘to be.
The board of directors will contain capable men and.women that
can sit down and they can hamdner out their decisions/and the di-
rections with the participation ofthe Secretary of HHS and OTA.
Maybe—and [.think what you are saying when you talked about
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_ don't want that. That would be the extreme on the other side. That
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this interrelation group is that you are also trying to cultivate
more of this private involvement—you are a little bit fearful that if
you do not involve them, they would just sort of go their own.
and their activities.would be completely private and lack respon-
siveness or communication with the public-officials. 1 certainly

would not be workable, so I am not trying to get there. Is this what
you are sort of saying to me today, that you fear this a little bit?
Dr. BRanDT. No, I don’t. I am not really all that concerned about .
that aspect of it, Senator, because I think if that were much of a -
risk, we wouldn’t.be having‘a hearing today. There would be"a -
technology assessment activity going on out there in-the private, -
sector that would satisfy all of our needs. ,
The only point that I-am trying to make is that I think that the
reason for continuing to I‘Push the public part of the public/private . '
partnership is that the Federal Government also has a legitimate -

_and majot interest'in the outcome of technology assessment.

Senator QuayLe. I do not dispute that. ' ' *

Dr. Branpg. Furthermore, we have a feedback loop that I think
is important ause as you carry out technology assessment, you i
also identify deficiencies. Those kinds of deficiencies have to be fed %
back into the research priority aspects that we are also responsible
for, so all 1 am really trying to say is that the Federal Government '

ticipate in this. ] am not afraid of private activity and would have
full confidence, as a matter of fact, that they would meet all of our ‘
needs. However, at the same time I think that is kind of in a sense A

-*has a legitimate interest in and an absolute responsibility to par- - \

- an abrogation, if you will, of some of our own responsibilities.

Senator QuayLE. What major change except for the line of credit
aspect would you recommend in the Senaté approgch-on the forma-
tion of 1t? I am looking at just the formation and the way that it's
set up. What kind of major changes wotld you suggest to make this
fore palatable to your thinking? - . ‘
- Dr. BRanpt. The line of credit funding thing is not something
that [ am competent to talk about.

Senator QuayLe. Yes, let’s just skip over that. That's a minor
thing, anyway. .

Dr. BRanpT. Well, I think again that the goal or the major thinF
that we would like to see is much closer ties with the total technol-
ogy assessment activities that are carried out under the National
Center for Health Services Research. I think that’s our major con-

~cern and we will be pleased to submit to you some additional de-

tails, if you would like. - '

Senator QuayLE. OK. That is your ‘major concern, then, and if we
could correct that—particularly the ?o&ing group that Dr. Mar-
shall talked about putting together i§ very representative of what
we have put into our institute—I think it is just a matter of some
adjustments that may be necessary. We will be more than happy,
after we finish with our other witnesses, to sit down with you and
maybe come up with something that you would deem to more-
workable than it presently is in the law. :

Y Thank Kou very much, Dr. Brandt and Dr. Marshall. We do cer-

tainly look forward to working with you.
Dr. BrRanpt. Thank you, Senator.
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Senator QUAvLE. Senator Kennedy has some written questions
for both of you that will be submitted to the record for your re-
sponse. Also, | have a statement from Senator Kennedy that will
be inserted in the record immediately following my opening state-
ment and before Dr. Brandt’s statement. 1 am also informed that
Senator Hatch will have some: written questions for Dr. Brandt and
Dr. Marshall and others, and Senator Thurmond will have a state-
ment that will be inserted in.the record appropriately.

The next panel is Donald Young, Lawrence C. Morris, and lan

Rolland. Also, 1 understand that Dr. Leaf would like to be on this

- panel because he has a scheduling problem, so Dr. Leaf may join

that panel as well. o
‘YGentlemen, I am going to ask if in order to expedite things, you

ight restrict your opening statement to 5 minutes if at all possi-
le. If you can summarize in 5 minutes, it would be most helpful to
all of us so we can get into some of the questions. 1 will have this
elock going and you can wstch it. 1 won't slam the gavel down or
anything, but when it turns to red that means that you are in the
danger zone or you have passed the danger zone and it is about
ready to go off. - . .

Dr. Young. :

. L)
STATEMENT OF DR. DONALD Y()UNG,"EXECUTIVE DIRECTOR,
PROSPECTIVE PAYMENT ASSESSMENT COMMISSION‘ WASH-
ING“ N. DC ‘ \'

Dr. Younc. Good morning, Mr. Chairman. 1 am Donald Young,
executive director of the Prospective Payment Assessment Commis-
sion. 1 am pleased to testify before you today to describe the re-
sponsibilities and activities of the commission, often called ProPAC;
particularly as they relate to technology assessment. . ‘

As you know, ProPAC.was established under the Social Security.
Act of 1983 as an independent commission to advise and assist the

Congress and the Secretary of the Department of Health and

Human Services in maintaining and updating the new Medicare
prospective payment system. = _

" The formal responstbilities of ProPAC are mandated in the law,
with the work of the Commidsion centered in two lhfn'ixmn'y areas:
‘First, recommending annually to the Secretary of HHS the appro-
priate percentage change in the payments made under fnedicare

for inpatient hospital care; and, second, consulting with and recom-

mending to the Secretary and reporting to the Congress, necessary
changes in the diagnosis-related groups, including advice about es-

tablishing new DRG's, modifying existing DRG’s, and changirig the
relative weights among the DRG's. Our first report on these sub-

. jects is due April 1, 1985 -

The 15-member Commission, appointed by the Directon of the
Office of Technology Assessment, i8 assisted in its work by a staff
of not more than 25. Provision is also made in the law to enable
the commission to utilize and collect existing information where
possible and to contract for new data and carry out analyses neces-
sary to make well informed recommendations if needed. The Com-
mission and its staff plan to utilize existing data and information
from Government and nongovernment sources to the maximum
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éxtent ible. In areas where information is lacking~the Commis-
sion will use its statutory authority to award grants and contracts

its direct responsibilities. |- /

In order to meet its responsibilities to keep the new prospective
payment system accurate and up to date and to maintain appropri-
ate financial incentives, the Commission will need to- assess
changes in the nature of hospital care, carefully reviewing changes

for data gathering and analytic studies that are clearly focused. on

in such areas as productivity, new and existing techhologies, scien- .
- tific advances, length of hbspital stay, differing patterns of resource
utilization, . changes in nursing and other staffing patterns, and.

quality of care. .

The changes occurring in medical- and hospital-services delivery
mubt be identified and reflec in the DRG classification and
weighting system and in the recommendations we are required to
make regarding the appropriate update factor. Our findings may

lead to adgustments needed because of new techmologies which may

be costly but quality enhancing or adjustments may be needed be-
cause an existing technology is becoming obsolete and its cost may
exceed its value. oo ‘

This work will require réview of a great deal of information on

'systemwide changes in the provision of hospital services, as well as

specific data on the nature of care being delivered, including infor-
mation concerning scientific and technological advances. We will,
therefore, need and have begun to solicit data from a large variety

. of public and private sources. We see ourselves primarily as users

of information at this point but we are in the process of developing
the capability to supplement existing information with our own
data-gathering activities, evaluation, and a_ssessment,when neces-

sary. .,

aearly our information needs and our work will focus on
%hanges in the delivery of hospital services to medicare patients.
Related to this, however, we will be examining cha in the site
of service delivery. For example,-the movement of certain\surgical
procedures from an inpatient to an outpatient setting is an impor-

. tant technological change which the Commission may wish to ex-

amine as part of its overall responsibilities.

The Commission believes there is need for additional efforts in
the area of health-care technology-assessment, and we support the
interests of this committee and others in the Congress in carefully
examining ways to encourage technology assessment activities. We
view technology assessment in a broad way-——as assisting in better
understanding of practices and procedures used in the care of pa-
tients, including considerations of safety, efficacy, alternative ap-
proaches to problems, and relative costs and benefits. The results of
technology assessment will be valuable to many groups, including
the ¢ommission, and in the long run should be a tool to help
achieve the goal of cost-effective medical care of high quality.

Currently the commission and its staff dre developing working
relationships  with other groups involved in technology assessment,
as we wish to prevent any-duplication or fragmentation of the ef-
forts already ongoing in this area. We do believe, however, that the
need for information is great and that the results of critical and
thorough technology assessments can and should be used by both

- . N )
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private and public decisionmakers who struggle with the challenge ‘
of providing high-quality care durmg a time of ever-increasing
costs.

Our ownsinformation needs for the Commission will be focused,

* as | mentioned,.to those related to hospital services for medicare

patients. When these needs are not completely met with existing
data, we will gather data and conduct assessments to supplement
existing information to meet our specific needs. In any’ event, we
anticipate that information generated for and used in Commission
decxsxonmakmg will be available to all parties who have an interest
in the area, and we look forward to making a meaningful contribu- -
tion to the field of technology assessment within the mandate of
our responsibilities. :

I will be pleased to answer ahy questions you may have.

Senator QuayLe. Thank you very much, Dr. Young.

Mr. Morris.

STATEMENT OF LAWRENCE C. MORRIS, SENIOR VICE PRESI-

DENT, BLUE CROSS & BLUE SHIELD ASSOCIATION, CHICAGO,
IL

Mr. Morgis. Thank you, Mr Chairman,

Representing the Blue Cross. & Blue’ Shield Association, I am
pleased to have an opportunity to present our views on the impor-
tant subject of health-techndlogy assessment. I would like to note
at the outset that we f:lo suppqrt the general approach that is em-
braced by S. 2504. _

From our perspective, medical technology assessment has more
than one component.! An important one is the capacity of third-

© party payers to make technolo%y assessments focused on payment
na,

and coverage issues; and, second, there is a need for a capacity on
the part of the entire health-care industry—the rovider, the con-
sumer, and the payer—to assess medical technolpgles in terms of
their effectiveness, safety, and in comparison to alternatives ard
longrun consequences of use.

With respect to third-party payers, we believe that every major
payer has a responsibility and should have the capacity to deter-
mine whether and under what' conditions it will pay for the appli-
catxon of medical technology. Obviously there are limits to the car-
rier’s latitude, but there are also areas in which .the carrier must
have the abxllty to make 'judgments.'It must also accommodate the
needs and desires of its customers.

Our own organization has developed such a capacity, and we
wauld support the authorization of adequate funding for a-similar
capacity within the Federal Government. We would leave to those
who mmmge the medicare and medicaid programs, the selection of
the organization and the structure best suited to their own needs.

We do believe strongly, though, that the Government’s process of’
making technology-payment decisions should not be construed as a
mandate to other, nongovernmental, third- -party payers, and con-
versely we don't believe that coverage decisions by private payers
should be construed as recommendations to the Government. Our
own technology-assessment process is geared to respond to the re-
yuirements of Blue Cross and Blue Shield plans which are adminis-
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tering their contracts which govern the coverage quite closely. To
help support.this process, we have established an information net-
work with a number of medical organizations, and also maintain-
close communication with governmental agencies which have inter-
ests in such activity. Staff from the Health Care Financing Admin-
istration and/or .CHAMPUS frequently attend our meetings and
participate in our discussions. The objective of this is to share in-
" formation and to maintain a consistency,-or at least an understand-
in%of divergency between major payment programs. '
arenthetically, for several years in Dr. Young's previous posi-
"tion at HCFA, he was a frequent and very valued visitor at our-
meetings. " Kk ,
Another approach that we have employed is the Blue Cross &
Blue Shield Association’s medical necessity program. Since its in- -
ception in 1977, it has relied on scientific and medical technology
. guidance from more than 20 nationally prominent, very expert pro-
fessional medical organizations. The program has three basic com-
ponents: First, there is the procedures list, which deals with proce-
dures that are considered outmoded or of dubious usefulness. We
are pleased, incidentallyf to note that S. 2504 does directly address
the issue of obsolete procedures, which is sontething that certainly
ought to be considered. .

Second, there is a hospital-admission-test battery policy which
has resulted in a steady decline in unnecessary hospital admission
testing. Third, the current focus is on ancillary care guidelines,
which are a series of guidelines addressing the inappropriate use of
generally worthwhile modalities in andillary services such as respi-
ratory care, diagnostic i_magirF, cardiac care, and pathology serv-
ices. ’ -
Now, in adgdition to the individual capacities of third-party
payers, we believe that there is a critical need for a national entity
to provide a continuing, thorough, longer range view of technology
issues. Importantly, S. 2504 does recognize this need and makes
some provision for Federal assistance in meeting it.

Now we would recommend that you consider providing Federal
support in the form of a grant rather than a line of credit but, as
gou pointed out a few minutes agd, that is not fundamental to the

asic concept. The information and evaluations that should flow
from such an entity would serve many purposes. Those would in-
clude improving the quality of information upon which third party
payers make their-coverage decisions but, perhaps much more im-
portantly, it would support the best possible clinical applicatj,é)ns of
sup

the technology. The function should be to detect, follow, an

port analyses of new technologies long before they become coverage
issues, The central characteristics of such an entity must be compe-
tence and credibility. ' '

We believe the need is less for an entity whose interests are fo-
cused on a single technojogy than for one which can, on a continu-
ing basis, deal with a broad range of clinical development. The
recent Institute of Medicine proposal to establish a-consortium

]
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offers a useful vehicle upon which to ‘build such an entity. We
would be willir&iw contrihute our share to such an enterprise.

Again, Mr. Chairman, noticing the red light, thank you for this
opportunity: [La r.

[The prepared statement-of ‘Mr. Morris and responses to ques-

tions submitted by Senators Grassley and Kennedy follow:]

34 : i



O

ERIC

Aruitoxt provided by Eic:

31 | g

. *  TESTIMONY /
OF THE

“r

BLUE CROSS AND BLUR SIELD ASSOCIATION S
4 HEALTH CARR TECEROLOGY ASSESSMENT
" sepORE THE
| SENATE COMMITTEE OF LABOR AND HUMAN RESOURCES

I am Lawrenee C. Msfris..Semor Viee President of the Blue Cross and Klue Shield
Association. On behalf of our member Plans, ! am pleased to have the opportunity to

present our views on the important subject, of health care teehnoloﬁy assessment.
i . ! .

Before -praeinﬂng our views dn technology 8ssessment, 1 wouid compliment you, Mr.

Chairman, f{or reeogniiing the need for an indebeudent Institute for Hesith Care *
L)

Technology Assessment. We strongly support the establishment of such an Institute and

1 will elaborate on this later in my statement.

From our perspective, medical technology assessment has two components:

¢
“~ 3

. . .
o Narrowly, the capacity of third-party payers to make technology assessments

focused on payment coverage issues; and

o More broadly, the capacity of the entire health care industry -~ provider,
consumer and payer — to assess medical teehnologies in terms of effeetiveness,

safety, comparison to alternatives and long fun EONSeqQuUences.

.

Y

Third Party Payers

We believe that every major payer has the responsibility, and should have the capacity,
to determine whether and under what condtions it will pey for-the applieation of
medical technology. Obviously there are limits to the carrier's.latitude. But there

are also areas in which the carrier must be free not only to mfake its own judgments, but

4
to secommodate the desires of its customers. Our organization has developed such a

capacity, which | will deseribe later. Based on our experience, we would support the

federal gbvernment's strengthening its own capacify related to Medicare, Medicaid and
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- other fedgrally {financed health care programs.  Therefore, we support the suthorization

-of adequate fundin‘g‘for such a federal capacity. j!‘hcsé who manage the Medicare and
Medicaid st shouid seleet the organizetion and structure best designed lq serve
- their n/eem. since' those coverage decisions need !o be responsive to the objectives and
financial gapacity of the buyer. But, the government's technology payment decisidns

.should not be construed as necessarily® affecting other (non-government) third-pacty

payers. Similarly,. we do not believe that such coverhge decisions by private payers'

.

should be cohstrued as recommendations to the government.

. ‘ ! . .- .
~

The Blue Cross and Blue Shield Association's technology assessment process is geared
~ %o respond to the requirements of Blue Grosn and Blue Shield Plans.: For Plans, the

dec:sion to pay or not to psy for a servicedepends upon eontract provisions that specify

the scope of Denefits. This requires the designation of procedures as either generally

aécepted medical practice or experimental/investigative. Such designations often change
with time, as the application of procedures evolves. In addition, in recent years, w-e
have focused considerable attention on the elimination of coverage for outmoded or
xmpproprtate heslth care lechnologtes. ,
. .
Our form_of assessment begins when a member Plan receives a claim for a procedure
that is not already r‘ecognized as either’ éenerslly accepted medical practice or experi-
'mental/inves:iganvg. The Plan then either makes its own determination, wing loeally
available advisory resources, or asks this Associ;tion to evaluate the new proceaure.
In these cases, the determination needs to be made quiekly bgcause an outstand:ng claim
requires a dgcision. ’ ,
\ '
Frequently, sufficient objective mformanon is available on which to base s reéponse

Where a more )udgmentsl reﬁpunse is requzred. the data and available s:udxes are

- —-2-
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4 presented to our natignal medical advisors. These advisors analyze the data and evidence
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and make reco;mendatiom back to the Biue .Cross and Blue Shield Plans: The reedm-

. ’
mendations are then weighed by gach PH" against the unique circumstances in its area.

.

-
v

In the typical assessmentgthe approach +is to analyze the information to determine

whether, and under what conditions, the new procedure resuits in predictable and

‘desirsble outcomes. - Fhe snalysis may show that the pfbcedure can be used successfully

when the diagnosis is "x" but not "y.* Thus, the procedure may be considered generslly

accepted medical practice, but onily under specified circumstances.

\
- , \

-

To support the process of technology assessment, the Blue gross'and Blue Shiéld
Association has built an information network w}th 8 number' of medical organizations.
Among these, the Amerigan Collegé of P,-hysiciam ‘and’ more recently the American
Medical Association hade stami;hgd technology assessment programs of their own that

respond to inquiries from interested partﬁes.:

-
-

[
~ . LN

We also maintain close communication with governmental agencies with interests ig such
h [

activity. The Congressional Office of Technology Assessment, the National Center for

-

Health Services Resgerch. the Center for Disesse Control s;nq the Food and Drug
Administration provide information and analysis. Staff from the Health Care Financing
Administration and OCHM,APUS frequently attend our meetings and participate in our
dischssions. The objective, obviously, is to share information and mzlintain consisteney,

or at least an understanding of any divergence between major payment programs.

f
. '
> ¥ ' .

[ would hike to brieny' describe another approach to assessing r_nedical technologies, the
Blue Cross and Blue Shield Associaticm'; Mediecal Ueeessiiy Program. This program grew
in large measure from the information network | mentioned earlier. Since its inception

J
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in 1877, it has relied on scientifio and madﬂexl technology guidance from over 20

4

WS

nationally prominent prolmiom] medical upntutiom and societies such as the American
College of Physxcm?s American Collegesof Radiology, American College of s\uigeom
American Academy of Pediatrics and-the College of American Pathologists, to name just
a few. In the early vears of the program, the focus was on outmoded teehnologies.
In recent .years i focus has been on useful but inappropriately utitized medieal
techriologies. Currently, the Medical Necessity Program includes three components- the.
Procedures List, Hospital Admission Test Batteries Policy and Aneillary Care Guideu,nes.

v
e .

’
The Procedures List, the original component of the program, nddresses mediw and-
surgical technoiogy procedures which are eomidered to be outmoded or of Ghbjoul
usefulness. Smee the Prom;res List was relessed and implemented with 42 procedures
in 1977, it has been expanded to 85 procedures. Most Plans will not pay for these '
procedures without specifie justifieation. But equally important, u,:ey will pay if clinical
circumstances support their e, Thus, responsive edninistradai is eritieal in ‘the
success of the program. There hgs been a dramatic decline in the utilization qf these
proceqﬁres. ‘e -

] . .
The second component of the Mediesi Necessity Program addresses the unnecessary use .

BN

of routine’hespital admissicn tests such as blood hemoglobin, urine analysis bzo-chemieal
blood sereens, chest x-rays and eleetrocardiograms. Plans ordmanly pay for.mrm tests

only when a  physician specificaily requires them. Following the 'release and

N

implementation of this policy in 1979, there has been & steady decline in the use of

routine hospital admission’ tests.

M ]

‘The third component and current focus of the Medieal Necessity ngr&m is on the

inappropriate utilization of mpatxent ancillary care. technologies. The Respiratory Care
-4.. '
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Guidelines were the first in this guideline series. Preliminary indications sre that the
Respiratory Care Guidelines, wm,zh were developed in conjunction with the American

College of Physicians, American College of Surgeons, American College of Chest

Physicians, American Soéiety of Anesthesiology, American Academy of Pedatrics,

National Association of Medical Directors of Respiratory Care and the Academy of

Family Prgctice. have col&ributed to s, decrease in the inappropriate utilization o{'

respiratory caré technologies in an inpatient setting. Shortly we. will release D:agnosuc ..

Imaging Guidelines and we expect a similar déerease in the inappropriate utilization of

these technologies. Currently, we are worlung on guidehnes fo:.Qardiac Care and

Laboratory and Pathology Services, both of which will be yeleased within the' next yesr.
Lo | ' ~

We are gratified by an increasing interest in these guidelin“es by hospital mﬁan‘gement as

a means by which ‘expenéutures can be reduced under prospective payment, ‘yni!e

maintaining the quality of care at professionally determined’ levels. '

> - i

W amust” pomt out, however, that while we have’ enjoyed the advice and eooperauon of

the vnrnous mediegl groups, when we reach a decision point with r&speet to coversge,

that decision is strictly a detemination of the Blu.g Cross and Blue,Shield Association

and its member Plans. ‘ y : % -

-

"N

We' are proud of the accomplishments of the Medifax Necessity ' Program and, Mr.

-

- Chairman, 'we appreciate your acknowledgement of the program's success in your

introductory comments on S. g504 last March.

A National Capacity for Technology Assessment

In addition to the capacities of individual third party payers, and the provider and

-5~

-
.
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manufacturing communities, there is a critical need for 8- national entity to provide a
contmmng, thorough, long.er range Teview of téchnology issues. lmportantly. S. 2504 L )
recognizes this need and Makes some provision for federal ass:stance m meeting Jt.
We Dbelieve, h\wever that ‘federal assistance in the form of a grgint would be more
4 sppropriate than a line of credit. The Institute for Heaith Care Technology As's'esmea.t
-t should be & national entity with permanent financiai support™ eoming from both public
and prwate sources The recent Institute of Medicine proposal to estabhsh "A Consortium
for Assessing Medical Teehnology" offers a useful vemcle on which to build such an
entity and is not mconsistent with the approach embodied in your lemslanpn. ‘We
: bebeve that the funding recommendations in that proposal — 8 three year build-up, to
fx million annual level for core operations, with half the support coming from the"
government and half from private sources — is ressonable. We are willing to contribute
our share to such an enterprise - and whge you to consider meluding a grant authonty

to allow the federal govermﬁnt to contribute its share '

»

”
.

The information and evaluations that should flow from such an orgsmz&tie&-svyuld serve
many purposes, mcludmg raisirtg the level of m(elugence on which tmrd—pspty payers,;
make me:w coverage decisions, and, perhaps more importantly, supportmg the best
possible elinical applications of the technology. The funetions of the*ennty should be
to detect, follow, and support analyses of new technologies loﬁg before they become
coverage issues. The central characteristics of such an entity must be competence and

eredibility. The entity must involve and molude able representstwes from many disciplines

under non-partisan, independent auspices.

Had sueh an organization been in place-ten years ago, it could have and should have

accumujated and evaluated the earliest information on organ ﬂansplants. identified c.
-~ . .
prospectively what data shouid be captured to permit ongoing and consistent evaluation, .
-8

' " | ‘ .
. |
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and perhaps have estatfished s research agends to acquire additional critieal information. /
Clearly, other tgchhologies which are in their embryonic stages ti)day will be confronting )

w in § few ‘years with problems of comparable importance. The need is less for an

entity whose inferests are focused upon a single technology than for one which is more
versatile and whieh, on a continuing basis, can deal with the broad range of clinieal

development. _Further, reports by such an organization, supported b{ both(‘me public

and the private sectors, would have a broader base of acceptance than similar reports
S

mued)y' third party payors, by the governdient alone, or by private organjzatiom

\
We believe that the need for Sueh 'an entity is both clear and urgent and merits the
support of the government and the private. sector. '
© T -
Suogpary ., o e e s
~

“Mr’. Chatrman, in summary, we ‘beliveyg that every third-party payer should have the

capacigy to détermine what melical te‘chn'o_logies it will pay for and under what conditions
and circumstances, We shpp,o_rt funding for such a capacity within the government for
its finaneing programs so long as decisions flowing from the organization or agency
performing that funetion are not to be construed necessarily as precedents for the °
'prwate sector. We also strongly support the creation of a national enmy to perform

a contnuing and longer range review of medical technology questions and issues along

the lines proposed by the Institute of Medicine. This should be a publie-private ,-

, .
partnership with a f{ixed financial contribution coming from the government and the

private sector. &
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1t sappears f{rom t

imony of several witnesses, yourself included, that there is
ort in this technology assessment area as a consequence of
ess of the relationship between technological changes and
Are we going to see still more of this, and, if so, do we need
a fedenuy inspired effort, directed townrd{he private sector?

Quitg & bit of new
heightened consci
health care cost.
a federal effort,

o ¢ We do not- &uevenmodumw federal effort. What is needed is joint

-public-private coordination. The implications of a federally inspired effoct
directed towanrd the private sector are not wholly elear to us. We reiterate
our position that federal efforts shoutd not unduly influence private efforts,
although mey mould support private decisionmaking.

§ .
)

You take the posmon in your statement that- the federal government should
stredgthen its own capacity in health care technology assessment related to
Medicare and other federally financed health care programs. Dr. Brandt, 1 think
it's fair to say on the basis of his statement, argues that whatever additional
eapacity .the federal government needs can be met by the results of private sector
efforts, Would you sgree lrlth this, and if not, why not?

o We took the position that we would support strengthening the federal
government's capacity. This could mean additional resources, or it could

mean re-orientation of existing resources, as is being done with the Technology

Coordinating Committee under NCHSR. The extent and degree of strengthen-
ing {ederal espacity is basically an administration deeision. We infer from
Dr. Brandt's statement a need for sxwrgim between federal and private
efforts, which we support. We think the umbifllla organization that we
recommended - would move in this direction,

\

Both you and Dr. Brandt mentioned the Instityte of Medieine's plan. You mentioned
that their plan is not inconsistent with S 2504, However, Dr, Brandt seemed to
support the I0M plan, but have reservations about this bjll. From your point of
view, what are they key differences between the IOM plan and the program the
bill would establish?

o The key differences between the IOM plan and the bdill"are governance and
line of ecredit v. direct financial support. Its our understanding, however,
that these provisions have been recently ed by Senstor Qusyle. In
the amended version, the National Aeademy of Sciences (NAS) would receive

a $2 milliof grant for the deveiopment of a health care technology council.
Of this amount, $500,000 would be to establish the council and the remaining
$1.5 million would have to be matched by printe seetor funding. We support
this amendment. )

18
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ANSWERS TO QUESTIONS FROM SENATOR KENWEDY

¢ . L]

1. We are particularly interested in learning whether your organization econducts
- systematic empirical research such as clinical trials on the efficacy and
effectiveness of medical technology and procedures, ,

6 We do not conduct clinical trials, although Plans typically pay the
hospitalization costs related to cinicel trials, even though they might not
pay for the procedures under investigation. We have had conversations both
with Dr. Perty's old center and with a private sector coalition about financing
clinical trigis. ‘We are open-minded sbout expanding our role in this area.

.~ ..However, there are some significant problems to be overcome, inciuding

consensus building " payors to support such expenditures; the enti-t

implieations of woitntary organizations  allocating s market to specifie
researchers; the suthority under subscrider contmets o pay only selectively
‘for procedurss; the heed to develop a critical “mass of payors/Medicare

- carriers in order to prevent the technology from end-running the clinicsl .
C trial; equitable spresding of the costs between classes of payors; and the
development of a reciprocsl commitment by the medical prof, to withhold

billing for unproveri technology pending the cuteome of the trial.

4., How do you establish priorities in determining topics for investigation?

© 0 While we do not conduct original empirical investigntions on medieal
. * technology, we do perform secondary analyses of the medieal technology
litersture in conjwotion with our medical consultants and the professional .
specialty socleties The issues that we analyse are recommended by owr
- member Plans. Contractual payment ~Soncems ftypieally underly these
recommendations. ' ‘

Senator QuayLE. This has a lot of power, doesn’t it?

Thank you very much, Mr. Morris. .

.1 might tell all the-witnesses that your entire statements will be
inserted in the record. '

Next is a very special witness for me, who 'has been a long time
and dear friend from my second hometown, I guess n%ou might say,
Huntington, IN, being my first. From Fort Wayne, IN, it is a gleas-
ure to have you before the committee. He has given me a lot of
advice privately and I can’t wait to see what he is going to say pub-
hdy.. r. Rolland. ‘ '

STATEMENT OF IAN ROLLAND, CHIEF EXECUTIVE OFFICER, LIN-
COLN NATIONAL LIFE INSURANCE CO., FORT WAYNE, IND.,
REPRESENTING THE HEALTH INSURANCE ASSOCIATION OF
AMERICA ' T
Mr. RoLLanDp. Thank you, Senator. . .
My name is Ian Rolland. I am president and chief executive offi-

cer ¥f the Lincoln National Life Insurance Co., Fort Wayne, IN. 1

"am also appearing on behalf of the Health - Insurance Association of

America. | appreciate this opportunity to comment on S. 2504,

which we believe addresses in a constructive way the serious prob-

lems involved with health-care-technology assessment.

The introduction of new medical technology is one of the major
factors in rising health-care costs. We are, of course, concerned
that the traditionally high dquality of care in the United States be

-
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40 ,
maintained. At the same time; however, with health-insurance pre-
miums rising at about twice the rate of inflation, we are concerned’

-

that an organized and effective' effort be made to evaluate technolo-
gy, both old and new, to determine its cost effectiveness. ,

Our corporate health-insurance clients, who are paying”a large
part of the total bill for health care, demand that this be done. As I
understand S. 2504, it would seek to create a means to order prior-
ities and to coordinate Mformation developed by all who are en-
gaged in assessing medica) technology. Your Institute would give
the private sector a positiofl of patential leadership in this area

At Lincoln National we adjudicate medical claims involving use
of new drugs and technologies .on the basis of their approval by the
Food and Drug Administration-and, to a lesser extent, other public

and private entities. This is useful as far as it goes. The FDA-and -

others are concerned with safety and efficacy. We are not, however,
able to base our coverage on sound driteria involving long-range
cost effectiveness. We are further hampered by the lack of coordi-
nation existing among the many public and prifate organizations
which are involved in ‘health care technology' assessment. We be-
lieve 8. 2504 is an important part of the needed revamping of the
assessment process. : B

It would appear that you have modeled your Ins'titute'for Health

Care Techno ogy Assessment after the Medical Technology Assess-
ment Consortiuin designed and recommended recentl bf' the Insti-
tute of Medicing. The HIAA was involved in this laucixb e effort by
the IOM and endorsed in principle the establishment of a consorti-

um. Further, thé HIAA recommended thgt its member companies I

give high priority to this area in budget and contributions.

1 support your initiative as a constructive part of a larger effort
to bring greatey cost and quality discipline to the field of medical
technology assessment. Let me nevertheless comment on two of its
aspects which'we think could be strengthened.

irst, 8. 2504 calls for a line of credit for $2 millléh for 7 years to
be provided by the Federal Government to.the Institute. 'lyhe par-
ticipants in the TOM project broadly supported the idea of a 50-50
partnership between the public andy private sectors. We wduld ask

' that you consider amending your financing provision to take ac-

count of this important concept. We fear, first, that Federal sug-

. port could dry up befpre your Institute has been able to mature

and become effective; and, second, that therefore it would become

-wholly private in nature and suffer a lack of credibility thereby.

Seécond, we prefer that the makeup and selection of the govern-
ing board of your Institute be handled as recommended by the
IOM. For example, the board could be appointed by the president
of the National Academy of Sciences on recommendation of the
president of the Institute of Medicine, following appropriate consul-
tation. Board members should represent an array of expertise—

~ that is, financing of health care, provision of: health care, manage-

ment of health care institutions, and research, development, and
marketing of health care technologies, from both the public and
private sectors. It should not be representative of specific organiza-
tional entities. . .

In summary, the HIAA supports the proposed legislation to fa:
cilitate the establishment of the Institute of Health Qx;e Technolo-

3
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g Assessment for two major regsons: One, we see the Institute as
ing a vehicle for the implementation of the Institute of Medi-
cine’s Technology Assessment Consortium, an entity that has the
strong support of the HIAA. Two, your Institute could compliment
a vitally needed enhancement of Federal activities in the area of
medical technoLogy assessment embodied in H.R. 5496 and in Sena- -
tor Kennedy’s bill, S. 2452, bills that also have the support of the
HIAA. In fact, we would like to encourage you to work with Sena-
tor Kennedy to achieve a commpromise similar to the one reached by
Congressmen Madigan and Waxman. '

The HIAA recommends .that your legislation be amended to
strengthen the Federal role in support of your Institute, so that the
need for privat.e/ggblic partnersgip on a 50-50 financial share of

put-into place to énsure its long-term viability.
We also recommend that the governing board provisions reflect
recommendations of the IOM. ' '

We hope this presentation will help in your consideration of this

.matter, and look forward to answering questions.

Senator QuayLE. Thank yeu very much, Mr. Rolland.
Dr. Leaf? '

STATEMENT OF ALEXANDER LEAF, M.D., CHAIRMAN, DEPART-
MENT OF PREVENTIVE MEDICINE, HARVARD MEDICAL
SCHOOL, BOSTON, MA.

Dr. LEAF. My name is Alexander Leaf. I am a medical doctor and
a certified specialist in internal medicine. I currently am professor
of medicine and Ridley Watts professor of preventive medicine at
Harvard Medical School, and chairman of the depdrtment of pre-
ventive medicine and clinical epidemiology there. Before assuming
these positions in 1981, 1 was for the preceeding 15 years the Jack-
son professor of clinical medicine at Harvard and chief of medical
services at the Massachusetts Gemeral Hospital. I have served in a
professional relationship to that hospital for the past 40 years. I am
member of the IOM and a member*of our National Academy of Sci-
ences. It is a pleasure to express my views to your committee.

Since | have submitted a written statement, I am going to ex-
cerpt just a few points from that for the sake of time.

I think we all appreciate that there is an increasing implementa-
tion of new technologies into the practice of medicine. Some of
these will be expensive, some inexpensive, some safe, some not so
safe, some efficacious and not so efficacious. The question is, how
do we determine which new technology or old technology falls into
the repsective category? When I talk about technology, 1 am not
talking about just the high technology of NMR,imaging or CAT
scanning. | think we are talking about all the procedures physi-
cians use, diagnostic tests, the drugs, the special facilities that are
used and the decisions that are made about using”these technol-
Ogles.

Once a new technology is reported, physicians—who are always
seeking means to expand their diagnostic and therapeutic arma.
mentarium, are quick to apply it. It is estimated that of the tech-
nologies which physicians use today, perhaps only 10 to 20 percent
have undergone the kind of rigorous evaluation to determine the
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efficacy, the safety, and the cost of those decisions. Since third
party.carriers generally pay for what is acteptable and customary .
practice in the corgmunity, the physician gets remunerated for the
introduction of innovations. There are no incentives first to
establish the effi , the cost, or the safety of most of the proce-
dures and technopogies which are introduced into practice.

Today, when the number of diagnostic and therapeutic proce-
dures are legion and ever-increasing~I think we can no longer
afford to take a laissez-faire attitude toward what is being done. I
say this not because physicians are frivolous in their use of tech-
nology. Almost.all physigians are very concerned about doing the -
best possible thing for their patients. However, when there is no

... clear evidence from careful evaluation which of the many possible
diagnostic or therapeutic modalities is best for the patient, you
have to make ad hoc decisions as best you can, and these decisions

. determine often the utilization of expensive, redundant, or even
harmful technologieg’. Unfortunately, much of practice today must
be based on such inadequately informed decisions because the data
needed is simply unavailable. . ‘

We do have, on the other hand, today the encouraging point,
well-developed techniques for randomized clinical trials and other
control tests utilizing statistical methods to demonstrate the effica- .

"\. ¢y, safety, and cost of new procedures, and these I should think we
'y would apply to new technologies and in time to currently used
%, technologies before allowing %glese procedures and technologies to
_»be introduced widely into practice. Therefore, 1 think what we need
is some national facility with Government support to encourage
and support research in technology assessment and to did in dis-
seminating the resuits of such studies, making them available to
the medical profession, the public, and third parties. Physicians
will change their behavior when the knowledge is available, and
the third party payers can notify the medical profession and the
public that they will no longer remunerate for technologies which
(ciareful testing hai shown not to be effective, not safe, or redun-
ant.
. Now I say this because I don’t sense that a consortium of private
enterprises is going to do the job. The private sector is in this to
make profit, and ‘it seems that only if the consumer, the public,
through a Government agency is most strongly re nted in eval-
uating the technology, will there be significant reductions in the
misuse of the technology we have today. I would think that some
beefing up of the capability of'the National Center for Health Serv-
ices Research might provide that outlet.
[The prepared statement of Dr. Leaf follows:]
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Testimony Presented to the Senate Committee on Labor and Human Resources

by

Alexander Leaf, M. D.
Professo; of Medicine and Ridley Watts Professor of Preventive Hedicine

and

<

Chairman, Department of Preventive Medicine and Clinical Epidemiology, _

Today an ever increasing nuubcnnqg_qew technolgsies - procedures, .

Narvard Medical School

Physician. Massachusetts General Hospital
‘ June 7. 1984

diagnostic and therapeutic measures - are being introduced into the

practice of medicine.

-

Sose  will be effective and even inexpensive, some

will be effective but very expensive, others may be ineffective but

expensive, and a few may be both ineffective and inexpensive. How will the

medical profession'and tﬁg public know into which caiegory a new technology

will fall? There is no problem recognizing which are expensive, but which

accomplish the goals claimed for them is often not readily evident.

.The Food and Drug Administration regulates drug usage so that new

4

pedicines are carefully.evaluated for safety and effectiveness before they

are released for general use by the public, and then often only by

physicians'

prescription for:specific indications.

We have no comparable

requirements beggre a new surgical procedure or diagnostic procedure is

{ntroduced. Once a new technology is reported, physicians, slways seeking
A}

pr
means to expand their diagnostic and therapeutic srmamentarium, are quick

to apply it.

Since the third party reimbursement system will.pay for

¢
whatever is accepted and Customary practice in a community, the physician

is generally rewarded fiscally for such lnnovations.

There are no

1ncentive?/}irst to prove effectiveness or need for use of.the technology.

Thus in time physicians may be performing excessive numbers of coronary

anglograms, endoscopic examinations, coronary artery bypass graft

operations, cholecystectomies, tonsillectomies, etc.

A surgical procedure

or diagnostic proeedure gradually has the indications for its use expanded
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over time by well meaning physicians. The history of Medicine is repleée
with diagnostic and therapeutic modalities which flourish even for decadeg,
supported by devoted adherents, only fknally to be shown to lack /
cfrectiveness or even to be harmful - such 'as blood letting and use of
purgatives which survived yntil a gengration ago. A few decades ago there

were few things physiciabs could do to and for their patients, Today, when

the number of diagnostic and therapeutic proaedures are legion and ever

iucreasing. we can .no langer. afford s- Iaxssez—faire approach to the problem

~ the risks and costs of continuing to {gnore the problem are too great.
Let us consider the situation for a moment from the point of view of
. &
the Lhird_barty payer. When a new-technology that increases medical costs

is introduced into practice the insurance companies that pay for the

additional costs simply pass those costs on to the bonsumer through higher

1nsurénce premiums. Since the increases, divided over many subscribers,
have been relatively small, the subscribers until rec?nily have not

objected to the premiums and there has been no incenti%e for the insurers

to examine the products which they are buying, That the employer pays much

O
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of the health insurance cosL; has further buffered the rising cbsih:from
the consciousness of the subscriber, But “‘the higﬁ cost of many new medical
technologies and their impact on national health costs make it imperative
that we scrutinize carefully what we are purchasing both for effectiveness
and for cost. None of us manage our personal finances by accepting
whatever the salespersons recommend,

There are sow well develbped techniques for randoﬁized clinical trials
and other controlled tests utilizing statistical methods Lo demonstrate the
efficacy, safety and costs of akprDCEdure. These statistical methods can

redude the probablility that a seemingly beneficial effect is simply due to

c¢hance, We should insist that new technologies are subjected to such
)
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rigorous evaluatlion before being released for genenal use. Remuneratiqg

for use of these technologies should not be provided until evidence of

acceptable assessment {s forthcoming. This means that when a new dignosgic

procedure, like computer azided tomography or nuclear magnetic resonance

’

- tomography, is proposed for geéeral use the indications for its use, its

-
diagnostic effectiveness, what older technologies it will replace that can

v

- be phased out, its safety, igi_gpgt_nagenall_bggg evaluated, This means

that grants be available to support the applied research nebgiss:;'for such

evaluation and that controls bé provtdeJ to prevent purchase and
'qgssemlnatlon'or the technologies before adequate testing. has been
comﬁletedﬂ 'There are many existing med{cal practices that have
uncrlticglly slipped into general use which need careful assesswment, as
well, but as a first measure all new technologies should be carefully

examined.

We don't know what savings such scrutiny might produce. Various_

- estimates of 20 to 40 percent of what physicians do for their patients may

be 1neffeet(;§. more expensive thsn equivalent aliernatives,,or even
harmful. This i{s particularly the case for the terminaliy i1 elderly
patient. One published 3tudyl reperted that 36 percent of medibal
admissions to a major hospital suffered from some iatrogenic illness -
physician induced untqward reaction - and in.9 percent of all persons
admitted the malady was life thfeatening, It seems that investing one
percent or less of our national heallh expenditures to assess medical
practices, with the_likeligood that the savapg in medical costs would be
many times th; costs for such testing, would be prudent business 88 well
as medical practice.

* Steel K, ot al. latrogenic illness on a general medical service at a
university hospital. N Eng J Med 308:638-642, 1981.
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Senator Quavre. Dr. Leaf, don’t you agree that the ’private
sector—ilr spite of their profit motive—can make a valuable contri-
i f you get

in the same room

insurance people and hospital people and docto
and you ask them what to do about health , T'll tell you, the
. won't all tell you the same thing. As a matter of fact, they’ll be all
over the ball park. I think that one of the problems that we had
. with the old Center for Technology Assesstent, et cetera, was that
it was just the Government, that there wasn't private participa-
tion. Therefore, 1 understand what. you're sayinf, but don’t you
.agree that there certainly is a role that tan be played by the pri-
-7 vate sector as we look at-tech “assessment? 1 mean, they've
got a lot of expertise out there an lieve me, they don’t all sing
the sametune, as we are going to find out today. .
~ Dr. Lear. No; I certainly agree that one would like to have the
" private sector contributing very heavily to this. The only point 1
would make is that this has been going on now foy some time and
there is quite inadequate evidence of a sincere effort on the part of
_the private sector to make a significant control on the introduction’
of new technologies. '
You have to remember that when NMR or CAT scans are intro-
duced at enormous cost, that these do result in large profits. I am
. nd®against profit. I think that the assessment as to what the-condi-
tionsfre, how many of these we need, whether they are safe or
not, is something that only the consumer is going to really be con-’
cerned about. ¢
Senator QuayLe. Well, I think that the term consumer has a
broad definition. I mean, evegbody is a consumer to some extent,
- * and 1 suppose there is a difference between consumer and con-
sumer activist, so to speak, or Government and private consumer
~on the other hand, but I really think that we're missing the boat,
particularly with the diversified opinion that the private sector can
bring. We really need them for credibility. 1 don’t think that the
problem has beer~the lack of attention on technology; I think that
the problem had been that there hasn't been a very gooed process by
« which we have gone through and analyzed where technology has
: gone or where it should be going, in looking at the safety, efficacy,
l efficiency, et cetera, et cetera.
However, if you are going to do it only within Government, then
I can hear already a lot of people in the private sector: “Well, there
is another Government program, another (fovernment bureaucrat
spouting off.” Really, to get egitimacy andii:f:l we are really going to
get a handle on it, )l,think it is absolutely Tmperative that there be
a very important, vital role for the private sector.
~  [-would like to ask a couple of the other paneligts about some of
the specifics that Mr. Rolland brought up in his recommendations
on perhaps changing the Senate version on 2504. He noted that the
line of credit really wasn’t an exceedingly meritorious idea, and
suggested perhaps a 50-50 funding formula would be preferable to
ensure the participation of not only the Government but also the
participation of the private sector. Is this feeling shared by you,
Mr. Morris? , '
Mr. Moruis. Yes, Senator; it is. I said in my statement that I

didn't think it was fundamental ?)jgﬁmWWQ?ﬁfo‘?b thgt
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the concept was the important gart. However, it is clear that if the
grogram 18 to be ,maximallf' effective .it*is going to have to have

ederal participation and also if it is goin have an effect upon
the introduction of technology, the identification and phagsing out
of obsolete technology, importantly the understanding on the part
of the clinicians of some of the implications of the technology, posi-

‘tive and negative, then it is going to have to be understood by.the
whole range of paying, educating agencies and the whole of
patients. Government will be a major beneficiary of this kind og ac-
tivity and should be a participant in the cost.

Senator QUAYLE. Dr. Young, do you ghare that concern?

Dr. Youna. The commission has not examined the issues of orga-
nizational structure, finance, and, therefore, has no position on
those specific issues. .

Senator QuavLE. What ‘about, Mr. Morris, the point on the ap-

intment process that Mr. Rolland raised? He smgo that, instead of

aving it by groups. as such, that they could be made by the Presi-
dent upon the advice of the Director of the National Academy of -

" Science. In other words, what you're saying is that rather than par-

ticular groups—although the groups would obviously have to be

' considered—that we ought to focus more on the expertise of indi-

viduals and trying to Fet that balance. Do you share that concern,
about the origina] bill? We have done it by groups because when
you get down'and you start drafting a board of directors, et cetera,
ou have to make these judgment calls. We came down and said,
‘Well, the best way to make sure that we get diversification is
specify the members.” That’s the reason that we went with that di-
-rection, but he has said that he would prefer more of a tilt toward
expertise rather than the various groups. I wondered if you shared

" that same concern.

Mr. Morris. Well, I would hope there would be some connection
between the groups and the expertise. As you point out——

Senator QUAYLE. I would, to6. . '

Mr. Morris [continuing]. There are various kinds of expertise
that ought to itting at that table. It is a pretty arbitrary selec-
tion as it now stands. Perhaps it has to be.- As 1 understand your
intent, it is to get something up and going that can eventually take
over its own self-governance and, as I recall the bill, it does provide
absolute latitude for who may sit on that board after 5 years. .

I would not particularly disagree with Mr. Rolland’s point tha
the categories of people might be as acceptable, pephaps even more
acceptable, than specifjcally named institutins,(but I think the
fundamental point is to be assured that there is tlinical expertise,
there is financial expertise, there is expertise in the evaluation
processes themselves, and that there is—as Dr. Leaf has suggest-
ed—a point of view of the purchaser and the patient as well as the
provider and the manufacturer and the payer. I think the mix as
contemplated in the bill is a good mix. I think there are two or
three possible alternatives to getting at that mix, and I';:erl‘xaps the
specific is less important than the intent of getting the thing up
and running with the intent of its taking over its own governance.

Senator QuAayLE. Before your testimony, I asked Dr. Brandt a
question on what changes he would sug%est or what Bethered him
about. the Senate approach in 8. 2504. He responded that he felt

ol
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thit it ought to be located in or that there ought to be more of a
connection with the Health Services Research Center in HHS,
rather than the way that we have it structured. My feeling is that
we 'do need to have participation from the Federal Government, al-
though I don't want to just have the effort get over there and
become dominated by people in Government.'I think that perhaps
the funding formula, 50-50, is a better balance, alghough I don’t
know the amount of money that we are really talking about. How-
ever, say we could adequately finance it at 50-50 or whatever, what
about this objection? Now you know where they’re coming from.
They have been over there at HHS and they dnay want to make

sure that things go along in sync with what they have been doing.

They want to have an input. I'want them to Kave an input, too, but
I think that in the past what has happened is that they have sort
of sﬁd that yes, the private sector ought to be involved, but then
there is not any real meaningful participation or sharing of infor-
mation. The exchange with the private sector became more superfi-
cial than substantive, 1 know from an experi®nce working on the
Job Training Partnership Act, we went through essentially the

ssame thing—trying to get people involved on that private in ustry:

council that was passed. Participation was more superficial than
real. We made participation real and meaningful this time and we
got a better turnout and a better product. ,

I wonder if you might comment, Mr. Rolland and then Mr.
Morris, on Dr. Brandt’s concern on the location ‘and its connection
with the ongoing Government activities?

"Mr. RoLLanD. I guess we don't think that the concept in you'r bill
is incompatible with what is going on at HHS or what is contem-
plated in the House bill for, as I understand it, strengthening that
effort. We think the two can operate together. As we see it, the re-
search activities in HHS would be aimed at actually doing the eval-
uations, looking at the procedures, the technology, and producing
the information about the efficacy, the safety, and the cost effec-

JLiveness of these procedures. Therefore, we would support that ides
and support the strengthening of that effort. We see the institute
envisioned in this bill as being one of disseminating information,
acting as clearinghouse, providing information to the parties that
will use it, private payers, to megicare. We also see your institute
as maybe providing information on which procedures ought to be
evaluated, particularly what are the interests of the users of this
information in having certain evaluations done, so we can see a co-
operative relatianship between these two efforts. We don't see
tbdem as being in conflict at all. I think they could exist side by
side. - ' .

Senator QUAYLE. Mr. Morris?

Mr Mogzis. [ agree with what Mr. Rolland just said. It seems to
me‘?(:t‘it is important for an entity of this kind to have independ-
enck. The coordinating council is not and I suppose should not be
wholly independent, but the functions as spelled out in S. 2504 are

- somewhat different from the functions as I understand them of the

coordinating committee. You have put emphasis upon training in

assessment. You have put emphasis upon criteria for assessment,

what constitutes a good assessment process. You have put consider-

able emphasis upon secondary assessment as against primary as-
LN ?
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‘ sessment, synthesis," and I think that these are things which re-
® ‘quire not only an independent point of view but perhaps a full-
time, dedicated staff, which L am not sure the coordinating council
has. I don’t see them in conflict. I see them as complementary, and
I don’t think the existence of one deprecates the need for the other.
' Senator QUAYLE. Let me just ask two other quick questions: One,

v it has been said by some that we really have enough technology as-
sessment out there right now. I think 1 have heard the statistic
that there are 40-some entities that are doing technology assess-
ment, and this is just going to be another institute or another vehi-
cle to do technology assessment and it is really not needed. Would
you care to comment an that? That is one of the criticisms I have . .- —_

~—= - " “heard of this bill. Mr. Rolland first, and then Mr. Morris, and -
‘maybe Dr. Young, if you would comment on that, the need for a
vehicle like we are trying to do to bring people together, '

Mr. RoLLanp. Weﬁ,,' I think we very definitely see the need for

“this. One of our problems is in our own organization, as we try to
evaluate the implications of all the technology developments that
‘are out there—and, by the way, we do have on our staff a medical
director that is very deeply involved in trying to keep abreast of all
of this, and we have people in our health insurance claim operation

* that try to do the same thing. One of their frustrations is all the
array of data that is there, all the groups that are involved in it, so
they are clearly there.

I guiess we have several concerns. One is that none of these
groups that are involved in assessing technology focus on the cost
effectiveness of the technology. They are more concerned, ‘rightg:
so, with safety and efficacy.%%{a are also very much concerned- wi
the cost effectiveness of various procedures, and we find it very dif-
ficult to get information in that area. We also find it difficult to
gather information because it is so dispersed, so we can see your
institute as being very helpful to us in focusing on the issue of cost
effectiveness and also bringing together and coordinating the infor-
mation, putting it into a sensible forni so we can assimilate it and
efficiently use it in our operations.- ‘

Senator QUAYLE. Mr. Morris? - :

Mr. Morris. Senator, if the bill contemplated another entity to
do technology assessment, I think I would agree with the criticism.
I'don’t read it as contemplating that kind of entity. Doing the as-
sessment is one of the options that the committee has, but I don't
‘read it as being its prime puspose. I think it involves itself in some
policy questions which can’t be addressed unilaterally, Who, for ex-
ample, bears the burden of proof in the introduction of a new tech-

: nology. something that really isn't terribly well understood today.
When does a technology become substitutive instead of additive? If
wou do this. what should you not be doing, and in what seequence
should you be doing these things to get maximum cost effective-
ness. ¢

. Both kinds of questions are not technology assessment in theg
classic sense but they are the kinds of questions that have to be
asked and addressed and addressed by a variety of interests if we
are going to get maximum cost effectiveness, which is one of the
things that [ understand this bill to be trying to achieve.

Y
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+ . Thereforé, I think it is pursuing a false premise to say that it is
another entity to do technology assessment. [ think it is an efitity -
to involve itself in the management of technology assessment, wit
the understanding that it will continue to be done by a whole vari-
ety of organizations because it has to bé done by a whole variety of
organizations that can’t walk away from it, but the coordinating
point and the asking of some questions and the focusing of atten.
tion on some of those questions in a research agenda can be a very
important contribution which, in my optnion, is not being handled
as well as it ought to be today. '

Senator QuayLg. Dr. Young?
Dr. YouNc. The Commission has very broad responsibilities. The
health care system is very complex. It is changing rapidly. There ’

. are significant variations in medical ractice, hospital practice, and
significant differences in cost, and tgere is more than one way to
do things, yet the information necessary to examine alternative ap-
proaches, to examine the ehange that 1s occurring, to make appro-
priate adjustments both from a financing and a health care deliv-
ery and a quality point of view, is lacking. The commission is in-

- creasingly aware, as we start our work, og the lack of information
to make the judgments, so the need for further research, further
understanding in the area of technology, its application, its cost, in
the area of patterns of service delivery, is great. The Commisqion

13

vate sector, and we will be Jooking to those and working wi
them. It recognizes the needi of the Federal Government, and i
- has to go both private and is generally supportive of moving for-
ward and learning more about technology. R
Senator QUAYLE. One final question to ask Mr. Morris and Mr.
Rolland: However we structure the entity, there is going to be a
financial contribution expected from the private sector. Do you see
any problem with that? 1 mean, are we going to be able to get fund-
ing from the private sector and a commitment for a 2- to 5-year
period of time? | wonder if you see any problem with that? .
 Mr. Morris. I don't know that it is without problems. We have
committed to pay a fair share of the cost of establishing such an
entity. ' . 0
The basic question, it seems to me, is whether there can be
enough promise of stable funding for a long enough period of time
to recruit- a good staff and assure that the confidence to execute the
function will be put in place. I suspect that involves advance com-
mitments from a number of organizatjons. I don’t think that there
ought to be a dependence upon any one piece of the private sector.
It is one of the things that probably has not been explored to the
extent that it has to be. S
. It is my own opinion that there are enough organizations that
4 see value in this kind of approach that the funding at a reasonable
level will be forthcominy, but I don’t think we can proceed on the
basis of first-year comm tments only. We have to think in terms of
a longer period of time. ’
Senator QUAYLE. Mr. Rolland? ,
Mr. RoLrtaNDp. Well, I think it is indicative of the sup rt this
would get in the private health insurance industry that tﬁg_ board

o4
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of the HIA has alyeady acted to say that they view this as a priori-
ty item, that thi§ sort of activity ought to be supported by member
companies. So, I think if we can work this out so that it does pro-
2 vide the kind of benefits that 1 think it will provide to private in-
surance carriers that, as Mr. Morris says, it is never easy to collect
cqntributions, but I think that the support will be there. I think
very clearly and | think the leadershig of the industry will promote
+ it ) , : ‘
Senator QuayLe. OK. Gentlemen, thank you very much. I have
. some written questions for this panel and there will be questions
- from Senator Kennedy. v . _
Our next panel mﬁ be Dr. Edwin Maynard, Dr. Roy Schwarz,
and Dr. Suzanné Knoebel. - ' ’
We will also have a statement to put # the record.
Dr. Maynard?" ’

STATEMENT OF DR. EDWIN P. MAYNARD, CHAIRMAN, HEALTH
AND. PUBLIC POLICY COMMITTEE, AMERICAN COLLEGE OF
. PHYSICIANS ° ' :

Dr. MayNaRrD. Mr. Chairman, the American College of Physi-

{ cians is pleased to have this opf)ortunity to appear before you today
to outline our views on technelogy assessment and the roles of the
R;lb“c and private sectors in its performance. My name is Edwin
aynard, chairman of the college’s public health and policy com-
mittee. | am an ipternist in active practice at the Massachusetts
General Hospital ahd associate ‘clinical “professor of medicine at
Harvard Medical School. With me today is Dr. John Ball, the asso-
cAizétIS? executive vice president for health and public policy of the
The statement we present today outlines the views of the Ameri-

can college of Physicians on the roles of the Federal Government
and the private sec¢toy in medical technology assessment and re-

. flects the college’s own long history and extensive activity in as-
sessing the procedures and technologies used in internal medicine.

Our written statement, submitted for the record, focuses on four
questions *we see as ceptral to the technology assessment debate:
The role of the Federal Gbvernment, the role of the private sector,
appropriate activities in technology assessment that are not now
adequately carr'rafi out, and the functions of the public and private

\ sectors. 4 : '

THe- need for t chnolo&. assessment is not at issue. The Ameri-
ean College of Physiciana, as do others, sigongly supports technelo-
gy assessment. There ape, nevertheless, Séveral issues related to

technology assessment that are not now adequately addressed.
Among those dre: methodology, priarities, coordination, informa-
tion dissemination, and funding. » ) '
In methodology, the state of the art of technology assessment is
- still yvoung, and additional methodolgiés of assessment may profit-
ably be discovered and develepéd. Among priorities, assessments
today are by and large being driven by the reimbursers. There is a
need to examine to a_greater degree the needs of the practicing
physician making clinical decisions and to be more responsive to
“.those needs. In co®rdinatjon, we believe better coordination of the

.
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activity would provide less of a duplication of effort and would help
the producers of assessments be more responsive to the users of as-
sessments. Under information dissemination, it is essential that in-
formation on safety, effectiveness, and efficacy as well as valuable.
data on cost effectiveness and indications for appropriate utjliza-
tion of the technology be disseminated broadly.

The practice of medicine is enhanced, not harmed, by valid infor-
mation from whatever source. - |

In funding, although the priorities of technology assessment
have, to a large extent, been determined by reimbursers, both
public and private,-those same reimbursers have been strangely
loathe to pay a share of the cost of the assessment. As it stands
today, many of the producers of technology assessment fund the ac-
tivity. For example, the American College of Physicians, using this

year, over $150,000 of membership dues for the purpose, while the

‘.users sustain the benefit. -

. Turning to the 4dssuds of ,struc‘uring technology assessment, the -
Institute for Health Care Technology Assessment, as proposed by S.
2504, would be an important step in enhancing ‘both private and

"public sector activities and enhancement of thé dissemination of

the results of assessments. However, this legislation would be
strengthened or could be strengthened in two important ways.
First, the line of credit of $2 million is most probably insufficient

. ! support the institute until it is able to become self-sustaining.

We support the concept that the institute eventually be selfsus-
jining. However, seed funding should be sufficient so‘that the in-
titute take root and grow rather than be allowed to wither.
. Second, the board of directors should be revised to call for indi-
viduals within categories of expertise, not individuals who repre-
sent organizations. Such a change in the proposed legislatian would
enhance the probability that the institute would benefit from the
best substantive advice and strengthen its chances to be a vigorous
enterprise. ' ' A
The American College of Physicians supports enhancing the roles
of both the private and public sectors in technology assessment.
Where there are gaps in those activities, the provisions of S. 2504

“are. likely to be quite helpful. The college supports‘the functions of

the Institute for Health Care Technology Assessment provided by
the proposed legislation. . :

Thank you for the opportunity to appear before you. 1 would be
pleased to respond to any questions.
[The prepared statement of Dr. Ielaynard follows:]

-’ ,'



STATEMENT
OF
THE AMERICAN COLLEGE OF PHYSICIANS
BEFORE THE
SENATE COHMITTEE ON LABOR AND HUMAN RESOURCES

¢ June 7, 1984

. | \
MR. CHAIRNAN AND MEMBERS OF THE COMMITTEE:

The American College of Phy§1c1ans {ACP) 1s pleased to have this opportunity

to apgeaf before you today to outline our_views on technology assessment

° and.the;ro195‘of the public and prfvate sectors in its performance, My

name 15 fdwin-P. Maynard, 111, D, FACP, the Chairman of the College’s

Health and. Public Policy Committee. 1 am an internist in active practice

at the NassachuSetts General Hospital and. Assistant Clinical Professor of
Hedicine at Harvard Medical School Nith me today is John R. Ball, MO, JD,

the stociate ExeCutiye‘Vice President for Health and Pudlfc Policy of gpe AC#.

' . I
. v

The Col)ege was founded in 191§ tg,cphold high standards in medical educetion.
medscal practicé, and medical research. Today the College represents over

: 60.000 doctors offinternal med!cine; specialists in related non-surgical °
fields,-and ph§sicians-1n-train1pg. Approximately oﬂe-t%d of our members
are Fellows of tAe follege (FACP), a designation ‘based Ppoﬁ their having met
standards of scHo)arship and contridbuttion to the science and practice of
medicine beyond their eligibility for specialty board éertification in
“internal medicine. The ACP membership includes private practitioners providing
primary health care: medical spectalists fn such fields as gastroenterology, '
endocrinology, oncology, and cardiology; medical educators; and researchers,
It s the largest oryanization of general ipternists and allied 5ubspécialists

)

in the worid,
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The statemsnt we present today outlines the views of the American College
of Physicians on the roles of the federal government and the privat; sector
in medical technology assessment and refiects the College's own long history
and extensive activity in assessing the procédures and technologies used in
internal medicine.
Our statement focuses on four questions we see as central to the_techno1ogy
assessment debate: . :
1. what is the role of the federal government in medical techno!ogy
llssegpment?
2. What is the role of the private sectd' in medical technology
assessment?
3. Are there appropriste activities in technology assessment that

13

arggnot now adequately carried out?
4. How may the fugctions of the sublic and private sectors best ’
be structured to be most productive?
Let:me begin by outliniﬁg the kind of activities in technology assessment
that 1t would seem, from a professional medical society's perspective, to

“constitute an appropriate federal role.

Role of the Fedefal Government in Technology Assessment
L)
-

On a conceptual level, government has several responsibiiities to the public

that it serves, among which are the protection of the public purse and the
assurance of the free fiow of information on which people can make more
informed choices. From this conceptual base, it seems valid that the federal
government have & role in medical technology assessment. Functions within

that role would appropriately be three: {1} determining, to the extent
1 4

-~ .

BEST COPY AVAH.ABLF
. 1J8ALIAVA Y9DD 5238

58
ERIC I '

Aruitoxt provided by Eic: \,
.

%]

-



ERIC

ST
L)

. -

» -3. . E

.possible, the safety and effectiveness of the technologles for which goverﬁQ

ment pays, directly and indirectly, so that the federal government -- the
Targest single payer for health services -- may itself dbe a prudent purchaser;
{2) supporting the production of 1nfofaation,'uost specifically the basic
science of techpqlogy assessment methodologiés; and (3) disseminating informa-

tion on the safety and effectiveness of medical technologies. -

¢
The issue of the federal governmest's role as prudent purchaser of health

_ services, particularly of technologies, 1s one of \eﬁicx:his subcommittee

ig 'ekk aware, but it 1s-uorth & noment to review cert@in historical points
fn the evolution of that role. From 1965, uirktng the enactment of Had%ﬁare.
unti! about 1977, the federal government had no structured process for
deciding what technologies,’ new or old, it paid for under the Medicare
program, Medicare reimbursement, for the first dozen years of that program,
was pased on & rather pragmat1c; 81beit unwritten, fnterpretation of the

law: that is, that 1f suffictent dillings were received by t’e program

. for a technology, that technology became, in essence, “reasonable and

necessary,” and thus eligidle for reimbursement. - There was no internal
process to assure that the technologies themselves were of value, and no

working process to detersiine the appropriateness of their application.

Beginning early in 1977, and culminating later that year in the formation
of the Office of Health Practice Assessment -in the Office of the Assistant
Secretary for Health, and in the development of written procedures for

giving medical advice to th; Medicare program, at that point newly in the

Health Care Financing Administration (HCFA), the Public Health Service
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began to0 structure the first step of a tuo-stép‘proégss. That process,
const§t1ng gf f1fst. a medical deciston as to the value of a technology,
ahd second, & financing decision as to 3ts reimbursement, began to
rationglize the system of reimbursement dec?sion-ﬁak'ng for Medicare,
thus potentially starting Medicare on the qiffiCult road td becoming a

A (3

« - prudent purchaser.

" The passage, in 1978, of legislation es}ablish'ng the National Center for
Health Care Technology (NCHCT) ‘set in ;tstute the medical advisory. .
relationship of the Public Kealth Service to the Health Care Financing
Administration, thus enhancing the 'prudent.purcnaser“ function, . It
aiso eﬁtablisﬁed two other tdportant‘functﬁons: the financialASupport.
albeit small, of the dasic séience of technology assessment, and the
dissemination of tachnology assessment 1nforqat1on. Three years ago, at

) Congressional hearings on the reauthorization of the ﬁ;t1onal Center, the
American College .of Physicians supported the Cegter's reauthorization on
JLhe twin bases that fts functions fogtered an appropriate goVernmgntai
role and that 1ts structure was appropriate to its functions.

. '
As yoo know, the Center failed to gain budget support, and met f{ts
organtzational demise in late 1981, Since that time, its functions have
heen assigned to the Office of Health Technology Assessment and to the
research qfant autnor*t; of the National Center fur'Heoltﬁ Services
Research,

[ 4

¥

Although in & moment | will address the organizational structure of the

activities in technoloyy assessment, I would like to return to the

.
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1unctions'thnt constitute an appropriate federal role. The first,

3

“evaluating techno!ogiés in order tg better inform reimbunsemenf decisions,

is critical if federal health programs are to restrain their own costs.
- ’ ¢

We should all agree that the reimburseaent‘system should be concerned with

paying for that which is appropriate in health care and not paying for

Y

that whtch is inappropriate. The most reasonable way in which dectsions of

this sort can be made is by utilizing informaddon from valid technology

assessment, Without such informatipn. reimbursement.decisions would be

based at best on the same tenuous foundation they were based on in the

first dozen years of the Medicare program:

the pressure, generated by

provider bi|11nqs. With'good information, federal reimbursement . programs

can operate with at least minimal assurance that what is being paid for

is valid medically, In addition to the int&mat ion 1tself. the federa)

90vet/9ent needs to continue to have a defensible and open structure and

g;d/éss for technology assessment -- one that ensures that all legitimate

/’// fnterests are heard and that all relevant data are considered.

7

O
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The second appropriate federal function is support for technology assessment.

This function flows from a central federal responsibility having to do with

information production,e There are two kinds of support that the American

College of Physicians views as valid: support for the “"basic science” of

technology assessment, and support for assessments themselves.

@

tnstance, the science of technology assessment 1s young, needing support

In the first

for growth and for the development of additional and more refined mechanisms

Dy which to evaluate medical technologies,

In the second instance,'present

federal activity in performipg assessments is limited ~ limited in scope,
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in that it re!ies almost solely on the data and opinton provided without
t“bst to the government by the private sector. such as that provided by the
American College of Physfcians’ Clinical Efficacy Assessmant Project;
and 11m1ked in Subjgct matter, 1n’th5t Ht addresses almost solely those °
issues presented by Medicare retﬁbursement needs. Such limitations are
too narrow, Further, present act@vity in federal funding outside technology
assessment 1§ severely constrained. is we undefsténd it, grant support

: "
for technology assessﬁ;nt flows'fr;mlthe available extramufa} research .
funds of the National Center for Health Services Research, an 1nst1tuiton
wh_ose extamural research budget has historically b.gen severelyllimited.
In a time in nh1ch the kind of fnfornat1on’that health scrvices'research can
produce is crttically needed to form a rational basts for health services
expenditures. it seems unwise to add another competitor -- technology

assessment -- to the funding pie, without enlarging the pie, ¥

A third federal fun?tion in technology assessment 1s‘the disseﬁination of
information necessary for making good clinical decisions. 1f technology
assessment information is valid enough for making reimbursement decisions,

tt should be sufffciently medically valid to inform clinical decigion-making.
More extensive efforts deserve to be made to inform ciinicians of the

results -- both data and reconmendatiéns -~ of federal tézhno1ogy
assessments. Such information would be most helpful in enhancing the
appropriate application of technology dy clinicians a§ it would be in

enhancing the appropriateness of reimbursement decisions.

1
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Role of the Private Sector in TechnoloQy Assessment

Technoﬁogy assessment s not solély a federal role. The private sector --
clinicians, professional societies, hospitals, and technology producers --

811 have roles, and all perform some of & ransz of functions. For example,

- since 1976, the American College of Physicians has participated extensively
'uith the Blue Cross and 8lue Shield Agsociatioos fn the Medical Necessity
Project, a project originally designed to weed out medically outmoded
procedures that no longer were appropriate, either for ap 1 atfon or for
reimbursement. The Medical Necessity Pro}ect repfégg;;;’::t:Lthe kind of
cooperation and clear dalineattoﬁ of responsibility in the private sector o
that can be mirrored by the public secgpr: Through the project, reimburse-
ment dectsions are based on what ts medically valid information, §u£ it
fs the medical professfon -- professional societfes such as the College -- .
that produce the medical data and determine its validity; and the reimbufsers -
the Blue Cross and Blue Shield Associations -~ that decide coverage

t (refmbursement) policy. By analogy, parenthetically, it would seem appro-
priate for the Public Health Service to continue to provide the medical
advice on which the Health Care financing Administration would then make

. coverage decisfons,

The ﬁedical Necessity Project, in which the American College of Physictans
has continued active participation, has had other effects. 1In 1978, it
recommended policy, based on medical 1npﬁt, primarily from the College,
that "routine” hospital ;dmtsston laboratory tests not be considered
routine -~ that is, not applied to every hospitalized patient unless
clintcatl! valtd in each*individual case. Since 1978, the project has

/
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expanded its scope to the examination of the appropriate clinical indications
[ ]
for valuable technologies -- diagnostic imaging, cardiovascular techniques,

“and common lanoratory tests, for eXample.

For the last three and pne-ba1f years, the College, through its own Clintcal
Efficacy Assessment Projecf {CEAP), utilizing a highly structured process

of literature review, subspecialty society and expert op?nﬁon polling, and .
committee critique, has examined intensively over f1f£y téchno1ogies used

in the practice of internal medicine. The final products of these assess-

ments, publications two to ten printed pages in length, present the current

state of iho»‘edge of the technology's ﬁafety, efficacy, and‘effectiveness.\\\-.__-.
and in many cases aTso preseni the clinic&?vindjcations for its use, fts

cost, and its relative value against alternative technologies. CEAP

recommendations are widely disseminated to a variety of users -~ our Own
»
membership through the College's news magazine, the Observer; the membership

and other physicians through the College-published Annals of Internal
!

Medicine, with a circulation of 100,000; Blue Cross/Blue Shield; the federal
goJernment; and other fe1hbbrsers.

The central purpose of the CI%nical‘Efficecy Assessment Project 1s to

enhance appropriate use of teghnOIOgies by the pragticing internist through
providi?q the best avatlable information on their medical value. Working -
closely with B1Ub Cross/Blue Shield, the College has been able to help

rational reimbursement decisions be based also on good medical 1nformat10n:

Such a partnership facilitates what we believe is a basic purpose of tﬁe

reimbursement system: to pay for medical procedures that are medically
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appropriate, and to refuse to pay for those that are not medically

appropriate. !

In this statement we have focused on only two of the many private sector
institutions having a8 valid interest in medical technology assessment --
the medical prbfessional §;E1ety. carrying out a responé!bilitjiue owe to
our membership and to other segments of society by asséssing the medical (/
value of what we physicians do with our patients; and the reimburser,
attempting to be-responsible to 1is beneficiaries by paying for appropriate
madical proéedure;. and importantly, by maigtaining 1ts resources by
refusing to pay for that which is without n§d1 1 valye, There are, of
course.-nany others who are interested in, and perform, technology assessment:
individual physiciafis, constantly re-evaluating the value of differént
technologies in their application to gre;t!y varying 1nq1v1dua1.cliﬁieal
situatf&hs; researchers, performing detatled analyses of single procedures;
thus pro;idtng the basic information on which clinical decisfons can be
made; hospitals, analyzing the cost-effectiveness of na:lihre to dsiermtne
! $f 1ts purchase will be prudent; manufacturers, evaluating both the
. o technology and the potential market, to deterainé if a nesd technology
represents significant additional benefit clinically to be marketable; and
‘\\\i'severa1 others. Thus, there are in the private sector a host of activities
being pe;formed by 3 wide range of institutions, often for differing
purposes. How these may appropriately interact and how they may interface
. with the public sector 1s the subje;t of the next two sections of this

statement.
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Technolqu;Assggshenb Issues Not Now Adequately Addressed

Yhére are several {ssues related to technology asse nt that a}e not now
adequately addressed, Among those are: methodolodly, priorities, coordination,

Information dissemination, and funding.

, : .
1. Methodology. Most present technology assessment activity relies
':‘ ‘on a comBination of user cp1n1on‘and research sfudies. Although already
availadble data could benefit from collection and .halysis.'and although
ava11hb1g.techn1qugs ~- including epidemiologic studies, randomized co?trolfed
> c11n1c{1'trials. cost-effectivenaess and cost-benefit analyses -- coula
benefit by more rigorous application, the §tgte-o€:;;e-;rt of technology
assessmant s still young, an& additional methodologies of assesswent may 7

.

profitably be discovered and developed.

I

2, Priorit es. Assessments today are, by and large, being.dr1ven by )

o "the reimbursers, a)ﬁhough in some cases -- the Clinical Efficacy Assessment

Project of the Kﬁertcan College of Physicians and assessmen£ activity 1n‘

.some other professional societies -- &hefe is internal priority setting

in response to membership need. Fede#lllactivity. with the :vajuable

exception of the consensus develobmen;‘exerc1ses at the Kational Institutes

~ of Health, is carried out largely in résponse to the needs of the Hedicare

program, Theng is a need to examine to a greater degree the neéds of the

practiéinq physician tn makjng clinical qecis*tns.a;d to be more responsfcé

to those‘needs. After all, ‘what technology as essment'should_enab]é is more

informed, and likely more productive and more prudent, clinigal decisions.

O
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3. Coordination. Technology assessment presently is a set of separate
bilateral transactions: the Health Care Financing Administration and the
v Public Health Service, the American College of Physicians and its mesbership,
researchers and the scientific community, and so forth. Better co?rdinatlon
of the act?vtt; would nré\1de less of a dbpltcation of effort, and would help

the producers of assessments be more responsive to the users of assessments.

-

A}
4. Information Dissemingtion. For the most appropriate clinical -

!

& .
decisions to be made, there arq at least two Srerequisites: valid information,

and appropriate incentives. For\the reimbursers to make co;erage decistons
fcal bases for those decisions misses the

1

y most productive opportunity for enaRling future clinical decisfons to be better,

utt;out‘the dissemination of the
informed scienttfically and medicall In ‘act, what the College has found
in fts working with Blue Cross/Blue Shield fis that often the dissemination
of credible medical {nformation is sufficien Ito cause significant positive
changes in practice patterns. All of the pt. ucers of technology assessments
need to do a better job in disseminating tﬁe sults of assessments to the
ultimate users -- physicians and patients. The federal government should
not shirk 1ts_resﬁonsibi11ty as a producer of'relevant information to ensure
that information is Qide1y shared. It 1suessential that information on
v safety, effectt;eness, and efficacy, as well as valuahle data on cost-
'effectiveness and indications for appropriate utilization of the technology
‘ be disseminated broadly. Although others may argue fhet information
dissemination by the federal government represents an unwarranted intrusion
into the practice of medicine, we would strongly disagree.‘ The practice

of medicine is enhanced, not harmed, by valid information, from whatever
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_soufce. To preclude the sharing of information that could potentially

better inform medical decision-making borders, in our view, on the

reprehensible.

N . ~
5. Funding. Although the priorities for technology assessment have

to a large extent been determined by reimbursers, both public and private,
those same reimbursé;; have been Strangely Toafﬁ to pqysa share of the cost
of the assessments. That the Medicare program pays essentially nothing

to determine whether what it reiuourseip(or is worthwhile is, on its

face, irrational., It would Seem, on the other hand, altogether rational
for the federal government.’and other reimbursers, to invest some amount

in or‘ar to be & prudent purchaser of health tachnologies. As it stlnds
today, many of the producers of technology assessment fund the activity --
fop example the Americem College of Physicians, using this year over
$150,000 of merership dues for the purpose -~ while the ysers sustaiﬂ

the benefit, .

“Assessing the value of new technologtes pould seem to be in the interest of

.Q‘péth those who apply the technology and those who may ultimately pay for

ft.  Yet, slthough physicians clearly recognize an evolution in the

'

ahp!ftat!on of a technology -- from its use in experimental protocols,

throug; its ‘'use in highly sophisticated settings, to its general use by

the practicing phys1g3an -~ reimbursers typically recognize only ‘two

stages: eipenimen:al;qnd‘mherefore not reimbursable; and generally

applied and therefore'ﬁéimbursab!e. What is needed is recognition of the

grey 2one: thatvsignffiéant,ang,éﬁ;etfmesllong\period in which a technoloéy .
is neither experimental nor re&&y for wide épp!ication, but during which

,1 Lyl a yann 1224 b
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-hen performed 1n certain appropq'cte se;:ings tﬁe Lechnqlogy day clearly
béﬂefit.patients. uh11e providing soms funding of the procedure under thase
lintted apﬁlscat!ons, the reimaurservcould ecqumulate gufte valuable dat« ;J
that would make a jdter reiqnurse{not reimbgrse decision hetter tniqrmed.

- ' . . ' §

: e B B v
Xtructuring Techmology Assessment  , » ... o
¥ T : g AN . L,

. . - . ,, . \,",/ w . “o,. )
! The public sector -- the federal govarmment --"shoulg continue technoTogy

-

assessment for its\oun purbuses (to Qe a prud@nt purchaser) and for other

pub?fc purposes. principally to prodgce 1nformation on whith 1n part,
L

-

! supports, the continuat!on and thg strengthdning of thd fedarat government s

activities 1n technolagy assessment. Specifically, the College supports ,

tr‘

-, the assessment of safety,. efficady, and effectiveness. nﬂ tmpnasizes the

validsty ‘of ‘the federal government -~ princtpal)y, the Public Health
N
Servfce -~ performing assessments fhat relate to cdSt feativeness and rﬁ"

appropriate use of technology - ) _ . : .
.o . ‘ R ;

cl1ntcal decisions can be ﬁade. The American College cf Phys1cian§~strongly

« 8

. .
' - . -

- The privaté sector -- physicians, hospikals, insurers, manufacturers,
pat?ents, and others -- should continue.the abst of activ1tfes in

tap#uo?ngy assessment that are negpssary for appropriate clinica! dpcision-

'

making as wel) as for appropriate econpmic decisions. The Institute for

@

Heaith Care Téchn?‘oqy Assessment; as proposed gy.s..?éoa, woyltd be an
. mpor tant step-in enhan;fng’soth coordination of private and‘bublfc sector *
anttv}ties and dissemination of the results of asspssments. The Col!egq.
re, supports the intent of S, 2504, as well as the Specxfic provis*ons

nctions of the antitute; This Committee 1s well
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aware of the general support of the medical community for the proposed
_functtons. as they rellect the consensus of an Institute of Medicine
Committee that last year prdposed 4 pub}ic-private sector consortium having -
* many 6? the same functtonsx° The Ameétcan College of Physicians was N
privileqed to have several of its fellows sit'on the JOM Committee, 9nd
A a former president of the College chaired 1t. \
" The College believes. honéver. that the legistation could be strengthened
M two 1mportant ways. Fir;t the line of credit of ;2,000,006 through the
Department of Health and Human Servtces, available over & seven-year period,
s most probably insufficient to support the Institute until it is able to
become sélfeSusteining. It was the estimate of the IOM Comnittee that a.
mintnal first year budqet would be hpproxlmate\y $1,000,000. He support
-~ - the concept that the [nstitute eventually be self- ustaining:} HowfYel ,

seed funding should be sufficient so that the antttute take root and

grow, rhgher than beiqg allowed to wither.
\

\q Second, tne floard of Directors should be revised to ca;l '-f';jr individuals
4 : within categor.tes of expertise, not 1nd1v1dua15 who repreSent organizations.
Such a change in the prOposed legisl.xion would enhance the probabi‘ttx
that the [nstitute would benefit from the best substantive advice and
' strengthen its chances to be a vigorous enterpr?se. " Although we recognize’
that such & change w0u‘d ratse the problew by whom the yhit1al appointments

to the Board would be made, we pelieve on balance it more appropriate ‘tha®
. ; , _

cgtegories of expertise, rather thag organszagions; be named. Other

vo..v
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mechanisas of appointment are available, as by the:Secfetary. Department of
Health and Human Services, through the Institute of Medicine, or through a
combined process in which the Congress, the Department, and the private

sector participate.

Conclusion

'S

\ . The American College of Physicfans supports enhancing the roles of both the
private and~publlc sectors 1na technology assessment. The federal qovernﬁeﬁt
should :?ntinug Jts own activities directed toward becoming a prudent
'purchaser of héhlth chre-goods and.ssrviccs and touard'dissan{nating
valuable assessmant information., Likewise, the private sector must continue
fts own necessary activities in technology assessméht: Where there are

gaps in ihose activities, the provisions of S, 2504 are Iikel{ to be guite
he!;ful, and the College supports the f@nctioas of the Ingt!tute for Health

Care Technology Assessment provided for hy the proposed legislation.

] Thank you for the gpportunity to appear before you today. We would be

. pleased to respond to any questions you may have. *

Senaton QUAYLE. Thank you, Dr. Maynard.
Dr. Schwarz. ‘

STATEMENT OF M. ROY SCHWARZ, M.
" CAL EDUCATION AND SCIENCE P
ASSOCIATION .

Dr. Schwarz. Mr. Chairman, my name is M. Roy Schwarz, and I
am the vice president for medical education and science policy for
. the American Medical Association. Accompanying me today is Mr.
Ross Rubin, director of our department of Federal legislation. We
are pleased to have this orportunity to testify befort the committee
and to discuss this very important area of endeavor. ‘
Mr. Chairman, the development and use of new medical technol-
ogies have revolutionized.tﬁe care and treatment of illpess and
injury. New diagnostic equipment provides better information with
less discomforture and risk to patients. Also, new treatment proce-
dures made available within the last two decades have provided
ways for improving the quality of life and increasing life expectan-
cy. New and improved medical technology has been a principal
factor in achieving improvements in patient care.
In recent years, however, there has been a growing concern that
the Nation has not paid enough attention to formal review of medi-
cal technology. A great impetus for this concern stems from the in-

v \
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creasing cost of medical care. In order to address these concerns,
numerous programs, both public and private, many of which we
have heard about here today, have been initiated. The AMA has
had a long history of active involvement in assessment and dis-
semination of new medical knowledge and the technologies derived
from such knowledge. The association’s weekly Journal of the
American Medical Association, nine monthly specialty journals,

and its wide variety of scientific programs have been central to the

evaluation ‘of new technology in medicine for many generations of
physicians. In addition, our Council on Scientific Affairs has en-

‘gaged in reviews and evaluations of numerous technologiés and has

made recommendations thereon to the practicing medical commu-

nitTY for a number of years.

he AMA is also committed to assuring that medical education

and medical practice are firmly rooted on a scientific base. In the

course of advising medical educators and in designing our own con-

tinuing education activities, the association places a heavy empha-

si8 on identifying devices and medical procedures that mdy be obso-

}gtﬁi are newly emerging, or represent controversies in the medical

field. '

With respect to evaluation of specific technologies in cooperation
with governmental entities, the AMA and others in the medical
profession have participated in numerous consensus development
conferences sponsored by the National Institutes of Health and co-
ordinated by the Office of Medical Applications of Research of the
Office of the Director of NIH. The AMA’s publications play a cen-
tral role in disseminating the important information generated b
such meetings and in heightening the ¢ost consciousness of bot
practicing physicians, medical students, residents, and others in-
volved in health care delivery.

The AMA, in its commitment to technology assessment, inaugu-
rated its diagnostic and therapeutic technology assessment or
DATTA projegt in 1982. This was done in response to growing con-
cerns about the safety, effectiveness, indications for use, and costs
associated with a rapidly growing arsenal of medical technology.
This program is designed to sugment, not reflace, the AMA’s tradi-
tionar technology assessment efforts. The DATTA project allows
the AMA to measure the opinion and practices of physicians
throughout the country concerning a particular medical technolo-
gy. These opinions are routinely published in the Journal of the
American Nred'cal Association. The details of this prograrh are con-
tained in my full statément, and I would be pleased to discuss the
DATTA operation with you in the question and answer period.

I might add that the director of that project is in the room and
could give us detailed answers if that is appropriate; '

A number of other medical technology assessment programs are
being conducted in the private sector, as you are aware. For in-
stance, as we have just heard, the American College of Physicians
has established a clinical efficacy assessment program which evalu-
ates the effectiveness of nonsurgical medical tests, procedures, and
therapies. and makes recommendations concerning their use. An-
other example is the medical necessity program of Blue Cross and
Blue Shield Association which evaluates didgnostic and therapeutic
procedures. In addition to these, themAmerican Hospital Associa-

-
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tion, individual hospitals and physicians, and others are engaged in
.such efforts.- .

However, a number of (xovernment entmes including the Pro-
spective Payment Assessment Commission, the Office of Health
Technology Assessment of the Department of HHS, the Centers for

, Disease Control, and the Office of Medical Applications of Research
. of the National Institutes of Health are already conducting medical
technology evaluations. Leading private sector organizations, in-
cluding our own, are working closely with these Government agen-

cies.

The AMA believes that numerous technology programs currently
being conducted by the Federal Government and the private sector:
make S. 2504 and the technology assessment provisions of S. 2452
unnecessary. With huge Federal budget deficits projected for many
years, it is especially inappropriate, we think, to provide for dupli-
cation of existing activities. The AMA has further concerns about
the language in S. 2452 that would require the proposed center to
consider cost effectiveness and comparative effectiveness in making
its assessment of the health care technology.

The AMA believes'that for most new and emergmg medxcal tech-
nologies, the assessment of their safety and efficacy must be sepa-
rated from the issue of whether or not they are cost effective. This
is necessary because medical technologies often do not,become de-

- monstrably, and | would emphasize demonstrably, cost effective
until long after their safety and efficacy has been demonstrated. -

An examgfle of premature cost effectiveness assessment was that
conducted by Federal health planners with computerized axial to-
mography or CT scanning. In retrospect, had the planners succeed--
ed in greatly limiting CT scanning.in its first generation form, we '
might not now have the improved equipment used so beneficially
in patient care today, CT scanning has, as the medical literature
will demonstrate, lowered costs demonstrably and has increased
quality in many areas of patient care.

In eonclusion, the AMA is actively involved through its DATTA
project, the Council on Scientific Affairs, and its various scientific
journals in the assessment and disseMination of information re-
garding medical technologies. In addition, we strongly support the
numerous voluntary technology assessment initiatives being con-
ducted in the private sector.

The AMA is, however, opposed to S. 2504 and the technology as-
sessmeng provisions of S. 2452. The existing assessment activities
currently being conducted, in our opinion, in both the privat® and
puhli*secmrs make them unnecessary.

I will be pleased to answer any questions that you might have.

[The prepared statement of Dr. Schwarz follows:]
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STATEMENT !
‘ of the
AMERICAN MEDICAL ASSOCIATION
to the
'

’ Compittee on Mabor and Buman Resources

United States Senate

g Pr‘nn:e*y “
‘ M. Roy Schwarzl M.D.

P

RE: Medical Technology Assessment

¢

June 7, 1984

L

Mr. Chairman and Members of tha Comn:{tteezf

My rigme '19 M. Roy Schwarz, M.D. and I am the Vice President for
Medical Education and Science Policy of the American Hedical: ’ '
Association, Accompanying me {s Ross Rubin, Director of the AMA's
Department of Federal legislatton. The AMA is pleased to have this
opportunity to testify before the Committee concerning the AMA's ef%orts
in the area of mediral technoiogy assesament, We will aléw comment on
two. pending ptoposals ~ S. 2506, the Inst{tute for Health Csre Technology
Assessment Act, and the provisions that rela:eﬁ: technology assessment
cnn:nLnéd {n S. 2452, the "mnibus Health Services and Health Services

Research Programs Act of 1984,
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Backérnund ‘

Mr. Chairman, the development and uQe of new medical technology have .
rqvolulkoni:ed the care and treatdent of {llness and injury. New
diagnostic equtfmeh: provides batter information with less.discomfort and
rt;k to patients. Also, new treatment procedures made available within
:h; laft two decades ha;e provided ways of improving the quality of life
and increasing life expactancy. New and improved medical technology has
becn‘a principal factor in achieving {mprovements in patient care.

.&n recent years, howeyér, :here’hs;'beeq a growing concern thg} the
nation has not paid enough a:tentffﬁ;}o fornal review of medical
technology. A great impetus for this Eoncern stems from the increasing
cost of medical care. .In order t§ address these concerns,-nuneroﬁs

# \

programs, both public and private, have been initiared. The AMA has been

and will continue to be {nvolved in technology assessaent in otderAto

provide up to date and valid information to practitioners and patients on

medical techrnblogy issues. v
' /
AMA Effores

’

The AMA has a long history of active involvement in the assessment

and dissemination of new medical knowledge and the Eechnologies derived

5 . .
trom such_knowledge. The Association's weekly Journal of the American

Medical Association, nine mop:hly specialty journals, and its wide
varietv ot scientific programs have been central to the evaluation of new
technology in medicine for many generations of phys}cians. 'In addition,
the AMA's touncil on Scientific Af fairs has engaged in reviews and

evaluat {nns nf numernus technologies and has made recommendations thereon

"to the practicing medical community for a number of years. THése and .

[
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) other efforts to review n technologynand provide information to
phys{cians are a vital activity of the AMA, and they are part of ;n
ongoing etfort to provide the best anialyses and {nformation on new

o technology tovthe‘practicins physician and the public,

The AMA is also committed to assuring that wedical education and
nedical Qracticé are firmly rooted on a scientific base, In the course
of advising medical educators and in designing our own conéinuing medi{cal
education activities, the Association places a heavy emphasis on

” {dentifying dévtces and medical procedures that may be obsolete, are -
newly emerging, or represent controversy in the medical field.

Wwith respect to the evaluation of specific technologies in
cooperation uitﬁ gov&rnmental enti{ties, the AMA and others in thei;sdical
protession have participated in numerous consensus development '
conference; sponsored by the National Institutes of Health (NIN) and
coordinated by the Office of Medical Applications of Research in the
Nffice of the Director of N}ﬁ. The AMA's publications play a central
role 1n‘dissem1nating thz important {nformation generated by such

Ay meetings and in heizhten;hg bge cost-consc {ougness of both practicing
phvsicians, medical students, and others involved in h;alth care delivery,

The AMA Inaugurated its Diagnostic and Therapeutic Technology

Assessment (DATTA) project in 1982, 1§§:esponse to growing concerns about

the safetv, »tfectiveness, indlcations for use; and costs associated with

a tdpidly growing arsenal ot medical technologies. This progrmam is ) .

desivred to auement, not replace, the AMA's tradiffondl technology
tsseasment efforts,  The DATTA project allows the AMA t0 measure the

aoinion and practices o! phvsicians throughout the country concerning a

narti.aiar medf -2l rechnodnay, |

i
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Tﬁe DATTA projject is based i{n the sciences on which nedicine is /4i
f»undedl Ity éx ert panels of ?hysicians are asked to address questions
that are {n contrbversy {n the medical community relative to the safety, .
pftértiv«neas and appropriate applications of particular drugs, 4901208-
or medical procedures. The AMA accepts requescb for an opinion on a
particular medical techmology from any sourc; including thfrd party
payors. The prolect's objective is to provide religble and authoritative
{aformatich to interested parties as to the safe and effec}ive
applications of a particular technology in medicazigractice. .
A retarence panel nf more tham 600 physicians representing a broad
. gngrdphir and praétice spectrum of major specialties and subspecialties
has -been Appoiéde hy the AMA's Council on Scientiffc Arfairs. The DATTA

. |
panel {s a dynamic and growing body. Nominees are solicited from all
¢ .

]
\ sesments of American medicine, including state medical societies, medical

specialty societies, the AMA Section on Medical Schools, and other groups

-

reoresented in the House of Delegates and the Councils of the

Associat{nn, TPanel compositiorn i{s reviewed annually and additional
' L}

Al aees soucht 13 specliitv or geographic needs ayise. Physician

*

~grelisre are recrafted tros all areas and include physicians {n active
. *

. f
v medical practice, medical education, and §1Dmedival tesearch.
2
‘estinng cnancerningga particalar mvdiyef technology are sent ro a
¥
- vpoup gt feterance paneifsts who are selected based on fulfillment of the
tollnuiqg”vn;rvrid: (1) representatives of major Geaching centers in the
3
iprranriare spectalty who are rully conversant with the state-ot-the-art
o s
«%éir v pertaia to the gquestion ralsed; (0) repregentatives nf areas ot
' oAl 1i or et e rhat mav have occasion to use the device or procedure in
\
‘ .
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t?eir practice; amd (3) reprebentstives of primary care special:ies_where
daily decisions are made about .referring patients for the type of service’
in question. Iﬁveach category an effort {s made to reflect a nationally .
&
geographic spectrgn of diverse practice environments. . 1%

DATTA panelists are requii;'ed to indicate in their responses to
questions whether {n thelr expgrie&!e and professional opinioﬁ?the
procedure or therapy under question may be cia:;ifiéd-hs: es;nblished;
investigational; unaccep:able{ of indeterminant, that i{s, no consensuq is
apparent to date. Panelists are asked to comment on the rigks and
benefits associated with ase of tge technology, to assess the value of
thé :echnqlogy among al:f?native modalities avaflabdble, d to identify
subpopdia;ions of pntienti and patiegt selection criteria toYdistinguish
thpse individuals for whom the general rating assigned may-not pertain,

) .
The last aspect of the {nquiry 19’;;rticularly iapoftant pecausg {t
{invitesa pﬂysicians to {dentify and describe subpopularions of patients
for qhom special consideratiqns, or special‘individual cost-benefit
analyses, may pertain.

Other Technology Assessment Activities 4

A number of other medical technology assessment programs are being
¢nonducted im.the private sector. For instance, the American College. of
Physicians has established the Clinical Eff{cacy Assessment Program which
epvaluates the effectiveness of nonsurgical medical tesis. procedures, and
therapies and makeg recommendations concerning their appropriate uSes.

~dngther example {s the Medical Necessity Program of the Blue Cross and

Blue Shield Association which evaluates diagnostic and therapeutic
'\
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proaeddres. Iﬁ addition to these actiQitxes, the‘Aperléaanospitai '

Association, Lndlﬁidualrhospxtals and physicians, and many other private
organ{zations aré engaged in technology assessment efforts.

N Moreover, a nusber of govprnﬂentaf»enttties.includins tbg Prd;peétxve
Payment Assessnent'Counissioﬁ; the Office of Health Technology Aqsesénen:
of the Department of Health and Husan Services (HHS), the Centers for

'
Disease Control, and the Office for Medical Applications of Research of

¢

£he N;txonal Institutes of Health ntefnlrendy'condncting sedical .
technology evnlua;ions. L&ndins'pri' te sector organizations, including
.Q the AHA,.work closely with these gove nnen:‘agencies.
With multiple operational federal entities formally advising the
.
Secretary of HHS on payment issues along with the large-scale aétivi:ies
v now tak{ng placed in the private sectgr, we bdelieve it is unnecessary to
establish another entity to cover the \sane conc#rns and issues, We
believe that thid currenéénix of federgl a;d priiate sector activities

, . N
provides s proper balance to assure thdt prudent decistons are made.
f I

Proposed lLegislation: S. 2504 and S. 2452 .

‘S. 2504 Qould authorize the establishment of a priia:e, nonprofit
Institute for Health Care Technoldgy Assessment (Institute). The
Institute would be composed of representatives of 12 national

,4organ£;ation5<togethe{ with -the Secretary of HHS and the Director of the
Congressional Office of Technology Assessment as ex—-officio members. The
. purpose of the Institute would be to promote the development of ¢
“appropriate” health care technologies, the use of “approved”
:

technologles, and the eliminktlon of obsolete or “inappropriate” health

. . - : !
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care technologies, f&l-&ecretary of HHS would bde requiced to make a line

of credit of $2 mi{llion available to the Institute for a period of seven

years,

Section 103 of §. 2452 “ould amend the Public Health Service Act by
[}

establishing a Cegter for Medicsl Téchnology Assessment (Center) 1in the

Departmen: of Health and Human Services. The Center would be required to
w5 ?
L tions to the Sdcretary of HHS concerning medical

e
vl

technology Issues and whether specific medical technologies should be

reimbursable under federal heal:h programs. In making assessments, the
Center would be required to congider the safety, efficacy and

\ . :
effectiveness of the technology slong with the "cost effectiveness and

eomparative etfect{veness of the tachnology, as well as social, ethical,

and ‘economic factors.” The Center would be mandated to' undertake and

¢
.

support, by grant or één:ract, regearch concerning technology diffusion,
methods to assess medical technology, and specific medical technologies.

S. 2452 would also establish 4 National Council on Medical Technology

Assesnmvnt (Coqpcil) which would provide sdvice,concerniné the Center's

medical technology assesssent functions. &n addition, the Council would

teview applications for grants and contracts the didect costs of which

exceed SSd.OOO, and make recommendations concerning whether the

y -

L} B .
applications should be approved. The bill wouid require $4 mfllion to be
set aside for each ot fiscal years 1985, 1986 and 1987 for the medical

' N .

technology assessment activities provided under the bill. .
R
D

S

AMA Concerns with the Propnsed Legislation

!

The AMA believes that the numerous’ technology assessment initf{atives

currentiv heing ronducted by the federal governmené‘and the private

sector mike S, 2564 and the technology assessment provisions of S, 2452

.

JiBRIAVA Y900 T238 ,‘ . h\\}‘%\i o



318A LAVA Y400 773 S

-8 - v .
3
N )

unnecessarv., With huge federa& budgecwdeficits.projected for many yeaf}
{t 18 especially {nappropriate to provide for duﬁlica;ion of existing
activities. . |

The AMA has further concerns about lnnéuage"tn S. 2452 that wo;ld
require the proposed Center to consider “cost-effectiveness” and
“comparative effectiveness” as well as “social, ethical and economic
factgj;" in makiné its assessment of 2 health care technology. These
wide-swe®ping considerations could be used to channel the activities of

g. the Center to achieve economic and budgetary targets rather than patient

care goals. It is not unlikely that the threat of a financial cris{s in
the Medicare program could causé‘the Center to emphasize restraint of new
technology and cost containment at the expense of desirable patient care.

The AMA believes that for mdst new and emerging medical technologies

i

the assessment of .their safety and efficacy must be separated from tﬁe
- <
issue of whether or not they are cost-éffettive. This is nécessary
because medical technologies often do ;ot become demonstrably
cost-effective until long after :heir’safety and efficacy have beenx
h demonstrated, An example of premature cost-effectivéness assessment was
that conducted by federa]l health planners with respect to Computerized
Axial Tomograthv (CT) scanning. In retrospect, had the planners
succeeded {n greatly limiting CT scanning {n {ts first generation form,
we mig&? nnt n;; have the improved equipment used so beneficially in
patient care today. CT scanning has lowered costs demonstrablf in magy
areas of sarient care, Also, this technology has greatly iwmproved

matfent care hv eliminating the need for (nvasive, higher-risk diagnostic

nrocedures {n many cases.

, ~N
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Ve Q&ag‘question vhether the Center‘would be capable of properly
evalui:;aé the “social, economic; and ethical”™ effects of “health care
technologies.  These are judgments oa which society has not itself
reached agreement. For ;overnwsnt to'a:tﬁypt to make such determinations
and to enforce them could result in federal decisions in many sensitive
areds with great}gnpact on patient care.

Conclusién

The AMA {8 actively involved through its DATTA project, thé Council
on Scientific Affairs, andvi{s various scipn:if!c'jourhals in the
aseessment and dissemfnatdion of i{nformation ragarding medical .
technologies. In addition, we strongly support the numerous volqptary
technology assessment initiatives beiné conducted in the‘private sector,

The AMA opposes S. 2504 and the technology assessment ﬁrovisions of

S, 2452, The exis:lés technology assess t activities currently being

conducted in both the private and public secters make. them unnecesary.

Senator QUAYLE. Thank you, Dr. Schwarz.

Next we want to extend a very special welcome to Dr. Knoebel,
who hails from that fine State in the Midwest, Indiana and, more
particularly, the place 1 was born, Indianapolis, although not Meth-

st Hospital there. ‘ '

r. KNOEBEL. You didn't also know that I was born_in Fort
yne.

nator QuayLe. Well, I was born in Indianapolis, so we traded.

I any event, we are delighted to Rave you with us. It is good

- seeing you again. Please proceed at your pleasure.

STATEMENT OF SUZANNE B. KNOEBEL, M.D., CHAIRMAN, GOV-
ERNMENT RELATIONS COMMITTEE, AMERICAN COLLEGE OF
CARDIOLOGY : '

Dr. KnoEBfL. Thank you, Senator Quayle. .

I am Dr. Suzanne B. Knoebel and Ellnora D. Krannert professor
of medicine, Indiana University School of Medicine and chairman
of the Government Relations Committee of the American College of

. Cardiology.

Cardiovascular disease, because of its prevalency and importance
as a_causei egt& \ﬁd ? ility, ig a consumer of a considerable
portion o a¥ le @l?&s rticularly in an aging
gopu.latxonn us, the American College of Cardiology representing

roviders of "'costly technology” in terms of dollars, and altimately,
the consumers of such technology, feels a particular obligation to
contribute toward the formulation of regsonable policy for technol-

~
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e ogy asseysment. We apprec}ate the opportunity of participatin
" this hearigg i B ,' L
merican Collepapf Cardiology believe unless g~com-
*“prehensive sciefitific, endingg, equitable ex1 nology ' = -
assessmeijt methodology is witlely opef@five the 'development. and/
. or maintemance of high cost ar cost rgising technologies, despite
. ~ their possibl¢ critical importancesfor individual ‘patient -manage-
. ment as well as for optimil utilization Vf ‘our- national resources, . -,
. will be seriously irgpairedP and the quality of medicine may be ir-
' - revocably compromiised. . . . . .
+ There are several lev8ls of technoldgy ‘assessmént, some being
. presently well met and others being the beginning phases. The
first level involves the-question of whether a technology is still in
, an in»vestigative phase or whether it represents accepted clinical
- practice. Consensus on this question.for most technologies can be -
© ' most easily achieved. The ‘American College of Cardtology, as well
.  as numerous other societies, has a committee charged with re-
. “sponding to such queries. Decisions are based on the sensitivity and
", * - specificity of the technology and general consensus about the use- Co.
-\ 'y fulness of the technology’in clinical decisionmaking.’ .. > '
) . A second level of assessment arises when the technology has
- . “heen judged to be“clinically useful and to have widespread applica-
. "*  tion. The question always arises, how widespread should the appli-
" cation be, particularly if the technology happens,to be costly in he
short term? In general, this secondqevel o hnology -assessment
< ‘also is feagible by medical societies and addifignal organizations to-,
. «  assess-at similar data probably are not- requi hereis unanimi-, ..
ty among medical groups on broad indiggtions for mos rocedures’
. and practices. U ' ) . .
The third‘level of technoblogy assessment is the level of present
_ . concern for-it invelves cost. 1t'is perceived that medicine is filled
v with medical technologigs, the usefulness of which is undefined, -

S . some of which are expensive and some have limited utility, but ,

*, ° haveshad continuing lives .nievertheless. Others -provide valuable e
. benefits for clinical decisionmaking, the formulatiop of’mandge- -+ ~
K ment plans and at a reasonable cost. - ’ e '

* Given limited resources,” it has been proposed that now i$ the
time that each new and eventually mbst alder tecHnologies should
» be assessed as to where they fit in thé continuum from' not.cost ef- ~ 1.
" fective and hot benefigial to cost effective and beneficial, both for
the short and Jong terms. Ty this point, no one group has_had the
] resources or the continuing support to approach this path. Teghnol- -
» . 'ogy assessment at this level is fragmented, and, certainl ;;éc‘f,ntiﬁt
technology assessment mgthodologies have not -Béen inﬁuential in
policy formulation. Hopetully, it.is this ‘concern that motivated S.
2.’)”1 . ’ -’ » - :
-® Formalizve clinical degision analysis may pravidg the gtructure ..
required to athieve -linked medical-economic.’technol assess- .
.., ment One appealis that it simulates gtinical practice. Each time a ;
- girtiend ‘1s spegr. a decision” musf be made and the sutcome of that .
o = decisidn is uneertain Decision analysis reflects the, stratdgies. and
T . the technologies that offer the greatest poteritial for a salutory out- .
©* corie It would be difficult to argue that’a technplogy which most +
. eronamically refines’ medica) . probability estimates for:successtul
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therapeutic outcome or diagnosis should not be supported, and vice

- versa, It would be difficult to argue that one that does not contrib-,

ute should be supported. Physicians ‘understand this and would
accept decisions based on such analyses. ‘

Because of the conflicting ohjectives of the various participants
in such cost effectiveness programs, however, it is vital that the ul-
timate outcome values of such analyses be cledr; that is, is it the
quality of life, length of life, return to productivity, cost contain- -
ment, or other values which are the goal? The potential for resolu-
tion of conflicting’objectives may be one of the strengths of the In-
stitute for Technology Assessment proposed in 8. 2504. To properly
pursue level 3 technology assessment, professional, academic, in-
dustrial and gevernment leaders will need to find mutual areas of
agreement and understanding.

In summary, technology assessment methods are needed which
preserve, advance, and encourage the development of those tech-
nologies which are beneficial and cost effective and which identify
marginal -technologies. The bill, S. 2504, through its consortium
concept, provides a beginning balanced approach, although there is
some reservation concerning the proposed representation in the
consortium. In addition, whether the Institute proposed can become
self-sustaining remains an unknown. If it can, however, much will
have beén. gained because a commitment will have been iade. by
diverse groups with different goals to forward medically necessary
as well as cost effective technology utilization.

I'would fée] that its most important charge would be to act as a.

| catalyst for the development and evaluation of criteria and méth-

odologies for technology assessment.,.
Thank you for your attention. -
. |The prepared statement of Dr. Kpoebel follows:]".
4 ‘ ‘ )
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" STATEMENT OF THE ANERICAN COLLEGE OF CARDIOLOGY (ACC) -

' . T .
’ , : '.,'- ON' 8.2054 x \
»  "THE INSTITUTE POR HEALTH CARE. TECHNOLOGY ASSESSMENT ACT" 'ﬂ;;,
‘”‘, ' ‘ o Prasented by ‘ ‘. ' _ﬁﬁ;
Lol ' : Suzanne B. Knoébel, M.p. ‘ ¥
. , i June 7, 1984 , | ‘ : S
e 1 am Dr. Suganne B. - Knoebel, Herman €. and Ellnora D. Krannert " lg& Af
) ‘,Professor of Hedfcine. ihdiana Univers;tyISChool o€ ‘Medicdine and. f. '
‘ ; Chairman of ;.h; 'Go'vex-rgmem. ‘Rélacions c&imit.n‘ee and .Past, Prgsident’
_of the American College of Cardiology.* Our College is ;;ée up N .&

9f_§ome 13,000 physicians and scientipts.

N L3
. HN
- . vt B

The American College of Cardiology, rnprosanfing'q relatively
high technology utilismation subspecialty of Internal Medicine,

appreciates the opportunity ‘to participate in this hearing.

»

Cardiovascular d{sease, because of Lgé prevalence and importance .

~as a cause of dsaéh and disability, is & consumer a .
] . .

L

-

. considerable portion.pf,che Pvailable health doli;;s gartiéularly
k, T . in -an agin% poﬁulaiioh. Thdé, the ACC representipg providers of
| ‘wostly technology,” in terms of dollars, and pltimately, the

: consumers of.such technology', feels a particular obl‘iqation ‘to

roq:rthu!a ite expertise tdward the formylation of reasonable

. . ’ *
. \ﬁ?lify fore technology assessment.

b ) . \ '
v Medical technology has beg¢n defined in various ways: Dy the

- - 2

N " nEfiee of Technoleoay Assessment as the set of techniques, drugs,

- .
. equipment, and procedures used by health-care professionals in .
0 L} -
. ) F ]
. ¢ !

*The Amarican College of Cardiology (ACC} is a:non-profit pro- )
. fuossional medical society dedicated to ensuring optimal care for
. _ bersons with or the potential. for developing cardiovasChlar
' - 4isease, and through education and socioceconomic activities,
preventinn of cardiovascular‘?isease.
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‘delivertng'medicalicarc to individuals; and,';he:sypiems within §
which such care’is defﬁg:fedr by the Committee to Plan a Private 3

Sector Entity to Asspss Technology in Medical Care at the

Institite of Medicine, as a.drug, device, medical or surgiéql

*

.procedure, or combination of the Bbove and the knowledge

ncccssary fo: their appropriate use in the delivory of patient
care. The coverage is, indeed broad. The concern c! the

American College of Cardiology is that the’ technologies ytilized
N .

for cnrdxovascular as well as other health care, howaver defined,

be evaluated for their nadieal relevance and cost-offoctivones-

&
“

* in such a‘manner that policy daciuions and/or regulations .
impacting on their utixization dan be precisely and equitably =

- -e-lenled and apbﬁxad. The ACC, as the patient's advocate, .

believes that unless a coaprehenlive, ucientific. endu:lng,

equitadble and flexible ccchoplcgy assesament methodology is

widely operative, the.devclopment and/o: maintenance of yighwcos&

or cose-raxsing gechnologies —— de.pite their possible critical

importance for 1ndiv1dua1 patid%t management and for optimal ! o

utilization of our national resources --- will be acrioqsly '

1mpaxre¢ ' _ v o f Lo ¢

There are several levels of technology’assessment, scme being - .-

p;asently well met and others being in the incipient phasc only.}

. »

The first level, the one with which we are all mqst familiar, &
.
involves the question of whether a techneology is still ip thq '
experimental or glinical invedtigative phase oy whether it
represents accepted clinical practice. Consensus on this. .,
question, for most te%hnolog{es, can be-relatively éesiiy‘ ‘ ) ]

, achieved, The American College of Ccandiology, as wéll ase
. ’ . .

numerous other societies, has a committee charged yith regponding

tn such gueries. The ACC committee operates in study“gection o Y

’

format with ;n61vihual coMmittee members peréing’ps primary wnd . '

sesondary reviewers. respectively. The teview is basad on the

Jiterature relatime to the senditivity and’ specificity of the

L . - . -
. . : ~

S
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technology, gathered data on the use of ghe<technoxog§ by the
cardiovascular specialint, and goncrhl consensus abqut the:
-usefulness of the tochnology in clinieal deciaion-making. .
Problems drise only when the technology is highly dependent on
the -kxxx tequirod to Appropriately administer the technology

or. nglrprot the results.

. S
A second level of assessment ‘arh'd- when the technology has been

judged to be clinically useful and to Thave widclproed ’

'applicabllity The qu‘stion alway. q:isal ~e- haw wtdc:prcad nhould s

.

the application be, patticularly i{f the technology happcn- to be

'

eo-tly in the short-term? whaf putscntl should be so treated?
Qhat patients sboula receive what t}pe of prclim;néry‘ovnluutich?

1s corona£} ar:.riéqtaphy always {ndicated if a ﬁaiicnt is beiny | -
aon-idarcd for coronary lutgary. for cxample. or are thnrn

variants which should be 6valuntod‘1n uddition'to anatony prior

to making a dccision about coronaty artary bypase ” lurgory, such

as the presence or absence of ischemia?

Rt Y]

i h ¢

In general, second level technology assessments al'so_gdre feasibile

by medical societies and additional organizations to assess
-imxxar data and probably are not required. Thern is ananimity
.among medical groups on broad indications for most proc;dures and
practices. The ACC has uofkcd with the Ameriéan College of
Physicians and othar'organizatioﬁl to aaliut_B}Qu erpsfslue .
Shiei?. for.eiampie, in formulating guidelines relative to the
clinical indications fof séme of the more cosg&y and widespread

technolngies. Consensus was not difficult to achieve in most

r' ' ' _3_‘\

w

cases., It is true, of course, that most pﬂysLQ:gns can rightly /

‘) "u . '.

j; IV
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.‘@OSHQ out the potential dctgiﬁnntai effects for an individual . AP
pntlont of ‘any xestrictivu &linical indication. gnidcltnou. Mont

" of these arguments are Ebt:olpaeesvo, howav-:. while mndicinn 1-
" probabilistic and, thu-, proapcctivo. An additional probl
arises in this form of aulolpaont when the agencies which ~i\'4
originally rogu-utcd the information attempt to further r-at:&cs
and rcf&nc :ha guidelinc.. This results in adverxse and

..- .

dost:uctxvq rolationnbipa as the physician qrdgps have in moet  ° SN

c

qp-e- made the maximel concessions pc-libxo iR the in:erest of
relevant nedieinc. Fur;hor rtttrtctsons maygotheretorc,-he 1 :‘ -»\:fw
| de:rimontal zo paexant care and at- vi.wnd ao bcing prima:ily .. .
'neonom4ca11 motivated. thnh&ians cannot adcqpt .economic. v ',w‘

conlxdoratiogs as the soxc guiding g@inciple for hea;th care |, N

: dcctsion-. - ", :

’

. The thlrd level of technology assessment Ls th- Jevel of prcnent
,concern for Lt include- co-tAcenliderazian:. It 18 porceived v

. that medioine is fillcd with tcehnalcgies th& af!icacy of whxch

- s

1- undefined. SQme,a:e axpcnlivs and have 1imitcd utility but‘,
have had continuing liven, other! pxovide valuablo benefits £or s

clinieal dcczsion-maxing, the formulation af manaqedont plans and ' . »

aff a reasonable cost. Given limiged resources, it has been . . T

proposed that now is the time that oach new and eventda1£y most .
older Lechnologios qhould be assessed as to where they fit in - N

the dbnc&nuum from not co-t-.ffective and not beneficial to ;; 2_ -
dost-effeetive.and benaficial bothnfo: the short Aand long cerm . ,
In addition, the assessment should be'in su;h a fqrmat that thk . S

results are %uantifiable and directly compleme%tary to ‘n,'; .o T ;

- ‘ - = A

sxmhlqaneous clznical'effxcecy-avaluaiions so :ha:‘?he public,s

. -
&
n

;
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physickans, ho-p}tnlq; chird party‘pnyers and policy makers have
the information needed to make apprnpria:e decisions relative to
reimbursament whether direct or withxn a prospectiJ: payment

¢ package. To this point, no one group has had;}he resources ‘or

con:inping existencc to apprcach this task. rgchnoxoqy -,

. o asseismfnt at this lavel is fragmented and, cer:alnly, scientific .
technology assessment methodoloqies have noc b&on influential in ;
policy formulation. Hopefully, it is this cOncern‘that motivated

) 5.2504. ‘ ' S '

~

.

Formalized clinical decision analy.il. with modifications as | ';
nc-dqd@ may provide the structure required to achieve linked e
medzda!~econemic technology assessment. The utility oF'any

‘\ specific technoloqic application or management plan can be

. - ) quangktativexy 1sol&ted by the technique o£ formalined clinical
'dncszOn analysis as each atep in ‘the decision maxing process is
explicit in téfml of the ptcbability estimate enhancement,
diagnostic or tn?rapeutic, and the cog:;con:ributgd by the

'.tgchnology. other advan;ages of the process include the "

- potential for the'nevelopment Qf, _' ) .. .

» guidelines for the practicing physicgan“as.well as the third

‘s party gaydr:and the goveinment agency concerfied with
R) k4
é;oviding for quality patient care, bBut faced with a
. sometimes beM ldering array of didgnostic tests and ‘ s L
\ .

. thexupeuti; requéngh‘ Perhaps, more importantly, the publzc &

(j‘ V | .
could for the fgrst tims understand what impact teq?nology
Ve . atilization has on thg lgvel of care they receive-

o) *nn*xratxve d'!.gra on-rost. and medical efficacy to guirie )

, - . qovernmental and insurance agenc;es a.oncerned. with e

‘ . <-«ar.t~<‘mq£nnment..“ - ’ & . B
,‘). L ’ . T -5 - " ' ) /
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5 o cxplicit comparntiva data on alccrnnzive diagnostic
mthodologies and ehe:a,peutic moﬂalito-. It 1. diﬂicult. R
atgue agaxnst. ‘the prin¢iple that it is the nctmo).ogy m;h

monr. oconomically refines medical probability estimates for

‘ a successful t.horapoutic outcome or diaqno-in that should be
i supported . . T
. - ) ¢ v [

' ' ‘ ﬁ\”‘;' ‘e ' i

Becausc of thw konflicting objectiwes of the varlous pan.icipantl < L

-

"in cost-effectiveness mnlyses. it is vit.al that the uxtimat.-

outcome values o! luch analy:@ bovpxpucir., i.e., is‘ it‘quelity

:;' of uz-. length of life, return to prodictivity, ) ~E

i .

cou-agnt.umont, shife in chu- of care, of or.hor valuds whiclt
-~ ua the goal? The pot.enf.ial for resolution of conflicting

ohjectivn md/or assessing the impace of purouing one valué on

M

- ot.hox' co-uht.inq values may bé one% t.hmt.rengchn of the

- ({nntitute-gor Technology Assessmant sed in §.2504. To

-

propcrly puuuc lgvel three r.o‘bhnblogy nnlsmem., professional,
. acadamic, induct.ricl and government lcadors will md to find T
,‘areas of agreement and understanding. ot

*
.

It is obviols that all clinical decgs@-makinq should het be
) -

: o
- lubjected. e fa&al cnmcal decision m,wses. That would ot

be cost-effective., It is guite p_ossxble, however, that 'k

concentration on a few costly but less effective technojogies
. . .

-

might result in sufficient savings to al&w‘_’meaningfﬁl ‘advances
ol .

\

-inésienti fic mediging to continue. ,Poor or no informat.ioh on’
technology costs and effectiveness‘ h peqn ¢xpensj,ve het:auae of

s!npucation, over-—utihzation and me r;& focused demand._.
: .
“MU od loqxes wh’zt.'h dxreu.ly assess anatomic alteriﬁions of

-~ li1zeape; which measure secondary -ma%festations of disease and
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is some reserva:ion concsrning the. adequacy of subspecialgy

"ropre!entation in the conso;tium ‘as outlined.- whether tne

[ A W

_ cen:raccxle. homodyhamie or. cxcthophy-iological functioning and

which’ ashess mchgrdiax and periphorial pe:!ualon, metabolie

Py )
state and celxuxar viability .are vital in order that nocie:y can
derive banefia from new knowledga relatxva to mechanisms of

disease -mr"s.t qvoxvas. ‘Wayg must b. found t.o pg-ovide fqr such
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In sumary, technoxogy assessmenc methods which ptaserve. advance

. and encod!age the development ‘of those technoloqies~uhiaﬁ”4ra o

beneficxal am& Lo-:r/ﬁfectiva and which identify mgxqinal q

té@huolog;es are needad Lonq-terﬁvas wall .as short-herm gaipl
», . ~

from apocific tcchnoloqieg should be considered gnd the focus

must not he” pr1mapily economic. S 2504, bhrough its conlogsium

tdncep:, providés a boginningv'balnnced"approach althuegh,ﬁhere‘f

.
- “'\

Ivgsitute propoied in S. 2506“can become selt-ons:aining rawainav .

_an unknown. If it can, hcwever. much will have been gaiﬁdé

*

because’ a commiiment will havn bccn made by diverle groups with

. -

"di1fferent goals to forward madically necessary as wnll as

gosc-eﬁfective technology utilization.
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The American College of Cardiology appreciates this opportunity

to‘presen: its 'views. Thank you for yeour attention. Y would be
by e

4

. .
happy to answer any questions. ' P

o .

3‘@:“ AVA vagy 2 RS

.. BESTCOPY AVAILABLE .

AR
&,



;_  : o ‘ 88

*Senator QuayLe. Thank you very much, Dr. Knoebel.
You are absplutely correct that the primary reason for our inter-

_ est was an awareness.that there was this fragmentation of assess-
. ment dut there that what we are trying to do is to get a consolida-
tion and a hetter upderstanding and ‘appreciation of the whole
issue, better knowledge, better data, better interpretation. I
worder, given that general outline, do you see that our approach

- would in effect do what we think it is goinf to do? How is this
going to wbrk in an. operation type basis? How is this going to

*

work? , :
Dr. KNoEBEL. I am. not sure I am answering your question total-
ly, but T would think it would be‘the understanding that'would
. come from having to work together to develop a solid methodology
that ‘would be importamt. 1 have found, for example, that physi-
cians don't always understand Blue Cross, and Blue Cross may not
understand physicians and neither may understand’ other insur-
-ance agencies or the Government. If they all -had to_sit down to-
-, gether and work on the goal for assessing a particular teghnology
- understanding should résult. .
Senator QuayLe., The example of the physicians and the insur-
. ance companies, when you talk “about fragmentation, can you give
us another examfple of current fragmentation right now and how it -
is somewhat confusing or that there is a lack of coordination?
. Pr. KNoeBgL. The American Coll of Cardiology, for example,
. is approaching clinical decision  anal g'sis using the standard aca-
demic approach as promugated by the. Harvard School of Public -
Health the technique is to determine whether a technology im- ‘
proves the probab,i?ity for a salutary outcome of a diagnastic or & -
. ., therapeutic program, so that it can be said that a technology con- '
tributes to patient outcome in terms of length of life, for example
by “x’’ percertt. It is not certai t insurance carriers understand
that this is why physicians at the problem. Doctors. under-
" Stand that; they will accept isions based on probabilities. They
will not accept a decision that is based purely on cost, That is, if a
! carrier says we cannot afford a technology and, therefore we will
not pay for it, that is a fragmented approach. I don’t think third
party payers are understanding physicians and I don’t think physi-
' %ians are uhderstanding carriers. The resuit is unnecessary con-
ict. . .
Senator QuAYLE. Dr. Maynard, it has been suggested that the °
grivnte -sector initiative toncerning technology' assessment be
oused within the Institute of Medicine, that that would be the
- proper environment for it to get its origins. What would be your
- comment on that, doing it within the IOM? -
Dr. MayNagrDp. 1 would state, from the standpoint of the Ameri-
can College of Physicians, which has beer¥® very active in this area
for a long time that, yes, the prifate’seetor must have an ongoing
and important role with projects such as our own -clinical efficacy
assessment project, 'but we see and believe that the focus of your
bill is to pmvitge proper balance between the Federal and the pri-
vate spctor. We believe, as others have said this fhorning, that the

Federal Gov. doesgh impadAnt onigaing role. Certain- .
ly, within t JAEN s%ﬁ@t’xmance, or ceordination be-
ups can'be most properly effected.
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Senator QUAYLE. Dr. Schwarz, let’s just assume for the moment

that there would be a disagreement on whether this would add -

more duplication and perhaps more inefficiency. Let's just assume
that the Congress feege andp?;he administration that there
ought to be something done in the area of technology assessment.
What specific concerns would ypu have about the Senate approach
and the way we have set this-out? Maybe you would like to com-

. pare that to what the House has done as far as a preference.

Dr. Schwagrz. If I understood your ﬁuestion correctly, we don't
have any argument about the need. The question is method, and

your specific question is if this were to.be implemented, what reser-

vations might we have relative to the way in which it would be im-

- plemented.

‘We are not oprosed to the form in which all groups who are in-

volved in technology ‘

to participate in, creative thinking. We have, as I nientioned in my

testimony, participated in such groups called consensus conferences

at NIH many times. There is a real value in it.’ "
However, we would be very concerned if this Institute were to

become the sole and only guiding light in technology assessment.

Why? Because, suppose our scientific experience, including my own .
. personal one, is that the best outcome when gou have questions

about which there can he differences of 0pinidn is that multiple

' groups making the same experiment, ou will, doing the same

-assessment, and then comparing what the outcomes are. I think

that if this became a monolithic versus a multiple approach to the
analysig of a given new technology you might run the risk of get-
ting the wrong answer which would have ar-reaching adverse im-

+ plications.

« 1 guess the second thing is that { would echo w.rhat we have heard

- before-and that is that $2 million, sir, will not go very far over a 7-

year period. 'And I (ﬁuess I would go further and say I am not opti-
mistic that the funds to make this run in the way it should run can
be raised with ready ease from the sources outlined in your bill.
This year alone, the AMA is putting in in excess of $2 million into
technology assessment, both,cﬁf‘ectly into our DATTA program and
indirectly into our drug evaluation program which is a bgse fron$
which our DATTA program runs. ’Fhe PROPEC budget pro
for 1985 is $3.1 million. Hence, the amount of money in your bill I
think is simply not ddequate for the magnitude of the undertaking
that you might like to carry out. » '

Third, I would go to a third concern and that is that if you have

such a panel, you want people on that council-who have expertise, .

who can make judgments, who have experience. I don’t think that
necessarily excl)udes that they could simultineously be represent-
ing the organizations which you have outlined, but I think that
that expertise is absolutely critical. .
Those are three quick things that would cancern me. ‘
Senator Quavie. All right. T want to thank the panel very much.

We appreciate your participation and.input. We look forward to

working with you. Thank you very much.

The final panel we have today is Mr. Samuel and Dr. Eddy, and
we will have some questions for the previous panel from Senafor
Kennedy. ~ 4 :

i . ‘

assessment meet to compare.notes, strategize, .
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Welcome, Mr. Samuel. Please proceed.

' STATEMENT OF FRANK E. SAMUEL, PRESIDENT, HEALTH
. INDUSTRY MANUFACTURERS ASSOCIATION

Mr. SamueL. Thank you, Mr. Chairman. We_ have a4 statement
whtelr I assume can be put in the record for the hearing. I would
fike to summarize a few points quickly and emphasize a few points
that we ;‘qu ought to be taken into account when you are lookin
at technology assessment overall. The points to be em hasxzes
_ relate to the extraordinary .structural .changes that sre taking
_place in the health care system. . ' ' '
Page 2 of our statement -outlines the major points that ‘we would
like to leave you with today. As it is now drafted, we think S. 2504
probably includes too much. To the extent that Congress thinks '
) . that new technology assessment activities are necessary, we think .
N that the priorities ought to be more clearly targeted in your bill.
' . Specifically, we feel that these authorities should be, at least in the
- first few ygars of operation, limited to serving as a clearinghouse,
identifying assessment needs, and developing and evaluating as-
sessment criteria and methodology. We think in each of those three
areas, there is a substantial role which is not being played now and
which could be played bi some’ entity. L ,
. The second point is that there :are fundamental changes under-
way in the health care system. They are drastically ehanging the
. incentives of hospitals and other providers to dcquire and use tech-
nology. Frankly, this reduces the ne¢d for techno assessment as
a cost-reducing mechanism. In the fasf, the record may well show
that there has been too much utilization of technology. For ‘the
future, however, we are concerned -that the danger may be that
there will be too little. X ‘
The last point is one which we offer for all those who participate
in discussions of technology assessment, and that is that techno Of’y
assessment means many things to many people. Fundamentally,
when you look at the estimates.of health care savings which can be
achieved—and those estimates run in the billions of dollars—the
question relates to something that is not really technology. It is
really patterns of medical care, utilization rates, and things of that e
nature, and even ethical values, which ‘I think are pretty farre- ...
moved from, if you will, a lay understanding of technology assess- =
ment. It is very important that. we. understand what technology is
and what assessment is before we.set up mechanisgps. o
. T am’ going to focus now for just a few minutes on the structural ‘
changes that ar¢ in effett in the health 'care systém, because thosé - -
i structural changes relate directly to the importance of cost effec-
tiveness analysis and to the frequency with which providers and
other groups are going to be doing their own technology assess-
ments. Basically, until a year ago,.the Federal programs said tb
headlth care providers, medicare providers principally, we want 3
more, give us more. We will pay whatever it costs- fundamentally; v
" jusfigive us more... s _— , )
. The signals are now Jrastically changed. They now say basically = - .
give us less. The chief example of this, of course, is the hospital ¢
- prospgctive payment system with its changed incentives for- the .
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providers. The. changed incentives will lead them to lower, tReir .
costs per case, not incur additional costs per case. -
Second, in addition tq_the hospital DRG system, we see an effort
to avoid unnecessary pital admissions in the first place. The
DRG system has its own way of doing that through the RRQ. In o
. the private sector, we see incréased cost sharing, we see capitation -
- programs, and- we see increased -use of alternate types of health
care. All three of these major phenomena contribute to keeping
people out of the hoespital, so they never go in and never have the
hospital cost in the first place. , '
. Third, we see a major societal interest in avoiding the necessit
for health care at all, increised emphasis on preventive care, such _
things as the campaign of private citizens and the Federal Govern- ,
ment against drunk driving, the awareness of* the effects of smok- _ v
©+  ing, and certain other health and 'wellness programs. ) —
In short, the combination of legislation and many other forces '
are going to change attitudes toward utilization of medical care
and utilization of technology drastically. IR
: . On pages 9 and 10 of our statement, we offer several quotes from
. a for-profit hospital chain, nonprofit hospitatihain, and free-stand-
ing community hospital indicating that they are .going to be taking
a much more critical look at technology, at its application and at
its utilization, If you look at the AHA's report of key trends in hos-
pital admissions and so forth, I think you can begin to see a sugges-
tion that this is actually occuring. For example, the t recent
. available quarterly report from the AHA is tgat‘adm ons went
" from™2.7-percent growth in the quarter endinf February a year ago
to. a 3.1-percent decline in the quarter ending February of this’
- year. 5
Anpother fa¢tor is that admissions both for the over age 65 group
" and the under age 65 group are declining. Admissions in the age
- group over 65 for the quarter ending February went from a 0.2-per-
cent decline in 1983 to a 4-percent decline in 1984. Thére is a de-
cline as well in the admissions for persons over 6b. It is unclear
whether those are at¢ributable to the winter or whether there is a
. longer, more structur! impact. '
Very significantly, I think, cost per case growth is slowing from
' 10.8 percent to 8.2 percent. Very significantly for our industry, and
I think for ‘considerations of technology utilization, nor-labor costs,
per case increases (inflation adjusted) slowed from 6 percent to 1.9
percent. ' . .
All of this suggests that the intentions of the hospital system to
.  use less technology probably will bear fruit. Consequently, technol-
ogy as a cost saver does not have nearly the same importance as it
did under the essentially cost plus system that we have had for
some time. Consequently, our concern is with promoting pew tech-
nology, not in discouraging it, and we are pleased that S. 2504 es-
tablishes that as one of its purposes. " ,
In short, Mr. Chairman, we see the health care system in a sig-
nificant period of profound change. We think that affects the utili-
zatjon of technology, its acquisition, the rate at which it is utilized,
and we hope that in endobsing, in perpetuating any federally in- .20y
spired teehnology assessment efforf that this will be taken._into ac- .
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: count and that thoseofederal efforts will be na.rrowly and practwal .
- swe Ly focused,
OB o -
g Thank you.
®  [The pre statement of Mr. Samuel and: responses to ques- .
XK tions_subm tted t;y Senatois Kennedy and Grassley follow:] .. .
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Mr. Chairman nnd Mun of. :h- camu“: . ) ’ -
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Ny name is Fraok Samusl. 1 “dm Presideat of the Hrelth Jndustry Macufacturere
. : ) . e - . .
Assaciation (EDM), & naticnal trade p-&hupn tepresent snd> 320 macufacturery

of iucu devices .na u..?oad proe}uetl. o S

b

¢ -

~1mmou\dm = e , 4

lat me bain%ﬁbiq sevenl ehmcrip’:iu of our xndu-try and }- tole

- .

in the economy: . .

L S Al

. ’

o HIMA's memberdhip sccounts forVmore than 90 percent of do.u:ic‘ ly pm—

factursd devices and dtmosuu and maigs virtually avery type of device end

disgnostic product on the market today. Vet most of our 320 memdbers are
...g tnh:bxrds have annual sales of lese :han 5o Iﬂuoa.

) mnlopdm medical products nquiru ressarch investsents ~ {nvestsents our
industry makes at o rate thres times ths national svarage. arly half the
respondents in & survey dome for the Food and Drug- M-tnu:nuon indicated

k]

their Sompany bad introduced s sigoificent immovation in the lagt 10 yeays.1/

iuu;ds of ®his 'kind profuces haslth care products that, in turn, md@-
f 1ongcr, u).thhr WYvas la: patsmu. . G .

° 'nu mdu:ry § con:ributiom unnd dayond hu}.th caresy snn clapanies
:ru:. most sew jobe in the econocay, 3/ snd this is pronomced fn our fndus—

try, ‘vhere the FDA survey found that one-third of the n-pondon:- had on:-nd

the market since 1976. .
. - ] - LN

o, Pinally, our industry h one of thc few in the manufacturing sector that '
generates a foreign trade surplue. The U.S. exports twice ss many devices

and diagnostic préducts as it fwports. This highly favorable belance of °

0

trade yialds 15,000 Jobs directly snd many more thoussnds indirectly.
. \ ‘i: ?

1y A Survey of. Hadicﬂ Device !hnutanuurs, louis Rarrds and Anmtl:u, )
July 1982. . 5._

2/ Between 1980 end 1982, amall businssses 3.n.rlt¢d the 984,000 net new $obs
1n the United States (:ho 2.6 milidon new jobs wore tham offuttins the 1.7
million slots lost by larger fitwms). The Stats of Small Business: Report
of the President, 1984, p. 25, And, lccot&i&k to a survey dy Dun & Brade
stroat, ssall companias will ecount for mors than haif ¢he 3 sillion new

enployeas axpectod t6 de hirad in 1984. L .
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The three points 1 wvant to lesve with you Lday_ar' theses .
. . ’ L
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l"o e are lklptlul of thd nacessity of 5.2504. To the sxtent Congrass w:hor

1m & technology ssscssmpnt insticute, the ;mmm s priorfties showid be
targeted to cc-plmnt ~= qot* dupltuu ~- the eurrm pluuu-uc nmnq:

m\u This coc.ld Qo done by limiting the institute's aythorities to umr-

L ol

g as & eh-rimhouu \2“ nh::.ng infqnnuo}an technolegy, identifying

assesament needs, nnd developing and m}vuns ln-u-.nt ‘Griteria and
>

o Nedicare yrulgctiv'c payment and ptiwn\ uctp'r nu:uu'n’ have dr;qﬁuily
nl'hnsed the iqp-su-u of hspitah, nking zh- myye cost comtm is the
.tqatu:'lon ol :ac.hnology. -nm uéucu the nesad for nulch to putrun
tethnology‘s costs and brings Iato mty relief the necessdty of u-mns

assessment's potentisl threat to imiruuon..
' -

- -
0 “nd\nology quunnt 4§ many different -&hxnc- &onn by -ny different
) ‘people lnd sroup-. ‘The fadaral .Qquat 'R nmnlu priority.ahould ba to.
. help umre thet 1:- own health e.nn purchases are ndc wisely.- n lhould
., avoifi s con‘i:-nz to :cc!:nal.ogy assessment §hn is cpen-ended nd npuc-
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> As wm explain later in our testimony, mﬁ. 45 groupo do tuumto.)

!‘hu- uuuo}‘u range !ru. Age:on, to jom‘;nh, to,pnmunt agen=
tian, to’ professionsl associations. HIMA believes §.2504"s omtlm of

P, e

- an Institute for snl:h Care Technology anm: would u-pxy urk IR .

the arrival of the 46ty ssaeynor nnd sohance the mtnucy o! awfhp

and dup¥catios anopg those assessors, IR — .

& . ., L - v

> ' ’ : : E
. B ) ) . L] .
- N . . * L]
HIMA also Melieves that ‘H thera fs a trus need for thc'lult’itun, if |
*

4 . i :
could be formed by privats groups (or a cowdnation of privags %nd, v x

public groups) without legistaticon. S$.2506 would shply prcvidc-tho { y

lxmtttutc h;h . 92 aillicn unc of fideral credit over spven ynn.

it €s hprchN.c that this 1m1 of federal umuxn suppost would ’ e

-

hduq pchmn groups to do what they couldp't oebonﬂ‘u do.

tem . . .
. ) o o-
.

The A5 adsessors inclode -3: 1nuum coapanies t!-t un.m l </

uxuom of dolhro in bulth cara bouuu -nn,uuy. A2 -1111

,unét federal e‘rqdn vux not bc the dcunining factor ss to vhuhor _)\ ‘,;
. P

private groups form e n_cv assessment body. 1f ancther assessment body -

truly makes sense, private groups c_ould fora it pow, without legisla- 8 o

L ’
tion. - . a :
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' B. 1f an Institute {s Created, Its Priorities Should be Carefully Targeted

LY
. .

[ . . \ .
_! * If the Committee decides an Institute is needed, the Institute's prior~
- . ities should be.carsfully :nrg;tcd. Specifically, the priorities .

should coaplesent —- not duplicate =~ theé currest plurdlistic sssess~ . hd

-

. ™apt sysfem. They should try to make ghe current system wrk detter ' -
- . 1 . ! .
'a£ aore ef ficiently. N -

.- ¢ . - -

As currently dnftefi, S.Zsm-wuld éivﬁ. the Institute broh suthorities
N ", ®ithout direction as tofpriorities. HIMA beliaves the mt upeful ) - b
suthorities =~ the ones 'thmt would do aon‘ to x:;crus. the current
system’s efficiency ~~ are cdhuit:;ed in )b;.ll sections 2(e)(1), ch);(b)-,
and 2(;:)(5). These authorities should bde the Lps:tfn:e-'a prio.rtttcs,
and we discuss them balows . " ? - . V4

. N : L .
o Section 2&(1) ~ Information Clearinghouse
P T -

. .
. . ' ‘

-
* i
-

4 Making existing information aveilable on technologies and technology '

¢

- .
. nu-mm}a could be useful. Disseminating this inforgatiqn regu- . T
larly and widely could help assessors learn of .and berefit from the
e aOTRST thetr counterpart® in other organizations. (One potential

——— o —

partner in this activity {s the Nationsl Library of Medfcine, which *

;sas virtually every work on medical technology publispéd in ‘n r

]
world.) ’ ' . Y

.
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‘0 Section 2(g)(4) == ldentifying Needs v . v .
« . : , ’ A »

-
- .
. . . ’

From its clearinghouse activities, the Institute sthff might iden~
tify needs in fhe. assesament of technologies. This information, once

\ ¢ made availadle %p assessors, could encourage more product {ive
- ’ ".. <
: rsntc.h alternatives, -
- '-
- . A
o Section 2{c)(5) — Criteria and Méthodologies
v N ]

- ‘ .

P

» L
. L]

T Finally, a potentially p:oductiw-!mction could be‘to develop and
1]

evalypte sssessment criteria ngd methodologies. This functief

(which hag boen the subjact’ of TA sttention) conld help assessots
B A
“‘do a better job of assessment. ’ -
L - v
& 7 - .
For example, mipy assesyments puport to measure cost-effectiveness.

But as the formey head of OTA's Health and Life Sglences Diviiion
; . o
- h&s noted, the techniques un) hava “bignificant weaknesses,” in

part, because they focus "on factors that can be quantified, such as
Pl
« death and financial cost, while tending to ignore nonquantitative

factoFs’, sufh as ethice and equity.” 3/

Re.ininp. assessnent crit.e!'ria and methodologies night mprove the (

accuracy, of assesgments and make thes a wpre reluble gauge (or

public and yrivnte dectsions abbuk\technology.

By focusing c-m the threedpriorities outlined above, the Institute could

avoid duplicating the work of asseasots‘.nnd -~ at the same time —

o - g .
might help mske assessments more Iinformed, relevant, and acgyrate.

3/ L‘swg Coverage Policy to.C

> .
L Medicare Cost,” by H. David Banta, page *

f‘ﬂ'eme on the Future of Medicare, House
¢

137% from Proceedings of ¢
ways and Means Commdttee, 1

Ls#,44. " BEST COPY. AVAlLABLE
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THE RESTRUCTURED PAYMENT SYSTEM HAS REDUCED THE KPED FOR COST CONTROL
TECHMOLOGY ASSESSMENTS - ,

«
» - .

. *

. - .

.

Much of the current attraction of technology assessment 1is' its-cost—saving

potential. . But that expectation ignores mijor chang'u that axe occurring .

ia health care financing. = ° N 'f

(4 . .

In testivony three years ago, RIMA told Chngress: .
Many of ths prodlems sllegedly linked to the devalopment of naw
medical/technologies —~- rising health care costs, irrational
utilization of sarvices, missilocated capitsl gquipment - are |
symptoms of the currant system for finapncing and delivering /)
care. Thase probleas cannot ba solved by regulating Pr Assess-
1ing technology; they require fuhdamental-system festructusring.

-

> .
The restructuying is wel) undervay. Pn‘t of ‘it e unod Medicare pro—

spective payment. Now beginning to b a ru;lty for smany hospitals, it
seans sround the émnx: fer_phyucilu. long~term care institutions, nnd'

o e -
- . we

other providers. 4/ ™

-

o

1h¢ point s. ttb.t technology assessment shodld not b. directed to solving
-

yvuterday s probhn Instead, ' we should focul on today's prohhnl/.-‘-
such sas reconciling ltuwnt coot controls wi:h the need for innovation

snd quauty health care. ,

Y

New finarwcial incent ives ars not liamited tf'uedicnre- The private sector Is
i

repletm with sechanisms that have effects Mizilar to thosqg intendeddfor -
DRCs, such l; preferred previder organizat fons and HMOs.

. U

-

4
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- A, Fey Incentfves Hean Substantial Changes for Hospitalb B o .

3488 41

2 v

» .
. ; ¢

Prospect iye pdyment's enactment last April mesnt &' ses change for

ho-pltnfs, locus of AO percent of bealth care costs and l!-)ority of

-

what can be termed udsul tcchnolozy.' no matter the defini- ) , .

- $lon, - o .
/¢

Under the cosr rcinburu-ent -ytte- nov baing

had no ipcentive ot to deliver l:lecnin services

.ps‘odunt- and procodurn. au: wolpccnn pay-lnt s incentives ars .
e * L e : . EJ ' -
exactly the opposite. ' " e

8y paying fixed prices for specifled diagnoses, prospective payment ' .
: 1
gives hospitals incentives to limit t;:o care provided to that truly
Al
neceswary to the patient. And the tendency to over-admit will be

monitored and controlled by Peer Review OrganiXations .(PROI.).AM, sore

cffectively, will be discouraged by the increasingly succassful /‘,

sfforts of payors - especially ia the private sector ~= to avoid
! , . e
hospitalization altogather. - . ’ .
. o

Inherent io these new mcentival ue strong biasas against overuse of

products and procedures asnd, more brosdly, ngntnnt products nnd pro-

cedures that raise costs. Development and diffusfon will also be .
1N : ‘ . '

S “e
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- affacted, ainse prospective paymant -- : ) : ‘
. . ' will (nflvence Mospitals’ decistdns to_ adopt new medical_ o
n . . p@oducu OF procedures snd may thersfore alter the rate : Lt
, ’ direction of :nd:nolcalul chasge in medtcina. 5/ o
T 8. Eolpits\- Ard Responding fo tha New Systes *
I . 4 ‘e ‘ '.' ‘. ': ! . ! r -. - . ' °

. 1

.iro-poetiv- paysant,’s ssasage has not been ‘lost on hospitals. They are

woving aggredsively to respond to the nev incentives. | .
- ‘ ‘

o r [} ' M ' > h '
T - '

o "~ At the 87 be-p:lta!u ovmd by Bymena xnc., ucbuologtu will be e 4

uhc:nd \hich incrnu eff{ciegey, mrun costs, and are safy and' R

. o+ afffcactious,” according to Paulatte hnk{ord m:.n'.', uatu nmtly the e 2

- N -

\ . _ hoapftal chain’ 2 Director of Technology Assessment. 'rhrousb tts t’or‘nl

technology assessment progrn, Emn‘ 1- lookxng for proénct- sod pro-, -t
»
) . cedures that are more produce {ve And less uwuiv‘ and that reduce .
A .
lengths of stay and lador c:pemn. Hnmfactuun "must demonstrate . .

e 4 -

very clesrly tho coat effact ivendss of thetr ptoducc:a, hnkford hn .

-

[ - . [y .
. -

,‘- . ‘ . m“' . ‘ ’ A . * )
) . . W
K ! . ' -’ . v - ¢, .‘- . L

Similar stéps are undarvay at Intermountain Rnaltb Care, Inc., = chain -

of 23 non-profie- hospinh that has ntnbu-hcd &.nev departweng to

. nspond to proipectivt pa:n,nt. Inttnmmtdn,s\PruLdint, Scott .
~ Vo - — .
' ! . -/ ! '
s ‘ ' . . - T ”
5/ “Diagnosis Relsted €roups (DRGe) and the Hudiure Pf-ogrcn- Inpi{ca:ionn for L4 -
Medical”Technology; A Technical Hmundu-, Office of Te?mology Assess- L4
' . ment, July 1983, p.6. . . ) ) S ¢
. ‘ h ' ‘ . ‘ ’ L ] oy '. ’
* « ” , . . .
’ _ ST - <L .
' 4 " +
L] -
- - . . .
’ . ., N . '
~ s . e . '
. . , . e R
[ ) .
. - N - ]
. - * r
- (Y L4 L ]
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Parker, has ssid that prospactive payseat's consequances “cannot be

minimiged,” obsprving: ) .

[Hlospitals arg realizing that in'the future, wotf
ment aml higher test volumes will no longer bde
ful formula ... It could de the worst thing to &0, to buy
that piece of equipwent and increase the number, of

procedures. . .
-~ . . v ] - .
‘. Hospitals sot gssociasted with chsins are taking similar steps to
~ .
. * satisfy prospective payment’s bottcm line demmnds. Providgnce Memorial

Hospital $n El Paso, Texas, for example, is purchasing generic sup-.? ,
plies. Cqntrasting prospecrive payment with cost reisbarsement, Provi~

dence Vice President Tom Lawson has said that today “sll purchases sust
be characterized by not how much revenue they will genorate, as done ‘Q
\I

the past, but what it will cost the hosp!tal." 6/

Ayaiuytl suggests these kinds of actions by hospitals are having o
- [} .

positiye effectn. For example, the rne.of {ncrease in ﬁhc cost par

-

inpatient case was 8.7 pcrcont in the period Hombcr 1983 to January

.

1984,. eompared to 11.6 percent in the pérsod qumber 1982 to February
1983, ° '

e algo kpow that fanufacturers sre restructuring the way they market
their.products. Under prospective payment, sanufacturers are incread-

ingly eaphasizing cost-effectiveness ~~ backed up by hatd data.
| i N .

N

3

6/ Complenent {ng the initiatives of the hospitals thenselves is a :echnology

series published by the Amerdcan Hospital Association. Drawn from sore than
70 journals, the series reports assessments on Dew ‘and exiuing technolo~

gies. ‘
1 4
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Consider what tha new incent ives mean for cagifothorasie surgery. FYor

' patients with apptopriste indications, h/ospi als now hsve incestivas to

encoursge physiclans to u.le coronaty nngi’ophlty instead of byinsn'
proceduras. In this non-surgical procedurs, s phyfician inserts a &
. ) »

“"balloon” catheter into the pa:icn’t's.lrtnry, steers the c:tbcnr o
thé obstructed coronary nrtcry. then inflatas the balloan, opening the
blochg-. On average, angloplasty costs ss 000 about a fifth of tbc
cost of .:hc surgery, with a shorter ueqporq'ion period‘and fewar wrk
days lost. ) ‘ !

. o ’ 1

:

Hospitals are not the only ones with an iotarest in the cost~

«f foct iveness of 'prodnctl and procedures. , PROs supply another layar of -

ravievw, focuaing 1‘3 part on tha one significant nou-ru.-m incent {ve
pro-pacthn payment giv;n hospilals: the {ncentive to incresse adalg—
sions. mly conscituted and directed since wo.paet!vc payment's -
n.me.cnnt, PROS will also review procedures assoclated with highar
aduission rates =~ or otherwise designated for ipoclnl scrut iny.

. : N : '

4 .

for m-{alc, PR0Ds wu.; raviev dypass surgery, the procadure ¢ Vetarans,

Adninistration study said wms overused. For many cases, the surgery

[ ]
vill oot ba performed on an alective basis unless a PRO first approvas -

the procedure ss reasonable, nedically necessary, ind appropriate for
-the patient. Other high-volums procsdured will da nt;jac: to PRD

review befors an sdmission or before the procpdure is performed.

.,

A d
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PROs will also try to coantrol%costs by revieving physicisn pncuu

* patterns, diagnostic information tor randoaly uhc:cd patients, cvcry

permanent cardiac pacemaker implantation or renphnution proce~ -

dure,” 7/ and cases with extraordinaty costg or lengths of-stay.

~
' »

' The stmiuunt‘ point 18 ther prospmctive paymest ia revolut jonizdng

the way health care providers approsch product unit costs and ut{lize~
tion ute-. " They sre aggressively conducting their own coo:-eontrox

. rpv:m. raduciq the need for such reviews -lnidun &8 s mesns of
controlnna Hedicare costs. And, se discussed delow, prospectiva
payment is based on historical data that -— unless updated -~ may not
-allow new technologies to be integrated into the progpectivé payment
systen, !

1 . VR
C. Prospective Payment Righlights The Need to Limit Techno lo,
Assessment '8 Poteatial Threat to Innovation .

Tnnovation is s reaarkably fragile procass that spins from the threads

of new ideaw the. fabric.df isproved diagnosis and therapy. 1t un'be

easily damaged by unnecessary obetaclas. ‘ .

Manufecturers decide to produfe a new product ~— and invastors decide

to.back new products -~ only sfter waighing tha research sxpenges
1
against the prospects for market scceptance. Pramaturs, slow, or

™ s
Request for Proposal (RFP Ne. EC?M-MS), "Operation of Utilizstion and
Quality Control Peer Review Organization,” p. 16. -

’ ¢

» . N h
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LT 104

otherwioce inapproprists technology ssssssment can quickly have an

.ilpaét ‘fnr beyond the facts-of individual cases. By adding time and

cogta to ths resesrch and dcnlopmnc process (s proccn Almdy
extanded by FDA review of producu), :.emxny uu-mnt can coapound

the techanical, clinical, and ﬂm;luory batriers firmms already hcc.

‘ldding to development costs. Stwe iaportant innovations, particularly
. . .

R 4

those with suall inirial markets, won't N\Ahh to meat-those added _

- . , . . . S [}
costs. , .\ . N / . .

‘ & ' ]
. * 4 \
Mors importantly, tschnology assssssent can have adverse affects oo the
poychelogy of inmovators becsause it cen -lsnificantiy %ru'n the
wicertainty of success for s new product. B {
. . N .

Prospdictive payment brings all this into sharp rslief. It has s0 .

changed h;npitu incentivea that today's problem is not ona of ! . ,
- )

but of 1u¢gritin¢ new technology isto tha prospective payment system. .
That {s sspecially important for procesdurss and products whose benefits
are difficult for individual hospitals to afford mader tha historically
besed prospoctive paysén: methodology, but which will schieve hesith .
care systea efficiency. L . e

. 8 ; t 4 .

Ll . + . Wg
. &

An example of such a procedure &s implantable infusion pump trestment
..

.

for cancer, cardiovascular dimu-, and diasbetes, Take the treataent
i

for liver cancer. An infusion pump is implanted below the skin to

-
.

13

[ L] ) S
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34 nrptlng the liver through m hcpltii artery, the puwp

nin{aizes the vell-inown .&‘hf!aeu nd sdverse ructiou. mch as

nausea and hair 1pss, cmly'cuocgnud vitt_s cap er chhoﬂunpy.

Thisg allows gptuun to uork and lesd more norsal lives. '

Not only that, use ’of the pw

lion'-'
1

In contrdet,

hospital stays.

patients treated cosventionally wms $559, cdmpared to $115 for patients
L] . \

<

»

i

.,

o

an outpatiest buinnnd thui:n: need not return to the Mosptial.
convent fonal th-iqnt requires repsated and am:uiv'
. - - [ -

Ons study found that the averad® costs per day for

./ '
pfuu don' of chnothonpuluc drnsn to the cancerocus

saves nouy by redecisg hoapiul aduip~

Aftear the pump s implanted,, drugs ohe b- Md.d to the pump on

-
treated vith the pump. L]
# . ‘e . .
/‘ - PY
' 1] . i
Daspite the new trestment’'s economic sadvantages, h ¥, prospective

payment dl-!ourlsn hoopxtau ‘from adopting {t.

This ‘{s decause tbc

$3,000 price of the p'uap cmld fause tha cost of cars for .ny om

hospitel admission “to axceed the rehv.nt prospccuvc paymt prxcu

Yet fower ndliniona and shorter stays are &Actfy the hnof!u .ough:

by gonrnﬁnﬁ and privats cost control measures.

vant prospect ive paymeant prices cause a loss for the hospital, thera {is

no incentive for

.

-
.

¥

ae

the product to be bought.

Bat, - 'bamn rale-

-
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T™his {s a fundasental point: One of today's problems is the tendency
" of proape-c:‘hm payment not to raallse the long-term savings of pre=
cedures that,cost mors in the short nn.. /Asd today's amrv
therg will de too lictle immovation, mot tod much; that there vill ba
too little lbu.ity to fmprova tl_’n qmuty‘ of care for Medicare
houﬂcf;rin. not too much sdility. ' ’
Let ng uh‘ano final ob:cm:icn about the {nfusion pump. Despita its
-«uul adwantages, 1t m:mxy rmlnd n adverse Nedicare coverage
recomssndation. Though 1t was ultiuuly nconmdad for ‘diun
.coveraga, the trnt'lont was don-é npariun:nl in the gpipinal Public

sHealth s.rvicc evalustion ~~ evan though it had bdeen gpproved by FDA.
B . X “ 12 »

. : ’ . C ' "

That (s a telling o:‘vh of the delays and coﬂpln.xtun :f assessing
products and proceduraes. Thna.fac:on'an significantly impede inno~
vation and dslsy hetter quality .ndienl care for Nedifara benefici~
aries. . . T . o ) ~

4/’

.

And lst's not forget tiat bdad, uninformed, or ‘h-ccnn_u assessmant s
_mean patiests will not be trsated with thoss Smproved products. FPoor
““.mm.vﬁ? not yksld simply conceprual 'rnult-; they trlmmnl‘iuo

lgss care or fewer treatments for the elderly.

1BAJIAVA Y400 1230
110 .

.



,III. “IECHNOLOGY ASSESSNENT" 1S SO SINGLS THING

-

-— ; ' S,

L 2% ' . *
. .
. Underlying the commants we make abova are seversl fundamentsl points about
. ‘ .
4 techoology and technology assessment. .
. ’ . V A} »
e . )
' - A. What (s Technology

)
T
Technology ¢an mesan & varisty of things sad processes. ._m ters has at
least three dafinitions: »

e .9 The Product Definition; A product ~= whether or not movel == that

" ‘is used 48 commection with & medical procedurs. Some discugsions
* . 4 ‘ .
dafine tachnology more darrowly to mean a nsvel, -nt'ro!-:bﬂrc

* . - N . .

. product .

.

) . e
. o The Procedure Definiefon: A wedicel or-surgical procedurs, includ~

.. ing the products’ uss,, but axtending as well to tha techniques of

: . >~
the health care professional in using products. Coronary artaty
bdypaxe surgery, for exampls, could oot de pntfomd without surgical

N ) , instrusente. But bypass technology is oot simply the instruments -

N~ . v . -
' v 1t includes use of the ibstrumants, training, end skill that make,

«their use crestive.\ .

164
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. 0 The Medicsl Care pc!:ﬁ*uom the totality of products, procedurss,

»

knovledge, and systems esployed to diagnose “and trest illness. gl

. v

It 1s isportant [to dnlinu:c these dafini:ional dif farences so that.

vhan ve agsess :cchnolosy we know vhather we ars assessing products,

+ prékedures, or medical cara,

B.

-
¥

-

’
-

What 15 Assessment?

r .

?

.

The dafinition of “Swsessment” is al¥o impracisa. . ) '

doctors for improving fheir prectices, and rosuhr.on for ndntnt

) o
Varieus people and groups need and use augam:.um of
. ‘ '

on ndtu»@pehnolostn- ~~ insurers for cm?angu c:j .uilbu

s public programs. Assessgont refers to the uthodp these ;ﬂoplh and

groups ose’ to ptber nnd analyese 1n£omr.ion on nchnology

-

p
o First, thera are diffsrent kinda ot‘anugmt_l‘. They range’ from s

‘'simple search of the u:-ra:ui"c on s :c&mology to “comprehens{ve

policy research.” 9/ A&’onc level, essessment is emium .
foformation. At snother, it is analysing the information

through snything from rough estimates to “sophisticated

-

4

8/

9/

"The Inplicntiom "of Cost~Effect fveness mlyuh of Medical ‘rnchnology, *
0f fice of Technology Assessment, August 1950, p. 191, I

"Technology As
Resources fo

ssment and Policy Making,”
H2alth; Technology Assessment Yor Policy Making, 1982.

by H.

David Benta, p. 23, from

2

17
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. . 4 c.::ur for Realth Services Rasearch (NCHSR). Among the critcrh usad N .

-
1

coaputerohun?i mathamat fcal praguu.tu.'h.}g_/ Finally, assassaent ‘ .

‘  “can In?:luﬁucmly collecting nev dnn, such as through rendomised
o ‘clinfcal trials.: ‘ . :
. - B - . -~ .
* .
- ~ . .
None of thsse "kinds" of uundu carry any specific msaning as-
. &0 the<"purpose” of the activity, - . .
T . .
. ~ LY . . - .
o In ‘factj thete are.many different purposss for a sments. Some : '

-
. - «

- , ’ assessent s u:-nZn: whather a &'occdurl 1. pare of the psckage of

urvim for which Medicare will pay.” This 18 don. by b Fational

= -
ce > by NCHSR ' rn such mlmtiom are safaty snd sffect{veness — the

e & letter cu!,.uo &fin«! to mesn vilsther » procedura has nedicel, S ,
. . 3

. value when under n:ul or aunsa conditions. '
. , ‘ . ‘ - '

\ .
(3

Dctcmxnxr&:hc safety and»gf!ceumn:_of-prgducu is the sole "
- purpose of FDA evajuations, But for FDA purposes, lffcctinnul
. means something diffnm'aq -h-thlr a product performs as intlndcd ) .

/\ “ by i:l.nmfcc:u{cr- undar the xnund.d conditions of use. To .
- - ]
clarify the -uiysu Ennhc:. thc un ;fuucy is -ou:im uged

' ”~
to, mean “ef fsct h&mn ip the ?DA sanse.

d , ) . -

10/ "The Implicat iom of Colt-Eff.ct“ivenell Amlysil of ‘Medical Teeshoology,”
OTA, p. 18. . . . -
A ' .

¥, 18

ot
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Some assessments sra designed only to evaluats cost affactivensss.
“The Cost Effectivaness of Stopping Preters Labor with Bets~
AMrenargic Treatment” is & nt:.ent qnnple‘ of the many nchmlfmy

agsqssments reportad in the New England Journal of Medicine. In
» - . - .

1980, *tha Congressional Office of Tachnology Assessment (OTA) fssued

sn entire report entitled “The hpuauonn of CoctX!fectxnmn
slysis of Medical Technology” mxch t‘mmd thit u:boaougze.l and
her limitations wean this form of -ulylu should not be rﬁied

upon too heavily). ‘ .

. . .
Anothar brsnd of sasessment uvnvu determining madical appropri~
steness — that is, M certain pru“u should be mhd.‘ Thesa
ars conducted by physicians as part of the basic -cignc- of -dlc.im
#nd comsunicated through health fm, nynpoaim. and profnuoul
journals. . -

. S
Yet othet assessments have vide-rsnging intantjons, ltke WIN's )
assbssment of tha "potantial legsl, sthical, social, political, '
medical, and sconomic implications” of using aieroprocouo_r-hlud
devices and diagnostics. And & ralatively nsw typs ~— performed by
PROS -~ 18 simed at assuring quality hospital care under prospcctive

paymeot, #s wvell as guarding agsinst ucnun adsdissions.

P .

. . : /

19 . .

-
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o Along with the variety of Agsessme and the variety of ses
:+ there is e myrisd of groups, drganizations, snd indivd s who cop~
duct evaluations of technology. '

Al <

'
- * L

As the former Director of the National Canter for Naalth Care Tech-
. R . ) v
nology t@d at ‘a Congressional hearing in March, 45 entities

) ‘assess &hnohy in one way.or ancther. 11/ .
. ' ‘ . . 4.

. ) ,
“  * who dous f£7 The Equitabla Insurance Company does. So do tha FDA,

‘ v

the Américan Medical Associstion, NCHSR, Blue Cross/Biue Shield, :m)
*

Fatiomgl Institulds of Health, the American ‘Rospital M.ﬁuhn,

“ihdive doctors, medicel research centers, end & host of others,

s

- . - R . i

In fact, much of vhat the multitude of medical journals publish ere
. . b

. reports of practitsoners to their peers On assessaents gf 4
F 2N . / .. - .
proceduress The New England Journal of Kedicine, which I mentihed,
1s awong Ohe most proainept. é Ve
. ] .

“
d J

FYaderal Covernsent Assessaants ' ( N -
S IR - . . .

5 ¢ . ' .
» . . .
_As nored above, the myfad pf groups that doss sssessments incliies the

fadkral government. HIJA believes !rknl assessaent n's‘gm"cu should be

. o~ ..
poy 4 . a
N L)

11/ Statement by Seymour Perry, ¥.D., before the Fouse Select Coumittes On
Aging, March 15, 1986, . A Y
\ A . . - | |

. .
. -
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. ‘ . -
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targeted to a key purposed lulptna'nmu that the h«r‘:l goversmens ' .

4
makes ita own health cars purchsses wissly. . ! ) \

To do that, priority should ‘:e sccorfed thg following areas where the - .

fedaral government has & direct .unncul H

/

"o 'Aasenn‘nn incident to other federsl purchases of health care --

¢
.

9 dssessments incident to Medicare coverahe decisions — HC7A decides
]

soms Medicare coversge issues on s mpiou). bnh.. Before making {ts ‘
z -

d.cg;ion on .o~<sf these {ssuss, HCFA askd NCHSR for a recomme
tion ort’vbether the tachuology shduld be covered. NCHSR assesses ths e

. LS
safety anmd af fectivenass of the tachoology incident to formulating

_ . - . \r.

© Asgsssments intident to updatipg spd recalibrating Medicare prospec~

its ruﬁnndo n. e

:"i‘n paysant prices and classificatione = ﬁm Sncnnry,--ftu- T . '
considaring roce-’mhcbu of the Prospect ive Payment Assessmant .
Cosaisaion, must periodically update and recalibrate Kn&tur- pro~-

spect 1ve ;.y-m prices and classifications. In making sdjustsents, - .

the Secratary and Coqiulon must consider (mps othen things) nwA

tc‘chnololsic-. . . 4 .

-

The feders]l government also purchases health care updex Medfcaid,
e Y

Veteranas Administration, CHAMPUS, and other prograss.

L . ' -
~ . . a
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D. Clapity In Analyets Needed ~ ]

&
v

The point {n all of this s to ninlorcc‘ tl;c flct that there 1is no
‘pinln' thing or process as :eéhnology assessmont . Sepuri:ina the
various components q! assessnent is sssential in d.u}dtng vhat it 1is we
want an anu-nt‘ body to do, what its qualif{cations and powers
lhquld.b., what nn:dsrd, should mlut.x“t puec;gn, nnd_ wvhat it's
going to cost. ‘ .

.
Confusion over what. tec ] u‘sbiomn: 1s contriduces to tha balief
by some that sesessmerz fs pabnacesa for cost control. In fact,
pc;urful(nn financial incentives are n.hng nnu‘.'-n: less important
¢ - '

as a cost conts#inment tool.

. /
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‘COK?LUSION: WE SHOULD DESIGN A S'IS‘I’E& ‘X’}IAT MEETS TODAY' S NEEDS AND

TOMORROW'S CHALLENGES -

¢ 4 4
v ) .

.

-
.

As n\,nmcinucn af -mhc:urcx:n, we ne' a changed end changing sorld.

. We saa prospcccive pcmn: as. 8 signiﬂcan: step in controlling costl.‘ We

see a Nutalmm cars sector in u.c.h 'nuun-n:n ara done by
.
,oyriad organ a:&om we :-c aisu luta ng over the very teras at

the basis of :hu di-cisnion.

f’

What we nsed ¥s an lﬂlul'tﬁon }atocus that deals with today's problams .m;

.

tomorrow's challgnges, ‘nat the probdlesa o?'- worid goné by. Lat's not

duplicate what 2lready exists or try so fix a problem that is 0o longer

By

there. -7/ . L., . -
v

4 4 -

include assuning chat quality trestments are available to pa

include encou) gifng =~ not discouraging — the'{onovation process that

. - . PO
pnomises great strides not Just {o quality, but in cost conuﬂ‘un: as

well. . . \
Ll
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,g§§§§£0N8 FROM 'SENATOR KENNEDY FOR FRANK E. SAMUEL.JR. .
SIDENT, HEALTH INDUSTRY MANUFACTURERS ASSOCIATION :

1. We have heard that the heslth industries should be primarily
‘responsible for technology assessment and sponsorship. What
assursnces do we have that the obvious confiidt of igterest
would not be reflected in raporting cutcomes and recomsendations?

b

A: Ve, ourselves, have not stated, and do not believe that the health
- product manufacturing industry should be primarily responsible for
technology assessment. (As tp technology sponsoruhfb, however, if.
that means sponsoring the df:Elopnin: of new technology, then we
'1ﬁ:3y don't know any other gay of doing it.), oo

/” ) In the first instance, such of the data gupporting a new technol~
ogy will come from academia nuq other research centers. It will®
be used to convince a Bovernment regulatory agepcy, usually FDA,
that -the new product in question 1s safe and ffective for market~
ing. Thereafter, and concomftantly, another form of technology
sssessment” will take place —— directed essentially,at utilization
and proper conditions, indications or subjects for use. This 1s
. an ongoing process for most techmologies, involving parts of the
e entire health provider community and reported in the medigal and
health research litersture, and occasionally focysed on a formal
technology assesssent process. ‘Almost always these formal tech- {
nology assessments are conducted by govermment or private payors
not by product manufacturers. ' .
Medicare prospective payment and private cost control prograns
. significantly fncresse the incentives to eveluate technology gxri~
tically, perhaps tdo critically. ’Publhu and private cost controd
mechanisms are making hospitals and other providers cost-conscious
in the acquisition and use of technology — precisely the end.
technology assessment 1s intended to .achieve. ’ .
On pages 7-12 of our statement, we discuss the new incentives, how
hospitals are respondithg to the incentives, and data suggesting
hospital actions are having positive effects. That part of the
statement also touches on the jmportant role of PROs in evaluating

technology.
- +
! 2. Can you provide us h som¢ instances when‘the producer of a
, health teehnology of the cr ayor of a medicdl procedure has rec~
. ommended that 1t ‘no longer used because of concerns abput its
economic cost, cost~effectivendss, efficacy or ethical reserxya~

tions?

A: Medical products are removed from the market continually because
of replacement by préducts that are more efficacious, less costly .
or more &cceptable to patlents and proviéers. The process :ypif
cally is a joint one between developers and buyers who, through
experience, decide the benefits are not worth the costs, or that
new substitutes provide qglatively greater efficacy or other
benefits.

Rl T
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What incentives are there for mahufacturers of health technology .
to asieng,the effect{iveness, cost effectiveness, social {impact,
etc. of its products as they are applied in the system and what
incentives do they have to disseminate their findings, especfal-"
ly when they are negative? ‘ .
i ”\‘."

’

When health care providers - especially hospitals -~ are ex-
tresely cost\consci 8, they put pressure on suppl#evs, including
health technology sszﬁliers. . <

RN
.The same incent{ves that encourage providers to look for copt-

ef fect {ve products encourage manufacturers to develqpﬁ;hen. As
manufacturers develop products, thay conduct internal’ reviews to
ensure that the cost~effectiveness requirewents of patients 83§-
providers are met. Similarly, manufacturers will copduct ope
tional assessments of effectiveness and other criteria because --
#gain ~= the product must satisfy the needs of patients and pro-
viders., ’ ’ 3

' S . * J '.a
On page 11 of oup statement, we highlight the balloon 'catheter and
{ts use in cbtonary angloplaity =< B cost—gffective procedure that
can substitute £& cardiothoraclc surgery. And on pages 12-15,
ve discuss the implantable i{nfusion pump, which is a cost-effee~
tive alternative to traditional chemotherapy treatment for live
cancere. . i - .

‘In the new cost-conscious environment, manufacturers increasingly

'will develop products like the balloon cathetér and implantable®

infusion pump. And in the. process)of developing these products,
manufacturess will assess on thg basis of cost-effectiveness,
effeetiveness, and other factors important to patiepts and pro~-
viders. And i{n the cost-coascious environment, the absence_of
positive cost~effectiveness or other important factors will be
obvious and have a nega‘Ive impact on product acquisition.

LY

When ivate indust'y does engage in health technology
assesspent, does It also share the results with competing
firms? . . ’ .

v

- .

- - # .

Manufadturing firms do not geuérally share results of Internal
assessments. To do so, would be at odds with notions of compe-
tition and innavation ~= wlifch fuel development of new products.
More significant, though, 1s what other parts of the health care
system —- providers =- &b with the results of teohnology assess-
ments. : '

As I noted abovéﬁrhealth care providers, especialdy hospitsis,
have strong {ncentives to evaluate technologies and to adopt those

that are cost-effective. - .

Certainly hoapitals within a system or chain share {nformation.

ur statement, on pages 9-12, speaks to the evaluation of technol-
ogy {n such situations, using both a nos=-profit chain and a for—
profit chain as illustrations. )

Particularly relevant is the footnote on page 10 on the American
flospital Association's technology series. This series reports to
hospitals the results of assessments of new and existing technol-
ogies..
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If there {s a sharing of research results industry-wide, what .’
incentive is there for one company to initiate research? Why
would {t not choose to wait for others to make that, investment?r

b4
L4 .
Industry does not share certain kinds of research results (sharing
this ki'nd of information would blunt the incentive to 1Ahovate).
0f course, the scient{fic literature reports on much research that
underping’and relates to Hevelopmental work of thig.kind. - How
ever, early success with an innovation requires haying information
of significant benefit for the technology in case early adopters *

wish to use it. Typieally, this information diffuses to potential

competitors soon after the product experiences early market accep~
tance. The potential for this rapid diffusion of informatien on
new technolbgies to result {n competitive product development (and
the attendant, ‘blunting of innovational incentives) 1s critical in
this prospective. payment environmqat. Preserving the incentive to
{pnovate will demand that the prospective payment systew be flexi~
ble towards agcepting new developments and the DRG prices kept as
current as pogsible. Technology sssessment nfor Medicare coverage
and consequenf\DRGC recalibration must avoid delay so the recali-
bration lags short as possible.

v
’

We have heard that technology assessmeﬂi can retard innovation.

1s it not the case that objective, carefully implemented research
assessing technology can enhance thg adoption of efficacious and .
sife health care i{nnovation? . .

o
1t is possible, but unlikely.

On pages 12-15 of our statement, we make s number of observations r
about how assessment can affect innovation. As we point out,
assessment -~ even if done as well as your question assumes --
compounds the technical, clinical, and regulatory barriers firms

already face. . N

Assesspent can do two things. First, it can mean additionsl de-

velopment costs -~ costs some smaller firms may not be able to -
bear. Second, and more significantly, assessment can cause an
adverse effect on the psychology of the innovator. s is

Pecause it adds uncertainty to'a product's success. .

So even if an assessment is performed as carefully as your ques=— '
tion sugges:s,'it can still generally pose barrfiers to innovation.

Por specific products, the right kind of assessment might indeed

be helpful. These products are likely to be those which increase
short-term costs, but achleve long-term costs or quality benefits.

Our final point is that it gls unlikely an assessment will be per-
formed that carefully. The statement on page 15 notes that the
implantable infusion pump treatment for liver cancer was the sub-

ject of a faulty Medicare coverage assessmenf -~ later corrected:

* This s angexample &f the delays and complexities of assessment

-- factors that militate against carefully performed assessments.

'
/ . . !
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7. Do you have any {llustrations of how Nealth technology assessments
in the past, such as activities of the NCHCT, undermined innova~

tion of potentially useful products or procedures?
- \

¢
A: I think the best example to date is noted on page 15 of our testi~
mony relating to the implantable infusicn pump. Further, the
authority“of the NCHCT to compile an "emerging technology 1list "
caused g good deal of uncertainty within industry regarding its
possible use as a4 barrier to entry, '

-

,

8. Do you think that it is important for ¢he federal government
to substantially increase {ts commitment to health technology
assesszedt or do you think it should be'conducted exclugively
by the private sector? ’. '
: “ ) : ..

*
.

A: The answer lies s&mewhere betweeé the alternatives stated in your
question, " . : _\*

The private sector plays a strong ‘role 4in ‘s:::;tins technology
assessments. Private gssessors include such diverse groups as the’
Equitable Insurance Company, American Medical Asgociation, Ameri-~
can Hospital Association, the American College of Physicians, med-
ical research centers, and {ndividual doctors.

The private sector's. role should be complemented by carefully
targeted - federal assessments. Specifically, federal assessments
should be rargeted to a key purpese: Helping assure that the.
federal government makes its own hgigfh.care purchases wisely.

.

8d the following areas where

~'To do that, priority should be accor
the fedeval government has a direct g;nancial stake:

© Assessments incident fo Medicare covdrage decisions — Thes
- Realth Caré Financing Adpinistration (HCFA) decides some Medi-

» ‘care coverage issues on a national basis. Before making its
decision on some of these issues, BCFA asks the National Center
for Health Services Research (NCHSR). for a recommendation on
whether the technology (usually a procedure) should covered.
NCHSR assesses the safefy and effectiveness 'of the té logy -
incident to formulating its recommendation. '

o Assessments incident to updating and recalibrating Medicare
prospective payment prices and classifications — The HHS Sec-
retary, after considering recommendations of ;?e Pr ctive
Bayment Assessmn:‘Cmission, must periedicelly update and .
recalibrate Med{care prospective payment:prices and classifi-
cations. " In making adjustments, the Secretary and Commission
must consider (among other things) technological advances.

‘o Assessments incident to other federal purehages of health care

; —= The federal govermgent also purchases health care for bene~
M \*\.iiciaries of Medicaid, Veterans Administration, CHAMPUS, and
ther programs. ) / '

-
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; ' _ QUESTION PROM SENATOR GRASSLEY FOR,FRANK E. SAMUELs JR:
: STDENT, TNDUBYRY MANUFACTURERS ASSOCIATION

: "y . .
Some witnesses stated that the federal government should be able
to make sound decisions with respect to reimbursement of various .

28 ‘ health care technologles. 1 think you also said as much in your
statement. . R
. . & . - . 4
L 3 1

‘ . Uould you agree with the position tgken by Dr. Brandt, to tHe
.- . -€ffect that any adgitdonal neéd In this area of the federal gov-
ernmeiit can be met through use of the results of private sector
assessment activiti{es? Or would you say that the federal govern-
- N ) ,ment’s own internal capacity in the tachnology assessnment area
-needs to be enhanced?

e .

A: We think £hat Congress should‘mostly enhance the federal govern-
. megt's authorit,y to determine whether it ‘should-pay’ for technolo~
’ : gles undgr its own programg = such &s Medicare. We support
, strengthened capacity for the Nstiotgal Center for Health Services
. Research (NCHSR) H@e&re coverage assessments 5o that tt;ese

' asgessments can pe’ione promptly and ‘openly. . ' .

To the extent’your questh% is directed toward assessments not
performed in connection wish federnl programs, we do not see a
+ federal role. On pages 46 of our atatement, though, int out
. ) that 1f there is to be expanded‘feddral support for anmnts
‘not involved with gbvernment paysent programs in this are§, there
are three activities that would complement. the current pluraustic
. assedgent system, Those activities are serving as an information
clearinghouse, {dentifying assessoent needs, and developing and
evaluating ga’sessment criteria .and methqdology.

. Senator QUAVYLE. Thank you. - S f
Dr. Eddy C v : ¢ . "

. , .
STATEMENT OF DR. DAVID M. EDDY, DIRECTOR, CENTER FOR

HEALTH POLICY RLSEARCH AND EDUCATION DUKE UNIVER.
SITY

Dr. Eppy. Thank you, Senator Quayle. ‘
First, 1 should describe my biases. Tama physxcxan trained in
surgery. | have a Ph.D in engineer\ng, specializing if}, t-ef-
fectiveness analysis and technology assessment. So, I suppose I
*  resent those who do technology assessments and who work with or~ .
ganizations such as those you have just heard from, ‘to help them
design policies.
I prepared a written statement, but much of 1t has already been
covered by prevxous speakers. Perhaps the most useful thing 1 cant |
v o do at this time is to address some of the specific- points that were
raised in previous discussions.
First, ] want to restate the importance of technology assessment
It is important we all understasid the-magnitude of the problem we
face in medicine today. We all know that costs are rising. We all .
- know that choices will have to be made. In order to make those
choices, we must have better:information or we are going to make
mlstakes ‘ 1

| - " BEST COPY AVMLABLE
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As | beHeve Dr. Knoebel said, a technology assessment is done .
every time a physician thinks aboyt the pros or cons of a particular
- procedure for a particular patient, or renders an opinion about how
a patient should be managed. There is no question that we are
. doing and will. continue t0 do technology assessments. The only
¢« . question is how well. : .
Unfortunately, I do’not think they are being dane very well.
There is a tremendous amount of room for improvement. Start o
with the fact that we have very little information about just how
much a procedure can be expected to improve a person’s health, !
- the procedure’s Tisks, its costs, and so forth. % i
. Beyond that, analyzing the value of aprocedure can be a very '
complicated problem. There are many different factors that relate’
" in complicated ways, and it fgan be extremely difficult to sort them
-all out. Unfortunateli physiCians, who have traditionally been the
ones to conduct technology’ dssessments, are in genperal poorly
. trained for this task. They might be very well trdined in surgery or
.some otheremedicalispecialty, but they may not be well trained in
.+ probability theory, economics, mathematics, computer science, and
“other sciences that are needed'to assess medical technologies.
. By and large we now rely on a consensus process for assessing
med‘;cal rocedures. However I.do not believe this is nearly ade-
vquate. The eonsensus process is vulnerable to oversimplification,
errors in reasoning, and obvious bi such as financial and pro- L
fessional biases. . , R :
I tdo not think there is any doubt that we do not yet have an ade- -~ %

quate system for assessing medical technologies. It you doubt thi ,./
Eh:&éq a

ou cgpefust ask the next physician you see about a perso N
* health! lem, to state the numbers that describe the v
_ diagnostiC test of treatment he or she is about to order for you.
Simply ask the phgsician how +4hat particular. procedure will
change the chance of a cure or some other outcome that is impor-
tant to you. Do not be satisfied with generalizations such as “we
believe the test is valuable in cases like yours;”’ ask for the num-
bers, and see what answer yot get. All you will probably elicit is a
severe sanse of discomfort..because, in fact, most hsrsicians don’t
really kngw these numbers—the information simpl? oes not exist.
Sit in on any NIH consensus conference and listen to the informa- -
" tion that is being used as the basis for the decisions. - '
What all this means is that we are ptobably meking some big -
: mistakes. Those mistakes, 1 fear, are translated into lost lives and
U lost dollars. I do not believe that as a society we really appreciate
the magnitude of these mistakes. - .
' “T personally believe tht the loss is measured in the tens of bil- \
liggs of dollars and teris of thousands of lives a year. To medicare,
the. financial loss is on the order of $5 E(:) 310 billion a year. . .
What does this mean for a Federal effor} in technology.assess-
ment? First, T think it means that the effort ought to be big. The
‘numbers I have heard are not nearly large enough. This may ot
be politically feasib(?but I believe this area easily deserves and

v

could support-an e on the order of $100 million a year. We
spend $) to $10 billibh ddkpg research and developinf1 new technol-
ogies# It anly makes sense to put some money jinto the last step in
the precess which determines how that research information

s
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* should be translated into an actual improvement in a person’s
" health. While the existing efforts in the private sector are landable,
I do not believe they are nearly sufficient to correct the problem.
With respect to Senate bill S. 2504,-1 appreciate the concerns
that led to its development, but 1 see severar problems that 1 think
you might want to consider. First, ] am not convinced that the ex-
isténce of a board of directors and the.existence of a line of credit,
or even a grant, is the major barrier to the creation of a coordinat-
- ed public-private sector enterprise. The people who are doing tech-.
nology assessments can’ get together right now if they wanted to.
e There-are a relatively small number of them. Tﬁ,ey,ai‘i 'know each .
. other. They all have telephones. They probably éven meet on the
% ,+  Bolf course every now and-then. They could establish a board of di-
. rectors in 3 days if they put their minds to it." ¢
I also do not think -that $§2 million is the stumbling block. The
larger groups now doing technology assessments—largely by con-
senses—could come up with that much money if they chose to* The
third-party payers alone pay out billions of dollars a year in claims,
$2 million cquld be collected if the motivation existedz So my first
concern s that this particular bill does'not address the main bay-
riers. ‘ ) . ' .
. I am also concerned about the nature of the board. It should not
+ « be composed of people who have a financial or professional stake in
the outcome. Representatives of the professional and corporate as-
sociations can sit on advisory committees, but the board ought tow
be composed of representatives of the people who live or die by how
a technology is used, and people who know how technologies are

Finally, I believe the bill blurs the lines between public versus
private control. The act stipulates in detail the Institute’s govern-
- ance and mission and even sets'the honoraria of the board, but
feaves it up to the Institute to do the work and to raise the money.
' I wonder, if the Board wanted to change the Institute’s mission
'slightly, would ithave to turn to Congress to change the act?
Finally, I believe that the effort is too small. .
In summary, I think we all agree that there are impo t roles
for both the private and public sectors, but I am not convinced that
we need to tgink only in terms of joint public-private agency. If it .
is coordination we want, that coul easif; exist without creatipg a
Jjointly ‘funded agency. In fact, the public already sponsors many
. private sector activities, and people in the public sector ajready sit
on the boards of private organizations. People in the private sector
sit on advisory boardg for public ncies, and in fact dg much of
the work, review proposals, apg?:xe concepts, and), in many cases,
move in and out of private sectef jobs. So, the coordination detween
the public and private sectors is possible without a jointly spon-
sored agency. . . :

In terms of a new effort in the public sector I prefer creating a
new Federal agency comparable to. the National Institutes of
Health, Food and Drug Admmhistration or National Center for

\ " Health Services Research and Development. I frankly am not as
. discouraged about the products of the National Center for Health
- Care Technology [NCHCT] as others appear to be. If the main prob-

lem was that their analyses were divorced from the medical envi-
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ronmént, then that is gertainly not a problem with structure, mis- *

sion or mandate of the Center; that is more a matter of direction,

" which could be corrected. Howevey, if for sgme reason’it is politi- .

cally infeasible to resurrect NCHCT or create a new Center, I
would ~ddvocate a major increase in funding for the Natxonal
Center for Health Services Research.

T would like to close by applauding you for taking on this prob-
lem. It is a huge one, and it is extremely important. Technology
assessment is the Jast link in a long chain that starts with a re-
search idea and, we hope, ends up in an improvement in a person’s
actual health. A weakness in that last link can destrey decades of
time and millions of dellars of research, and can commit us to lose

. millions of lives and billions of dollars in the future. I believe xt
deserves mauors'upport ; -

Thank you. ‘ ‘

Senator QuAyYLE. Thank you, Dr. Eddy. :

I can assure you that at least kand others perceive this to be a

major problem, but I also can assyre you ‘that with certain fiscal

constraints, doing too much is just beyond the realm of political
possibilities. Therefore, I\wonder if we might focus on what ‘is
really ible Aind to look lat our bill as a first step. You mentioned

ones hooked up und theyrmay even meet on. the golf course peri--

. 'ﬁat the people who are invqlved in techno assessment have -

ically, and they could come together if they Wanted to. That may
be true, but I don’t think they will unless ti}ere is some entity or
some umbrella where they can come er in a strugtured way.
‘We can offer some sort of ‘enticement for them to sit down at the
same table and for them to try to rationally dJsQuss where we are"
- going to go on this. e

Therefore, 'if you accept that we have to do something rather

_ minor, that we are not going to be able to do something major with

the budget restraints we have, what do you think of the approach
that we outlined ini S. 256047 Would that be a good first step or not?-

Dr. Eppy. I am still confused about the relationship between the -
public and private sectors with respect to the governance. of the
proposed Institute. The governance and mission of the Institute is

. stipulated by an act of Con gress, yet, as I understgnd it, the mis-

sion is to be carried out and the money is to be raised by the pri-
vate sector. I believe. this split leadership, split reporting relation-
ship, and lack of flexibility will compliance the accomplxshments of

. the Institute’s mission.

1 would rather see a program that is exther primarily pubhc
sector or primarily private sector, rather than a combination of the
.two For the public sector, I prefer a large increase m funding for
Natxonal Center for Health Services Researchsor, betteg yet, a
n w ipdependent agency. For the private sector, I'would favor the
ghttorward approach of making. a large grant to the Institute

.of Medicine or some other highly respected impartial body,
Senator QuayLE. Well, the chain of command, the ny that we
set it out, is really dominated by the private sector. It was intended

to be that way. We felt that the private sector has a great deal of
the expertise and that they-ought to be involved in coming togeth-

er to rationalize where we are going to go. We left open the guid-

e
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ance mechanisms and the direction that they are going to go. We -
~ wanted to leaye as much flexibility as possible. S
The ,Governmant tried the Center for Technology Assessment
within HHS, and it was phased out in 1981. It was just simply a
, Government program and it became bogged down with politics and
.o other things and simply wasn't workable. So, this is a different
type, of approach. Dr. Brandt mentioned that he wished that there
. was’ more coordiflation, .and a little bit better understanding. If
: * seems to me that what you are saying jis that perhpas we ought to
- put it, or at least the private sector aspect of it, in the IOM, if you .
are going to have tKg private sector initiative. Is that correct? = -~
Dr. Eppy. Well, I was going to ask (you why, since Senate bill S.
504 was modeled. after %he report of the IOM, the IOM was not
designated in the bill as the appropriate place for the new Insti-
tute. I will just say that the politics that the NCHCT got bogged
‘down in were in the private sector, as indicated in the heari
that led to the demise of the center. I think that those politics still
exist, and would plague a public-private sector entity, such as the
Institute that is being described in the bill. : e
We should list the desiderata or criteria that should govern a de-
cision about where a technology assessment unit should be. First, it
must do excellent studies. Second, it mugt be neutral, not only po-
litically neutral, but capable of impartial reports. :

\

Third, I think it requires stable funding, because that affects its ‘ /. N

impartiality: The continuance of funding should be based on the
quality of the products and the usefulness of the reports, not on
whether the recommendations please or displease a particular
group. If & new organization must rely on varieys organizations in
the private sector for continued funding, I believe it will continue
to be vulnerable to the same financial and political pressures that
#%  stopped the NCHCT. The Institute of Medicine is one of the few ex-
isting oyganizations in the public or private sg&&bor that might be

.

able to withstand that pressure./ , :

Senator QUAYLE. Mr. S8amuel, on page 2 of your testimony, you
talk about limiting the Institute’s authority to serving as a clear-
inghouse or existing information on technology. How would that
work? What, in your mind, do you mean by that?

‘ Mr. SAMUEL. Let We, first of all, clarify the point, Mr. Chairman.
The clearinghouse is limited to three functions that we would sug-

. gest are important for this entity. In addition to the clearinghouse
function, the assessment, identifying assessment needs, and work-
ing on assessment criteria methodologies are also important. But -
let's go back to thé clearinghouse. ’

We provide, on the bottom of page 4, a suggestion of how that
would work. Basically, our perception is that we have'a very large

- number of assessment activities underway now. You heard about

some of those. The first thing that is needed, before we start going
off and daing_more assessment, is that all of those entities have
access to each other’s work, that any of my-manufacturer members .
would have the same, any. physician, any member of the public
would have gccess to the y of data and conclusions about tech-
nology that have come out of this whole process. We don’t have
~ " that now. You can go to the National ‘Libgary of Medicine and get
a listing of all the reported literature works on technology and, ob-

: ' J—
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viously, get some of those that deal with technology assessment,

However, our perception is that you can’t go to one, place“and-

really have a truevdepository of all that is known about assessment
of technology, whether it be clinical, whether it be economic, ethi-
cal, gr whatever. So, that seems to us to be a function that no one
else is going to do, even if they could get together on the golf

course or otherwise, and I think a lot of that could take place. I

must say I agree with Dr. Eddy on that point. However, even if
they would do that, it would be hard for them to establish some-

thing like the National Library of Medicine or like a central depos- -

i;ory of facts and figures that we think really must underlie all of

. this. Co ' .

. Once that is in place, and once assessors, whether the Govern-
ment or the private sector, are used to pooling their research and

the résults of their research through this entity, and this entity dis--
prae?ice of disseminating, through written .
reports, conferences, what have you, then I thmk you have. a way-

seminates and makes a

of beginnirg to identify needs. . ;

. That is the next thing we think is important. Where are the

needs for assessment? Third, how do you do it? I think Dr. Eddy’s
int about that is cortect. I think. right now we tend to underva-

ue qualitative benefits in technology assessment, long-term bene-

fits, quality of life benefits. We tend to overvalue proving clinical

- efficacy in a clinical bnse or economic efficacy. Clearly, methodo. -

logical concerns are important, too. . . ‘
All those arg central functions. It is unlikely that any one asses-

sor, even as big as Medicare is, if it decided this, would be able to

. do those central functions very well. :

That got beyond the clearinglouse question that you asked, but

basically the clearinghouse we see as a very essental part of the

foundation of a_better, more efficient technology assessment ehter-

prise. . . :
Senator QUAYLE. OK, gentlemen. Thank you very much.
[The following information was supplied for the record:] ’
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Desr Seantor Slatchr

The following cosmenta about S 2504 are offared on behalf of the 16,000
phystclan and scientist members of the American Collegs of Radtology. The
Coilage apprectates the opportunity to make these commenta snd raquests that
they Ha msda part of the record of pudlic h‘nnrims on § 2504,

[}
SAY B ANELWR T ECY f

v

. . Radiologistd era physicians who ars tralned and who specisiiza in the asas
: of Iomizing radiation and other radieat snargy forms for the diagnoeis and -
treatment of disseses, The eci{sntist mweders of tha ‘ACR ars radiologie -
physiciste, whoss Yiscipline undarlies tha davelopment of modarn radiological
tachnology, Radiologists are diractly responaidle for the bulk of medical

. , -didgnostid imaging proceduras and rediation trastments for cancar caquired

L © Oy Anericafis et eny Lime. J
‘ The fiald of radiology has dean a dynsmic part of modarn medicine, with the :

i sdvent end rapid proliferation of raw technical sdvances being ealscst -
routine tn the past two decadas. From tha stapla x-ray pesceduras of34940,
ve have saen tha introduction of radioisotopas, of ultresound tachniciys,
of linesr acceslarators far hMgh anergy cancer Irssticents, of coguter
sap'lt:n:xonu, f lraging concapts such ae computad tomogrephy, positron
. emiseion tomogrephy, single photon emission tonqgraphy, and currartly,

magnetic resonance. Each of thase modal {ties has sdded significantly

to tha abi'lity of the radiologist to tdentify ranges of disesse and
dieability. In recent jears, the use of cathater techniQues to restore
3cludad dlood vensels and_other 'dbody channels, to remove stoneés or
foreign baodies and t5 carry medicines to specific disease sites has * L]
Rrestly chgnged medicai practice. reducing patient rrauma, coste and
.omglizacions. N 4 :

S In many cases, the scientifit snd industrtal resescch necessary to daevsloo’
the equinment «ith which we underzake thess oracidures has been both extensive
and expensive. The equipment and supporting factlities are csmplex and costly
to odtale and to pperate. Not all of cur promising tachnologies passed nur
oW scratiny and sur-ived. .

. All of this emphasizes that the discipline of radlology has hed -
significant and sometimas vexing and frustYsting experiences with pd/oul
public and private efforts et heslth planning and technology sssessment.

(N Hence, our shearvations aboutl the process and our suggestions for spacific -

A approsches ~ome from rhesw experiences. o .

Une ~f rthe serious Jilemmas of .past technology assessmént effo:}u has Been i
t zonfusi n betwaen the stited objective and the Imperative of the assassor
t save monev in eome alement of health cere. To be surs. cost effectivsness

ts one proper slement of technology assesement. However, when il 1s sllowed
‘ to become the Zominant element, basic qoncepts and judgements aboul medical
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In developing this point, we do not suggest thet the Congraess should datail

) the wey in which the proposed instftute should cerry out {2s studies. But wa
“do urge that i{n the dL1l or in report lenguage, thet {t be emphasized that tha
purpose is to meke studiss for the medicel practitionsr and the heslth care
factlity, rather than for purposss of the host of othar disciplines which
Rave desmanded that sedicsl prectice be reshaped to respand to their citerie,

A second d{lemma {n othar technology assessnent proposals has bmen a
tendency by the sssessors to ignore the entire waight end worth of the
sxperience of the medicel community with a2 device or modality. Cliniciens
' do not sngege in the controlled studies favored dy the Yesserch community.
' Their testing ie pregmatic end peeningful to-them. Furthar! their judgements
ere made in terms of the managemant of patia , who presant as individuals,
Agatn, tha point (¢ not ro dictete finlfe deteil to the tnstitute, but
to urfe report lengusge raflecting the concern of the Congress thei the
e ) exparisnce of the medical community be utilized in {te essssssent afforts and thar
the judRements be couchad to have vaiue to :ha: comuunity, as well ee to .

N poiliy makars. .

This concern is somewhat occesioned in § 2304 by the propo‘ud composition of

the doard of dirsctors. Only three of 14 cited orgenizations directly represent
. Physicisns, whose decisions, presumably, are to be sampled, eneiyzed and ¢ ~
tnfluenced. Nurees snd hospitsl edminisctretors would bring heslth prof-uiuﬂ-

up to five of 14, leaving the othars concerned as suppliers oy third parties,

All of thowe Sroups have f{gvolvement end concerns with health.care, Parhaps

they will 'sppoint phystcisns to represent thesh. But in terms of contributing

to Yhe analvtical process, their contributions may be more political thea

scientific.

At the same time, (T seads :o‘u that the.board, es ocutlined, would be en
+. lnefficient governing body, einca ite members have the potential conflict of
representing their orgenization st the sase time thet they are to sst
policy for e functioning structure. This would bde MOTe sppropriste es sn
advisory group, with e smaller numder of phyﬂ:s‘nn and tnvastigezore serving
ss & management committee to work dirsctly with the steff. The larger group
could ba the machanism o select the smaller unq-mt committee, with the
. und-nundxns thet sewmbers of the ssalier group should have-perticuler competence
- in medical snalysis gnd decision making end thet those indi{viduels should not be

representatives of any sponsoring organizetlon, .

These &rs the thoughts adout 5 2504 es reflecting the discussions within

the American Colleges of Radiology. 1f we can be of any other assistence as

this recaivas further considerstion, pleese call upon us through our

legistative consulzant, J, T, Rutherford.
. t

Y.

/ Gerald D, Dodd, M.D. . ) .
Chetrman, Boserd of Chencellors ‘ . . .

x Senator QuAaYLE. That concludes our hearings today and the com-
mittee will stand adjourned.
. [Whereupon, at 12:05 p.m., the committee recessed to recenvene
’ subject to the call of the Chair. }
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