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six~ccmponent conceptual design 1

Mm

irough which syst atic action could occur,

echn 1ogjwt e]ated activities to that design,

Bomed
g

compared current Deparimental

identified deficiencies, and recomm ed remedial actions. It was recog-

nized that the Department's resources could not support such thorough

scrutiny of all the new, existing and develommg health techunologies (expert

estimates of which range {rom 3,000 to 150, 000) aud that many did not require

that level of aitention. While the agencies would continue to address other o

i £ /__,”"""-——“‘\—-~ i =
; o R e —— -
o i_mport ol tecnnoxooles through developmem of their own analytic agen d /ma

& P A el ~ P . de -
i I 1.émﬁ"'f’*‘~ar°epor proposes L_J at the meammc.lt through @ broad=based, pariicipatory
L 53 _———

small number of high-priority technologies, and

fe - .
S process, annually select a
{-L e subject them to an especially rigorouas evaluation and action process.
35 - s
The Study Team concluded that in order for such a system o op€rate effectively,
( ¢4¢ it should be managed by an cffice at the Deparunent level whose functions would
;”%’ 4 include the ollowing:
peporl
. |
— Ji [ -- develops operational procedures in collahoration with DHEW agencies,
tmed &
LA pR w - - & - .
} N qL 72 other Federal agencies (e.g., VA, DCD, OSTP, NASA, NSF) and outside
& ;s
- AL
“ 'L < . 5 h s s .
pe ¢ parties at interesi (e.g., acadernic health science centers, medical ssecialty
=" fha b groups, pr vzders, insurers, public interest groups, Institute of Medicine,
W o &
‘r! (;: N )
i i ¢ manufacturers);
e\
STP IR R |

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

B

-~ provides technical assistance to DHEW agencies in their management of

!

oo
Dase

non-priority technologies ed on experience with the high-priority system and

targets of opporiunity);

~~ Serves as a c%t“vst for formulating Departmmental policies on technology

msanageinent issues

L s
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-- functions as the Depax‘mlent'% focal peint for {though not exclusive

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

-~ functions as a ''switching point' for incoming inquiries related to health
technologies being addressed within the Department and for Departmental inquiries

about related activitics outside the Depariment;

e

-~ monitors DEEW agencies' management of technologies on an ad hoc
basis to obtain feedback on agency-based techniques, and to identify gaps
and targets of cpportunity for technicsl assistance or the need for further

conceptual developrment or formal evaluation.

Limitations of the Phase I Study

The Phase I study is not infended to result in & full-fledged prescripiicn
tor DHEW technology msanagement, but to produce a conceptual framework
to be used as = foundation for designing such a system in the luture,
Consequently, this report does not attempt to provide information on

(1) the technical abilities of the knowledge development agencies and their
staffs to conduct or spcusor the types of technical studies that need to be

applied; (2) the quality of such studies as are now being done; (3) the abilities

of the action agencies or their staffs to wield the intervention mechanisms
through which DHEW can impede or stimulate develooment or utilization

~ of a technology ; (4) the varicus options, with their pros and cons, for resclving

the deficiencies identified bwv the study team




Important study limiis were:

(1) inforraation was limited to reports prepared by the agencies within

P ——

ten days; the Study Team had no time fo do in depand ent data gathering or
verification;

(2) activities Wl"hm DHEW only were examined excluding significant and

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

(3) analysis was restricied to programmoatic and syvsteme approaches

and specifically did not consider which organizational elementis within DHEWY
might be assigned such functions or the levels of any additional siaffing o»
funding that might be required;

(4) medical technclogies only were examined; thus, health care system

management, rehabilitation, mental health and environmental techaclogies were

“excluded as were research and development activities per se.

ponchuentl » it is recommended that a Phase II study be promptly initiated
and that it focus on those aspecrs which will not be included in this first
report. The dimensions of the Phase II c.tudy are cescriked in Appendix

Tab 13.

Two Important Distinctions

The technical terms used in this repori are presented in the Glossary
{Appendix Tab I), However, twco distinctions are needed at this point to

sharpen the discussion:




(1) the technology system vs. 'technclogy assesgment’

This report focuses on a management process and a structure

(a system) for examining and influzncing technologies as they move
from dovelopment into practice. The popular term ''technology
assessment'' refers oaly to one type of technical study that mey be

applied to a given technology, and it is addressed as

i
e

e part of

Sectien Iv.

(2) knowledge development agencies vs, action agencies

For the purpose of this report, the Study Team has come to view
agencies (or parts of agencies) as having as a primary orisntation

either the development of knowledge sbout technologiss (e.g., NIH

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

actions taken to z'r_rlpedé, promoie, or ctherwise set conditions on the
use of a technology {(e.g., HSA or HC¥A). It is recognized that this
distinction is oversimplified -- most knowledge development agencies
have some action dimension (even if it is confined 1o publication of
information) and some action agencies have developed considerable
knowledge devﬂopmem capability {(2.g. OPFR in HCFA), Subsequent
studies of management changes will need to weigh the desirability of
maintaining these duplicative and overlapping functions. The typing
of agencies' primary functions is nseful for purposes of examining

missing or ineffective linkages and their costs.

A Note About Legislative Steus in the Frocess
Several legislative authorities will expire this Fiscal Year {e,g. NIFH, BHPRD,

NCHSR, NCHS). The Study Team believes that no new legislative authority
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necessary (o initiate the proposed techunology
They are within the Department's adminis-~
le Congressional interest in having the

latio

s required for the initial steps

nanagement process and struciure.

o

matter, However, should new legis

irative authority, and there
s targeted appropriations and positions,

Department move forward on the

prove desirable for such proposals
the time available to advance them for Congressional consideration will be

very short.
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I. THE CONCERPTUAL FRAMEWORK FOR A PROPCOSED TECHNOLOGCY SYSTEM

/‘Q&edicaa technologie f equently move z“:':)m a developrental stage through a frag-
s b T mented and hap:\aza ~d process into utiiiz atmn in the health care sysiem wnere they

& g// may assume a life of their own unrelaied tc proven efficacy, costs, risks, or

) / /

-~ K benefiis, /dimilarly, the process of technology development and iransfer within
ks - e ,M:LM

; R ) ] ~ ~ ) ; T

£, A }Viﬁ‘l W is at least as fragmented ana r1 phazard., Different types of technclogs

e o

S

scattered ﬂiroughoat the Deparfment, and there is no central clear
inghouse to provade info:r-mation about existing, new, and emerging medical

ie\hr‘olog“;e_.. Moreover, dey resuits from knowledge development agencies

H
k- are not linked systernatically to action agency mechanisms to restrict or
stimulate transfer and utilization of technologies, and no Departmental unit is

responsible for addressing these issues comprehensively.

Recognizing that the Depariment currently has neither a sirategy for managing
mzcical technology nor an anzalytical ;x&fad.igm upon which to develop such a
strategy, the Study Team has designed s proposed technclogy .system and has
structured this report in terms of the proposed system. Figure 1 on the next §age

depicts the conceptual framework for the system which includes a six-component

process:

/\ - 1. Identification and screening of candidate technologies
. Centralized prioy rity setting o ted 1ologies to be scv'unnlued
. Conduct or monitoring of the technical studies

tu
Translation cf technical fmmpsm for relev ant users
Coordinated decisionmaking 1o restrain or stimulate the technology
Intervention mechanisms to iraplement the decisions

(o2 J9; ISV ]
L

-

As shown in the following sections of this report, two of the six system
comnponents have a reasonably strong base of activities within the Department
while four others are absent or very weak. The Study Tea.rzi has

concluded that it is imporiant te correct the deficiencies of the existing

components and to establish the absent components because all ¢f them
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* Bacause ‘fechnology Development §s not a linear process, o cechnology does
not necessarily pass through each of che {ndicated stigen or pass through
thea in the indicated ordec.
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are needed to assure that medical technolcgies are exarnined and that ex

ol

}ota
]
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decizions are made about their values znd iimiis,

The components cf the proposed system and an analysis of what is now being done.
as well as what is not being dene, within each component constituie Jle subseguent

sections of this repori:

Monitoring and Screening (Szciion II): propcses development of a technclegy infor-

=}

mation base, and a process for "coarse screening' of health needs and exzisting

and developing technologies {o be analyzed or tested.

Development of an Analytic Agends (Seciion III): proposes z process of subjeciing

-

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

o

of an Aunual Technology Anzlysis Agenda for the Department. It also includes

decisions about what types of studies are {o be conducied and their ass ment to

appropriate agencies.

=

Analysis and Testing (Secticn IV): outlines five classes of techniczal studies by

which medicsal technologies might be scrutinized.

Review and Synthesis (Section V): discusses synthesis and '"translation’ of

results of technical studies and other expert opinicn inte a format for policy and

prograrm actions.

Decisionmaking (Section VI): prcposes development of a process for explicit

‘departmental decisions which link findings with coordinated interventions tc

restrain development or stimulate technology transfer and utilization.

Implementation/Intervention Mechanisms {Section VII): outlines mterve-_.,lon

actions flowing from ccordinated agency decisions and feedback of the intervention

impacts to the monitoring and screening component.

~
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MCONITORING AND SCREENING

- How could existing' and emerging technologies he screened

to determine wnicn might warrant high priority scrutiny?

v
v

-~ How can the Denartment identify and monitor the health needs
in order to j.ldP which problems warcant high priority
scruting ?

Descrintion of Mdnitering and Screening Component
& 2 o)

The Monitoring and Screening component identifies those technoliogies

which should be regarded as serious candidates for detailed study.

1

information zbout existing an

CL
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w
3
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wdaries on the range of technologizss 1o be considered.

The second element is an inventory of the causes of health impair-
ments and disabilities. This inventory would not only rank the causes
of death for various age groups, but aiso array the causes of various
levels of impsirment such as inability to work dr confinement tc bed.
Informaztion from the monitoring of health impairments would thus help
in selecting those technologies which deserve serious considecation for
iniensive study. Information from the impairmeﬁt-s inventory could

also help provide guidance for new technology development efforis.

The third element in the Moniioring and Screening component is a set

of criteria for ''coarse screening' tc identify specifically the technolo-

gies that are candidates for deteiled study. The screening criteria

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

ITIL3 T ATIol /31 ety B e s 555 R

g technclogies, which sets the fir:



which the technology addresses itself, the pougutl a1 doliar and

social costs of the technology, prominence of prcblems concerning the

have been identified through the applica-
o H

tion of ''coarse screening'' criteria, the y would move on to the phase

of Agenda-satting (See Scection II) where they would be subiected to
J J

"'fine screening'’ criteria to produce the Annual Analytic Agenda of

technologies which would actually be studied iz detail.

Ag n\,j £ciivities and Deficiencies

Monitoring and Screening of Technologies:

Analysis of the agencies' reporis reveals that there is currently no
system to identify existing and developing tec‘imologieé or to

provide the ''ccarse screea'' to select candidate technologies to be
studied. Not only is there no catalog of such .Nc’rmo?omes, either in
or outside of the Department, but expert estimates of the total -
nurhbez' involved range widelyv from 8, 000 {0 150, 620 major and

minor procedures and products, While none of the sgencies has a
systematic monitoring and screening mechanism, four of them report
activities Whicﬁ could contribute to the development of the needed

system.,

NCHS reporis that its 20 data systems include cousiderable macro
data on utilizstion and diffusion of selected existing medicsl tech-
nologies and that it would be feasikle to add o iis ongoing surveys some
questionnaire items about additionzl fechnologies. For example,
NCES can currently p;c'ox.ri-de macroe data which show increases or

~

decreases over time of different types of surgical procedures such
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as cardiac catheterization and hip arthroplasty. Similarly, the
annual hospital survey supported by NCHS inciudes items which

-enablie the center to frack the diffusion rate of such hospital-based

FDA reports that it maintains a computerized systern for post~-market
‘surveillance of approved drugs. This system stores adverse drug reaction
reports received from manufacturers, hospitais, physiciaas, the

Waorld Health Organizstion and other sources, including the literature. FDA

also has a system that lists approved drug product

7]

°

NIH reporis that developing technologies are under continuous surveil-
lance by the Institutes as part of their ongoing c¢ycle of program plan-

ning, but this surveillance activity is iniormal.

NCHSR reports that its intramural staff have developed a concept
design for an "ideal system'' to identify, screen, irack, and forecast

developing technologies, and that this ccacept design for a computer-
ized systém has now been embcodied in an RFP in order to have an cui~-
side contractor examine both its feasibility and its cost-effeciiveness,
he system-is designed to provide NCHSR with a systematic way of

identifying the universe of public and privately funded emerging tech-
nologies that should be candidates for its technology studies program
and, more particularly, to provide the base for determining the opti-
mal time at which to conduct thesse stﬁdies---i‘ e., before the tech-
nology is too far advanced tc modify through public policy iniervention
and yet sufficiently developed sc that it is peossikle to obiain adecquate

information about the technology and its pc ential aspplications. Since




it will take some time to demonsirate the feasibility of such a syst
the agency has also developad an interim informal approach for
identifying and setling priorities f v the study of developing technol-

=

ogies.

Thus, it appears that considerable work is already under way io deter-
mine the feasibility of the systematic monitoring of developing tech-
nologies which might warrant serious study, but that comparables conceptusl

work has nof, been dene for exisiing technologies. Such a mechanism needs

to be designed and tested for feasibility in Lhe near future,

Monitoring suid Screening of the Causes of Health Impairment
Analysis of the agencies’ reports reveals that the Department also
dees not have a systematic inventory arraying the causes of health

* impairicents and disabilities which could be used as a basis for the
selection of nigh pricrity technolcgies for study. Nevertheless,
there is considerakble nc,twny in the collection of mortality data and
activity in the collecticn of morbidity data as well, and a.gen-:’yreffcrts

in these areas could provide the foundation for an exp anded monitor-

MCHS reports that it is collecting a large volume of data concerning

2

the czuses of deé.th and, through survey questionnaires, data on

the causes of illness as well. NIH, CDC, HCFA are also collect-
ing information on the incidence and prevalence of disorders which
are relevant to their miscions. However, there is not snough infor-

mation with which to correlate the incidence oi the varicus diseases

with the degrees or levels of impairment that they produce. For

e mmm e e A e MA LANG e WA QLRI IAD 2R Lile
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exarmaple, one would want to know how many people with heart
disease are symptomatic bui working, how many are unable to work
but ambulzatory, and how many are so incapacitated that they are

confined %o bed., Determining the true "cost' of = di

2
N
o)
M
Q.
o
"y

‘e
j5V]
3
0
&5
o]

7]

value of a technology to alleviate if, depends to som=2 extent on know-

ing these impairment levels, and not simply the bruiz causes of death

or illness. The morbidity and moriality data curdenﬂ.y being collectea

" NCHS, NIH, CDC, and HCFA can serve as the vasis for a more syste-

matic inventory and array of the causes of impairment levels. Such a
mechanism for systematically collecting, anealyzing. arraying, and
displaying the causes of health impairmen:s needs o be developed
since it, together with the system for monitoring the technologies
themselves, constitules the front end of a systematic Departmentsl
aporoach tc technology management. Without such a system, it is
guite possible that the most critical technolecgies will be overlooked,
or that the limited funds avzilable will be investad in the situdy of

lower priority technologies.

Recommended Apoproaches

I is recommended thai the Danaﬂvn nt determine the feasibility and
cost-effectiveness of developing within one or more of the agencies,
a systern to: (a) identify and monitor technclogies; (b) inventery and monitor
the causes of hezalth impairmentis; and {c) screen the existing and

developing technologies tc select candidazes for intensive study. The

system should be caqulp of serving both the knowledge development

and thie action agencies of the Department, Since if may not be

possible to design and launch such z system in less than two years,

v

an ad hoc inierim approach will neea to be con cep’“u&we and employed.,

. : - e~ -
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III. THE ANALYTIC AGENDA

- BHow are the highest pricrity iechnolo sgies selected for scrutiny from
among the poo‘ of candidate techaclogies?

- How <an a better balance i truck between the informaticn needs of ¢
action agencies and the research interests of the knowledge dev ﬁlopm
agencies ?

- How can it be assured that those agencies capable of conducting the needed

studies will apply them to the priority technologies in a timely msaner?

A. Description of the Analytic Agenda Component

1

This component comprises the aunual preparation of a Tachnoiogy Analysis
Agenda which reflecis the Department's priority needs for technical informaticn
about existing, new, and emerging technclogies. Managed at the Department

level, the collaborative agenda-buiiding process includes agency staif, repres-

entatives of other Federal sgencies, and outside oart;ee-ab-u arest.

"fine screen' which sub-

The process of developing the anély‘tic'agend,a serves as a
jects the list of candidate technologies (identified earlier through the Monitoring
and Screening component) to a more selective set éf criteria such as the resources
and skills of the knowledge development agencies, the informatlion needs ol the
action agencies, the researchability of the problem, and the time constraints

For em,a technoiogy that passes tarough the fine screen, the process also
determines what types of studies are most appropriate to the technolegy i be
studied, which agencies will be responsible for conduci:i_ng the studies, and

which potential users are likely to be most interested in implemeniing the siudy
results. The Agenda formalizes the Department's intent to carry out 15-29 high
priority studies per year, but does not replace the develcpment of analyiic agendas
by the individual Q@anies. After the Agenda is approved by the Secretary, or his

designate, the Deparimentally-assigned studies form the core and first priomty

of the analytic responsibiliiies of the agencies,
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B. Agency Activities spd veficiencies

Agenda-sgtting occurs at the ageucy and sub-agency levels, influenced by pricz“ ties
(not necessarily technology-~relaied) identified thirough some of the following:

- the anuual Departamental Planring Guidance

= OS review of the Agencies' evaluation plan submissions

- Congressiouzl mandaies and requests

- staff, peer and constituent contacts

3

Proposed agency sgendas filter up to

‘l

bureau and agency heads coordinated by
review commitiees or by the aszermy planning office. Decisions are made in con~
sideration of resource availability and perceived salience of the candidates, wi

y

thie decisions then remanded {0 the working staff for implementsation.
The primary deficiencies of this agency-based process are:

1, The needs of the action agencies for studies of specific technologies are not

being inccrporated into the agendas of the knowledge development agenciss,
and there are no inter (‘y mechanisms to reach consensus on agency

priorities or tc provide arbitration in the absence of consensus,

2. There is no assurance that the types of studies initiated are conducive to

policy-relevant questions being raised about the target technoiogies.

3. Ovporiunities for potentially valuable collaborative efforts are often missed

because agencies are nct aware of each of‘ler s capablhtles and nesds.

4. There is no Department-wide clearinghouse which serves as an informalion
point for the agencies and priv ate sector croag hich need to know wh
studies are in progress or nave been conducted on a particular technology-

based problem.
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These deficiencies give rige to action agencics aftempting to develop staff
capability to conduct studies relaiing {o their own needs, or awarding technology
study contracts that may duplicate other eiforis. o remaining without the

technical information to undergird their mandated functions.

C. Recommended Approach

It is recommendad that the concept of a Departmental Technology Analysis
Agenda be adcopted, and that the responsibility for meanagement of the annual

process be lodged af the Department level,




v, ANALYSIS AND TESTING

1
§
A

What types of technicsal studies s muld be used to examine
technolcgies?

-- Does the Departmnent currently conduct such studies, and
where is improverne red |

A. Description of the Analysis and Testing Component

The Analysis and Testing component develops technical information and data zbout
existing, new, and developing mediceal technologies. This information will inciude i

PR

which is now unknown, as well as the validation or refuistion of what is helieve

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

Different types of studies are empioyed to address the diverse gquestions germsane

tc different mediczal technologies. Classes of studies counducted are

-- efficacy and safety

-= cost-benefit or cost-effectiveness

-~ standards developrﬁent ’

-- comprehensive tecnhnology assessment

-- cross-cutting and methodological

Each type of study is designed io provide information about a different facet of a

~dl o

technolegy: each is conducted using different methods and analyiic teols; and each

type requires different combinations of skills, disciplines and resources,

B. Agency Activities and Deficiencies

The one month tirne constraint limits this report to: (1) specuvmg whethzsr or not suct

v

studies are now being condur*ec' and {2) identifying what the agencies and the Study
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Team perceive as the problems ass :c1med with their conduct. Independent judgraenis
about the availability of resources and the quality of studies or staffs could not be ma

without on-site evaluation, Problems include the fcllowing

A

-- Agencies doing the analysis and testing are seldom linked effectively to
action agencies. As a resuli, questions of interest to action agencies

are usually not incorporated into the study designs;

-~ Action agencies frequently do not have the timne or expertise to overcome
chironic state-of-the-art limitations that compromise the quality of the
studies they undertake themselves, Hence, they hesitate to umplement

~

+be resulis of studies they sponsor;

~~ Similar types of studies are conducted or sponsored in several agencies, bu.
a "eritical mass'' of skills are not necessarily assembled in one place
to conduct or sponsor such studies,

-~ Current lirnitations of the state‘ of the art of analysis and festing tech-

nigues pcse barriers 1o cbtaining definitive answers to many questions

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

Efficacy and Safety Testing

Efficacy and safety studies are chnducted to obtain ev1de*1ce about the medical use-
fulness and risks of drugs, devices and procedures. Since neither efficacy nor

safety measures are absolute, these studies Weiqh nrobable healith benefits against

probable risks, Agency reports indicate = stvono* base for the conduct of efficacy

and safety studies, particularly of new drugs and medical devices:

-- NIH, in FY 1975, conducted some 750 clinical trials at a cost of over

$100 million (about A0% were solely drug, vaccine, or biologics trials);




-~ FDA evaiuaies the r=sults of drug and device {esting conducted by applicant
manufacturers. In addition. it has 2 smeall inlramursl program to evaluste

perfermance of such technologies as radiological equipment. cardiac

D!
i.h

pacemakers, and intraocular lens:
determine the safe ty and elficacy of new drugs and devices before they

are marketed; and

-- CDC attention is mainly on tuberculosis and VI therapies., These include

both testing and epidemiclogic studies of efficacy and eflfectiveness.

'The major deficiency identified by the Study T eém' is that the vast majority cf the
efficacy and saf'ety studies are focused on new or develcping technclogies. Rarely are
studies conducted on existing {echnologies to determine if they are outmeoeded or as
effective or safe as generally believed (except when they are used as conirols in
testing develcping technologies)., This deficiency ic particularly applicable to

mecical snd surgical procedures.

Cost-Benefif C A) and Cost-Effect 1veness (CEA) Analysis

adl

ihese primsrily economic analytic tools are employed tc (1) produce measures of
costs relative to the economic value of benefits (C BA), and (2) compare costs of
alternative ways of acn; eving a given level of effectiveness or compare levels of
effectiveness when a givén cost is invested through alternative approaches QCT’A)

Agency reports suggest that little of this kind of analysis is being conducted:

~-- NCHSR spent abcut one-fourth of its 'Y 76 budget in applying such
analyses to computer-based screening, diagnosis and treatment technologie

as part of comprehensive evaluations of demonstiration projects

-- HCFA's Office of Policy, Pilanning, and Research staff have previously beer

-

involved in CTBAs related to arthritis, specific cancers, and motor venicle
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accident prevention, but HCFA itself is not curiently conduciing such studi

-~ NIH reporied small scale efforis hampered by state-of-the-art problen:
in applying such studies to disegase researcin. NIH!s repori expresses the
opinion that such studies are more approprietely the responsibilit

other DHEW agencies,

~-- CDC reports studies on costis ana effectiveness or different venereal

disease te S'ts, screening techniqueg, and freatment schedulecs.

CBAs and CEAs are highly technical, specialized techniques that should be con-
ducted by personnel trained in guantitative znd economic analysis. Considerakly
less is known about their reliability and miethedological pitfalls than risk benerit,
studies. Thus, they should be located in an environment where staff can collabor-
atively address state-of-the-art problems, and where a "critical mass' of experi-
ence and knowledge can collegially sustain a high guality initiative. This oktjective
suggests the centralization of such acéivities rather than their partition among

several biomedical or nezlth services research-oriented agencies.

Development of Standards

Standards development activities usually procead from a base of tcchmc& inforrmstion
developed through one or more of the previously described typesrof testing and
anslyses. But the analysis and synthesis of that infcrmation creates new inforinatic
that justifies the categorization of standards development as é. class of smdies;.
-~ FDA sets standards for the quality, efficacy, and safely of drugs aand devic
being considered for market approval;
-~ HCFA develops medical necessity, quality, and appropriateness standzrds
to guide PSRO¢ in their local review activities, e.g., tie agency awarded
contracts fotailing 31,8 *mlhon to eignt health professional groups to de-

velop sample criteria and standards sets for medical necesgsity of hogpii-
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alization anc appropriaiezness for use of a variety of procedures, i=z

{L
&)
pr
3]
»

2d drugs; and

-- BHPRD develops standards for access, supply and distribution (through
the National Health Planning Cuidelines) to acsist State and local heslih

planning bodies

A major problem cited by nearly every agency developing or using standsrds is
the need to implement and/or update viable standards as quickly as possible and
the mddﬂquam* of the technical knowledge base for doing this. It is in large par

this mismatch between the important need and the lack of avazlablg data which

makes this area of analysis particularly deserving of attention. -

Moreover, the absence of linkéges between agencies responsible for standards
development and other knowledge 4 lopmem agencies means that the data necessary
to undergird standards development is not beingApz'oduced_: the f.riéthodol@gy for trans-
ferr:‘ng technical dais into standards is weak and the process for domg SO Qunerfz ial,
As éresult, the standards evolvad are more normatively than empirically based. In
part, this state of affairs can be atiributed to recent pressures to produce multiple
standards for PSROs and HSAs without delay. However, these shortcomings will not
be overcome Without_ a far more integrated process that recrognizes the need for
continuous updating in response to new data, increased study =fforts including
methodology, and increased realism about the current limitaticns of the state-of-

t.he -EI't.

Coinprehensive Technology Assessment

Comprehensive technology assessments examine holistically the potential future
consequences of new or emerging technologies on such societal systems as the
economy, the physical environment, the law, instivuticns, mores, ethics, and

broad social fabric. These interdisciplinary assessments scrutinize what the




e 27.,
§x~opos.ed technology is im‘;ended to achieve, whetﬁezé those achievements are
socially desirablae, who might benefit or loge frowm the achievement, what
unintended conseguences are likely, and whai policy opticns are available to
either avert side effects cr tc prepare more- effectively for the unintended social
change likely to be triggered by the new technology. Currently, there are

L

crecs gocletal areas:

i3]

isolated instances of eyammau ons ©f
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-~ economic impacts h ve been examined by NIFH, ¥DA

2

nd NCHSR. {(For

example, FDA examined, the cost to manufacturers and ceasumers of
complying with new performance standards of x-ray mach-nes)‘

-- behavioral aspectis of venereal discase carriers and tr

o

atmenis have heen

studied by CDC;

~= environmental impsct assessments have been conduacted by NIH {on Recom-~

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

-- gocietal impact has heen examined in three NIH studies. The study on
the totally imaplantzble artificial heart is considered a forerunner of
comprehens ive technology assessinent despite its small scale because it
involved a multidisciplinary team which analyzed a broad r&dge of societal

implicaticns of the device.

3
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No agencies are cur.'r"ently conducting comprzhensive technology assesaments. This
-deflcmncy should be remedied in light of the increasing recognition that societal im-
pacts of some technologies may be more profound than their direct econocmic cost.
Liack of technical' knowledge, resources; and a mandate for such analysis have
apparently precluded iis developmeni, alibough last year NCHSR examined the
feasibility and utility of such studies {see Part D of this section) and NIH has
considered "preliminary" impact sssessments as part of its 'consensus building”

strategy (see Section V-D).




Methodological and Cross~-Cutiing Siudies

These studies arve typically undertaken to provide background inferination to the
agency or to overcome state-of-the-art research limitstions. Agency-repsried
activities of this type mcluae~

D

-~ case studies of techuclogy adoplicn and dif

~-- use of compute“r for biomedicsl intformation iransfer by NIH:

-~ development of models ior assessing tne L;aahtv. safety and performance

of drugs, devices and biologics by FDA;

-~ identification of new t wnO!o gies and their impilications fcr manpower,

cperating costs and capital expenditures by BHPRD;

-- development of models to predict {reatment culcomes, conircl measures

D

and prevaience cf venereal disease by CDC; and

-- development of a model te forecast net social vduc- of dental caries

prevention pr dures by NIH.

No significant work is being done ic relate magnitude and seriousness of health
problems to absent or lagging technolegy development and sllocation of R&D
resources. For example, heart disease is by far the leading caus2 of death, but

=

it commands approximately 10 percent of the R&D allocations., Very liltle theoretical
8 ,,,‘,‘4‘//

work ig being done on adoption and diffusion of medi¢al technoliogics yand thais is

particularly important since comparable studies in other technological fields whic':;’

show slow rates of diffusion may be misieading in light of

i1

he absence of a clasgical

market structure in the health field.
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C., Recommended Approaches

It is recom mmended that:

== there should be a new »ni \g m initiative for cost-benefit end
costneffectiveness anzlyses and a similar orogram for cornprehensive

iechnology assessment. Both efforis should be evaluated afier three
years to determine their reliability and utility to the health system and
other relevant socieial systemns;

~-- increased attention should be paid to studying the efficacy and saf

< (¥

T
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of exisiing tectinologies, particularly rmmedical and surgical procedures;

-~ increased R&D emphasis should be placed on health problems for

wnich the current incentive structure deoes not suffice; and

-- increased emphasis is needed on methodological studies to impreve the

reliability and validity of technology-based analysis and testing.

D. NCHSR Proposal for Comprehensive Technology Assaswﬁ.cnt

The NCHSR has advanced a proposal calling for the creation of a 2-8 person Techno!
Studies Group to a2dd the capability for conductmg comprehensive technology assess-
ment to NCHSR's existing capabilities for studying cost-benefit, cost-effectiveness
and technical casibility. he NCHSR proposal state
U’llﬂ{e mc more dlbcrete S’tLO.le:a which concern them:elre with
technolcgy assessm ept btrateoy provides a compreue*lave ar.al s*ids

[
87
of their likely future effects.

"NCHSR proposes to conduct holistic assessments, representing
significantly different levels of effort ranging rﬂm $10, 006 to
$350, 000 zer studv. The research strategy is to use micro or
mini-technology assessments as a small scale screening tool
to refine the research problem invelved in the candidate tech-
nology and to decide what type and scope of follow-~up study is
really appropriate.
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"Thus, for example, = micro assessment conducied cn a
c')mputerwz\m EKG t like 't

ei; to result in a j idgment that it
is a stra Nnt forw ard u—:— nnology which rais 8 no significant
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¥ hanq, a sirnilar
assessmemﬁ cond‘acted on a nuclev

to reveal that it raises profound aresn ns about the
environmental radiation impacts, the psycho~-social side=-
effects, the ethics of aliocation, the :1011u costs, the
technical feasibility, and political-legal problems for which
a full scale follow-up assessmeni is warranied,

The proposal for a pilot program has obvious advantages: it would provids the
Department with a needed capability which is now absernt, and i fits int

the mission of NCESR. There are also negative aspecis: significant dellar costs

(1

are inveclved, and there may be overlaps in function between this proposal aud
NIH's OMAR proposal (see Section V). There wasz ingufficieni time to evaluate
this pr opoeal or develop alternative opticns for institutionalizing comprehensive
technelogy assessment. We recommend that this te done in Phage I, If

Phase II takes an extended period of time, however, we then recormmend that

a decision paper be prepared cn the NCHSR and NIH propcsals.
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V. REVIEW AND SYNTIIESIS

~~ How can the Department collect and reduce to ¢ useablie form the
technical information needed to make Deparimental decigions

regarding a technoiogy?

~= How can the Department facilitate the flow of fechnology-relateq
technical information tc those outside the Depariment who effect
and are affected by medical technologies?

n

A, Description of the Review and Synthesis Component

w

"DHEW Decisionmakers and other users are unabiz to effectively locate and use much
of the new and existing informaticn about technologies becauge they are unaware of
its existence; it is not in a forin undersiandable ic them; or tney lack the resources

to integrate such information and oring it to bear in 2 timely manner.

4
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This component is designed to review and synthegize (1) reports gencrated during
the preceeding analysis and testing stage, {2) other reports and technical information,

and (3) advice and recommendations from varicus parties-zt-interest {such as

1)1

manutacturers, providers. physicians, and consumers). The resulting gynthe
are (1) presented to the Secretary (if it deals with a high pricrity technology) cr
other Departmentél decisionmékerg in a form suitable for.making reimbursement,
standard-setiing, R&D funding, and other decigicns that promote or impeds technol-
ogies; and (2) transmitted to other Federal and non-Federal entities to encoursage
collaborative and consistent responses to technolvogies. The Department-level
technology management unit would stirnulate and ccordirnate the review and synthesis
process for high-priority technologies, and provide technical assistance to the

agencies to promote improvement in their handling of lower priority technologies.

B. Agency Activities and Deficiencies

The agency reports indicate 5n increasing awareness of the need for struciurad reviev

and synthesis, but it is clear that additional emphasis and new initiatives are needed.
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NIH, in some instanceg. provides the results of ite studlec to other agencies needing
this infermation -- for example, vaccine research findings are given to the FDA and
CDC. NI has, as a result of their increasing awareness, recenily begun to synthesize

test resuits. A recent project involved synthesis of existing information on hypertension

in crder ic develop consensus-based recommendations for diagnosis and {reatment.

A similar exercisze. con brea 1 cancer screening, hes just been ccmpleted. NIH has
also submitted a formal proposal {see part D of this section) to OASH for a ma
"consensus-building'' initiative which is designed to increase the agency's capability

for synthesizing and transferring scientific findings to the health care community.

NCH;:R reports that 1t channels the results of studies to decisionmakers and other

users through twe mechanisms: 1) by involving them actively in the setting of researcn
priorities and in the development of individual projects, and 2) by issuing an ad hoc
series of non -technical reports wmch gsynthesize research findings from several -

related projects in progress or snortly after completion.

CDC bhas an explic cit process by ﬂvhlr‘b test results are reviewed and synthesized. In
some cases recommendations are given to other agencies (for example, FDA or

State agencies) but they are primarily used in CDC program planning.

FDA has the most formal and structured synﬂlesizihg processes. These are legis~
latively mandated reviews of efficacy and saféty test results., These technical reviews

-‘ result in recommendations to approve or not approve marketing of the product, with
such recommendations then being acted upon within the FDA itself. Thus, for pre-
market approval, the review, syn’thesis, and decisicnmaking at FDA constitute a
continuous formal process. No zimilar process exists for review of data resulting from
market surveillance. FDA is aware of this aeﬁmenuy and is investigating ways to

solve it.

z 13 2] * ~e . -
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tion is triggered by a claim for a new or

£

OQS. When =z Medicare coverage gques

unusual medical service, the former Office of Quality Standards (now the Office
of Heslth Practice Assessmen:) synthesizes available efficacy and safety information
on that service to develop recocmmendations for reimbursament. The Office {which
recently assumed the responsibility) reported five ser:‘bus deficiencies with the curreni
ad hoc approach to synthesis:

1) it is a reactive approach which provides no strﬁctured way to anticipate

‘ questions about technologies about to enter medical practice;
2) coverage questions zre not being raised ahout outmoded or ineffective
technclagies;

3) dollar costs of the technclogies are not included in the review criteria;

4) the ad hoc process of searching the literature, or telephoning experts, to
respond to the coverage guestion, provides no assurance that the best and
most reliable data are obtained; and

5) there is no pathway for raising the question of whether the technology

warrants a serious study to produce currently unavailuble data.

To respond to this current set of deficiencies, the Office of Queality Standards is
sponsoring a Medical Practice Information Demonstration Project in collaboration
with NIE, HCFA, and ADAMHA (Sce addendum to Appendix Tab 11). This project

is an attempt to demonstrate the I{easibility of gathering, validating, and synthesizing
the most authoritative data on three disease categories {(depression, malignant
melanoma and rheﬁma’cic heart disease). The findings are designed for use in thres
ways: in quality assurance programs (such as PSRO), in setting biomedical and health
services R&D priorities, and in medical education. If the project is successful, it

may be desirahle to replicate it on a larger scale.

‘The problems cited by OQS were also raised by HCFA, which is beth a major user of
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study findings and a poteutial feedback agent {o the front evd of a techncleogy manage-
ment process (by articulating the need studies and identifying types of technologies
wiich should be developed for more eifective medical practice), HCFA is especislly

interesteé in 2 more stractured approach to review and synthesig of the findings of
cost-benefit and cost~effectiveness studies. HCFA would like this synthesized
information channeled to the PSROs for use in their reviews of medical necessit:y,
quality, and appropriateness of those health services funded by Medicare, Medicaid,

=

and the Maternal and Child Health programs.

In addition to these agency-based prcblems, there are a number of Depariment-level
deficiencies. Within DHEW, very few inter-agency agreements exist by wnich siudy
indings are fransferred from the agency cconducting the study to an agency which wil

use the findings. In general, there ic no mechanism for assuring systematic 'tranelatic

of bulky scientific and technical information intc 2 form relevant for policymaking

or for ultimate users such as providers-and consumers. This ﬂeﬁ ncy has seriocus

U'J

conzequences for the Depariment. If the results of a study sre not chaunneled {o relevan:
decisionmakers and other users, much of the cost of conduciing that study iz wasted.
Depa*tmem decisions may be delayed or made without the heneiit of information which
is, in fact, available; studies may be started which duplicate existing or recenily

conducted efforts; and medical practice may remain unaffected ty relevant findings,

C. Reccmmended Approaches

It is recommended that a Department-level capability be esiablished to stiraulate and
coordinate the following: 1) agency-based technical revie‘w and synthesis activities
2) translation of techmcal material into policy relevant form for decisicrmakers and
into understandable form for cthe;r non-~technical users; and 3) dissemination of re-

sults to relevant parties.




D. NIH Propesal for an Office for Medical Applications of Research

51 s . - & z - . 11, 4 .
v capability in each Institute for reaching a technical

=
Jab]

NIH proposes to establis
cénsensus” on specific medical technoelogies or disease areas. Consensug-building
involves: 1) identifying and evaluating new information cn a technology, 2) reaching
technical conzensus on the validity and significance of research findings and on their
readiness for wice clinical use, 3) preliminarily assessing non-medical implications,

and 4) nroducing recommenaat;on:, in 2 form for ready acceptance and appiication b

s, ('l

itie health care community. Central support and coordination would be provided by
an Office for Medical Applications of Research (OMAR) in the Office of the Director

r

of NIH. The preposal hag beth positive and negative aspects: For exaraple, il would

‘i W2 N
Ay 'f;\l 1\:~! complement a Department- level review and synthesis function, and is aimed at an
%
Tl

area in critical need of improvement. On the other hand, NIH does not specify what

criteria are to be used in gele"tmc technologies for examination; significant dollar

costs are involved; and the Dfehmmarv impact assessments appear to duplicate

A .1 proposed activities of NCHSR (see Section IV, Part D).

In Section IX of this report, the Study Team recommends a follow-up (or Phase II)
study relating to the implementation of recommendations for overcowning the deficien-
cies that have been identified. We believe NIH's OMAR proposal {and the NCHSR
proposal) should be evaluated in the context of an array of alternative approaches to
overceming thecse deficiencies. If it should be decided, however, that the Phase II
study should tske place over an extended period, we recommend that these two
proposals be presented to»the Secretary as decision papers. While approval of the
proposals would limit future alternatives, continued absence of the capabilities pro-

- posed would have adverse effects on the Department's interest in improving its techno-

logy~based activities.
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VI. DECISIONMAKING

-~ How are technology evaluation resulis converted irto retmbursement,
market aggregation, certvificate of need and other kinds of technology
impeding or stimulating aciions?

~= Who should have the responsibilily for taking the study findings and
expert opinion collected during the review and symihesis prccess,
and chooging among action alternatives?

A. Description of Decisionmaking Component

Decisionmaking is the bridge between the development of technical information about
a technology and the action steps which might be taken to impede or promote use of
a tec:hnomgy.e The preced.ing review and synthesis component presenis a {echnclogy

for decision; thiz component assures that decisions are made and that they are

coordinated.

h]

Once the Secretary (or his designate) has reached a decision about a technology cn the
Department's high priority list, he would select which intervention mechanism(s; to
employ, and would charge the relevant action agencies to alter regulations, draft
standards, reallocate R & D funds, design a targeted practiitioner education initiative,
etc. Implementation would be coordinated by the Departmental-level management unit

and would be related tc budget and legislative decisions and integrated, if feasible,;
with actions of other Federal agencies and private sector parties af interest. For
technologies not on the Department's high priority list, the Deparitment-level unit

will monitor the agency-based decisionmaking processes cn an ad hoc basis to pro-

mote coordinated and consistent decisionmaking.

B. Current Agency Activities and Deficiencies
Where a single agency develcps knowiedge about a technology, internally decides on the

significance of that informaticn, and then exercises intervention mechanisms over whic




it has control to infinence the use of the subject technology (a "'closed locp' procs
the process typically appears fo-he relatively well-defined, integrated and purposeful
- Fcr example, where FDA's multi-disciplinary technical staff mekes a recommendation
1o a Division Directdr regarding a new drug application, the Director knows {(based or
its degree of innovation classification) whether he can make the final decigion or mus
raisze it to the Bureau'’s Associate Director for New Drug Development, The action

: lever~—approval/denis~l'tf harket and associated conditiong--lies whelly within FDAlg
control, and the transztlon “rom decision to action is integrated and routine. As v

have stated previously, FDA is exceptional in this regard.

;._a
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Cn the other hand, the decision-implementation relationship becomes significanily iess

efficient and effective where, for a given techneclogy,

-~ the pertinent response mechanisms are located outside the knowledge-

development agencies; or

-- the intervention mechanisms are scattered across several action
agencies; or
-=- there is nc externsal pressure (as there is from the applicant drug or

appliance manufacturers) to reach a clear, timely and supportable decision
Examples of problems culled from Agency reports include:

~=- "At the NIFl, explicit formal processes have not generally been
utilized in desling with decisions concerning medical techr*olog es

and assessment results.' Although some interagency agreements

and coordinating commitiees are alluded to, it is clear that NIH
confines its impiementation activities to the information dissemination

process, and that findings sre not xveﬂ linked to external action agencies.
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Medicare omz,unfs reimbursemeant guidance ifror the PHS Office

of Quality Standards through working sieft contacts. The recommen-
dations sppear to h.ave been generated in an ad hoc manner which
failed to assure that useful complementary adi:ions are employed

by other arms of the Depariment. (This is expected to improve undar
the PHS reorganiz ation and the establishmenti of the Cffice of Health

Practice Assessment which 1° now worki ing on an imp: ‘oved process, )

.

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

to 168 technologies as guidance for health planning agencies. While
. these monographs are available through NTIS, '"There has been no

final determination as to the value of the moncgraphs {and) they

have not been endorsed... ' In addition, alth ough cezse studies

received no endersement.

PSRO: "Unfortunately, (efficacyv/outcome information on medical
technologies) is generally not availakle, and the more difficult and
time consuming approach of attempting to get a (standard-setting)
consensus based on practice experience must be used.” "From
the perspective of (HCFA's Hecalth Standards and Quality Bureau),
decisions on results of technclogy agsessment research are not
systematically occurring, nor is there a structured apprcach for

feeding decisions into medical practice, "




The Study Team believes that there needs to be =z visivle and predictable decision~

making process which converis the weight of technical information znd expert opinicn

into broadly coordinated interventions which affect the generation, adcption, diffuszion,
or phase-out of technolegies. -For high-priority technologies, such decisions sheould be
made by the Secretary or his designee tc iend the influence of his office to agencies!

commitments to take indicaied actions, and to promote collakberation by other Federsal

and key non-Federal entities.

C. Recommended ADDI‘OaCh'

1

It is recommended that one of the primary functional respons 1bmt*e; of a Department-
level unit be to assure that (1) Secretarizl decisions on high-priority technologies

are implemented; (2) relevant decisions of one agency are consistent with these of
another; (3) agency decisions take into consideration potential fcr ccollaboration with
other Federal agencies and non-Federal-entities: and (4) tnat agency decisions are
consistent with Departmental policies or are used as triggering devices for formulsiing

new policies,

It is also recommended that the Departinent level un 11. monitor agency based
decisionmaking processes on an ad hoc basis o premote coordinated zand con-

sistent decisionmaking.




VH; INTERVENTION MECHANIS)

~~ What mechanisims does the Deg ariment have to impede or stirnulale
developrnent, utilization and phass out of medical technclogies?

A, Description of Overall Component

" Intervention mechanisms are the Depat:tment's means to alfect itne development,

adoption, diffusion, utilization, and phase-out of medical technologies to ensur

(4]

the availarility of quality health care. 5 eciﬁ.Cclly, policy, fiscal, educatioral
and other mechanisms can De usad to 2nsure that:
-- needed cosi-effective technologies are brought into appropriaie us2
more guickly;
-~ existing technologies which are outmoded, inefficacious, or inapprovriaiely
used are curtailed;
-~ develcping tez,nnolosneq which may impact negatively on the health care

v &

system or on society are sppropriately modified or arrested.

Four classes of intervention mechanisms rneed to be eraployed by the Department:
o Regulainry mechanisms
> : ] 1 ¥ .
o Traasfer and/or phase~out mechanisms
o Pre-market incentive and/or disincentive mechanisms

o Market incentive mechanisms

-]

These classes of mechanisms and the gpez;s.flc types within each class come into play
t different stages or the life cycle of a technology. Further, the role of respousiblis

departmental ageancies in the adminisiration of the specific coatrols varies. In zome

cases, the agencies have direct responsibility, while in other cases, primary respois

bility is at the State and local level and the ¥ ederal agencies only provide guidance,

exemplary standards, and oversight.
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Figure 2 is a matrix of technology life cycle sisges and specific types of controls

and incentives w1mi each class of i

intervention mechanism which may be applied to

them at various siages of development.

The potentisl application of current intervention mechanisms is depicted on

G

the figure. The matrix shows that there are aQmeETous ¢ nirois applicablz io the

J

adoption, use and replacement stages and only three for the research and developmen:
siage 2S. This apparent imbslance implies that the Depariment has considerably move
power to affect later siages of the life cycle., In fact, this is micleading. It is not the
number of controls spplicable ic the various stages which is impoirtant; ra?_herv ik 18
how effectively those conirols are used. R&D resource aliocation conircls, for
example, are a powerful mechanism if their full potential is realized through effectivs
policy and decisionmaking. These considerations are addressed in more detail in the
following sections.
Further, when considering interventicn mechanismes, it is important to realize that
are
medical technology development, adoption, diifusion and utilizalion is driven by the

following factors:

o Most hospitals are paid retrospectively and on a cost basis for technology-
based cazpabilities, and, therelfore, may tend to be indiscrirminate in their

purchase and use practices,

.L

o The mpdlcal ethic essentially says that there is "'nothing too good for the
patient" and this, cnupled with financis] benefiis tc the physician for tech=-

nology based services.é contributes to overuse of technology

oJv?

o Consumers ge;-\_rally are not sensitive tc, or respounsikle for financial as~
pects of medical care and, therefore, may be similarly indiscriminate

in their demands. A large portion of medical services, for example, are
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reimbursed by third party payers, and many consumers are covered

ance programs where all ot 2 part ¢f the premium is paid by their employer

£l

Basically. these factors operate as uncontrdlled inceative mechanisms., The Depart-
ment preseatly is taking initiatives,; i nclading legiclative action now peading, to deal
with problems resulting from these factors.

REGULATORY MECHANISMS

A. Description of Component

There are {ive specific regulatory controls eraployed by the Department:

(1) Market Approval/Disapproval

)

FDA approves or disapproves the introducticn of drugs and medical devices into {n

(0]

marketplace based upon a determination of the efficacy and saflety of the technology.
FDA also may i ssue conditional approvsls which restrici where and how the iechnol-
ogy can be usad, and may recall technologies on the basis of subseguent adverse

inforraation.

(2) Certificate of Need/Section 1122

Certificate of Need {CoN) and Section 1122 reguire the review and approvzal of speci-
fied capilal expenditures and proposed changes in health services. States implement
" these mechanisms vﬁt‘n input from local health planning agenci2s and in accordance
with minimum regulations established ai the Federsl level by BHPRD. CoN regu-

latory autherity and practices vary across the States. Omy one State has neither.

(3) Health Planning Guidelines

The forthcoming National Guidelines for Health Plarming will have to be considered

by local health planning agencies in developing their plans, and in conducting appro-
riateness reviews and the review of proposed services. Although not strictly a

P pTor L3

regulatory mechanism, the g 1d611ne~, will aifect decisionmaking at all levels

e
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through their expression of national policy on the sppropriate supply, organization

and disteibution of healil resources,

{4) Professional Standards Review

2

Professional Standards Review, conducied by local Professional Standards Heview

Organizations (PSROs), determuines the n

()

cessity, gquality and apprepriateness of

=

health services (and, therefore, medical techneclogies) reimbursed under Medicars,

0467
C:
Mediczid and the Maternal and Child Health Program. PSROs receive guidance

from the Health Standards and Quality Bureaun within HCFA in the form of sample sets

of norms, criteria and standards but may adapt these to local practices. Uf the
.l

203 PSRO areas, there are 52 at the planning stage,and 120 are coanditionszl., They

have concentrated their initial activilies oun the use of hospitalization.

o

(5) Reimbursement

Reimbursement mechanisms employed by the Department are limited to the approval

or disapproval of reimbursement under Medicare for health services and technolcgiesg

HCFA makes such determinations, which can have a multiplier effeci on the

i

reimbursement practices of Medicaid and other third party vayers.

B. Agency Activities and Deficiencies

L

Overall rolag and regponsibilities of the various agencies were discussed above.
Specifically, the p;‘éblems report ted by the action agencies are of two types: those
inherent in the regulatory mechanisms themselves and those resuliing from analyti
deficiencies, notably the difficulty in establishing standards. Many of the regulzstory
mechanisms, although available, are currently in a developmental state sither
because their legislative mandate is relativelylnew (Medical Device Amendments;
P,L. 53-641), or because established policies and procedures are not sdequatle to
address the complex issues posed by modern medica: technologies. As shown

below, these constitute a major set of d eficienc ies.




el e
‘The Buresu of Medical Deviczes has not yei completed formuls mon of pre-market and

post-market assessment procadures and performance standards which are comiparab;

by

to those of the Bureau of Drugs, Though the state-of-the-art of developing s

5 5
=

for technclogies was identified as a limiting factor, the Bureaua cf Medical Desices
o

Gl gl . 4
=

also reported that DA socedares and the process of promulgating regulations

have furtner namperad the process

Healith Sysitems Agencies (HSAs! and State Health Planning and Devalopment Agenci
(SHPDASs) are new State and local planning agencies in many cases, and the rescurc

materials and technical assistance structure whick will support their regulatory

a

functions sre not 231 in place, Appropriateness Review is not yet a required HSA
and SHPDA function and issues surZounding its regulatory a ts- are uncle
The drait National Guidelines for Health Planning are ioo recently issued {o have

had an effect on the heslth care system. PSROs are esigblished in onljf a iittle more
than half the designated areas and sample criteria sets have been issued crly for
pre-admission and continued-s tay review for hospitalization. From the zgenzy
repof‘cs, it is obvicus that the newness of these regulatory mechanisms or their

resent state of develooment consiitute a major set of deficienciss.
o

=

Cther pr ogv'am tic problems identified by the S“udv Team include an overall lack

of coordination and the exciusion of some medical care providers from reguiafion.
Further coo**dmatloq is needed beiween the various regulatory mechanisms in order
to assure consiswnciw. CHEW wwas ridiculed when CT head scanning was approved
under Medicare while BHPRD was stating it did not have sufficient information to

issue guidelines sbout CT services even though techmcmns understood the Medicare
decision was tased on efficacy and safety data while the guidelines are based on
cost~benefit and cost-effectiveness findings. The Study Team alsc considers thai the
regulatory mechanisms of ColN and Saclion 1122 approval are weakened Ly the exclusic:

of physicians' offices and other ambulatory care providers from the requirements.




- Without the authoriiy to coatrol ihe acguisition of technologies cutside heszlth care
facilities, local and _State plarning zgencies cannot, in our opinicn, effeciively plan

and regulste the health care Jdelivery system for which they are responsitle,

The action agencies identified the lack of technical consensus about eme nging and
xiréting technclogies 2s a major analytic prooplem to.their regulation, Although

BHPRD has developed monograpns addressing 16 health services and has a con-

teactor working on a series of case studies describing specific technologies, neither -

of these efforis resuited in specific s’r, 1dards that planning agencies could use for

e

decisionmaking under CoN and Section 1122 because of lack of consensus., HCFZA

also reporied the lack 1" technical consensus as a major pro
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of model gets of st
assurance. The recently issued National Guidelinez established guantitative stan-
dards which (when issued in final form) must be considered by heslth planning

agencies, These may contribute to a movement towards consensus about medical

techuolcgies and assist in the development of standards on which to base ColN and

Section 1122 approval.

The scarcity of data about existing technologies was identified by the agencies as =
factor contriburing to the difficulty of reaching consensus. Information was reporied
tc be urgently needed for State and local health planning decisions and for PSROs.
The inadequacy of the existing knowledge base and the lack of disseminatioa of re-
search findings also were cited by BHPRD, HCFA, and OQS as major impediments to

the development of standards,

HCFA ideuntified a need for more comprehensive review of new {echnologies in

order to assist in the development of Medicare reimbursement policies, In addition,
BECFA reported that additional “esearc’n on the appropriate condiiions for use of
particular technologies is needed to assist PSROs and reimbursement mecihanisms in

the development of standards-{or-use and thus the establishiment of payment policies,
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Lastly, it should be noied that, while the Study Team agrees with the acticn agencies
about the need for a more siructured approach to obiaining technical informaiion abou!
medical technologies, we are in no position to comment on the extent to which the
current lack of this information affects their performance, since evaluation of

this Phase I inquiry.

-ty
2.

their performance and productivity is beyond the scope o

TRANSFER AND /OR PHASE-QUT MECHANISMS

A. Description of Component

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

or unsafe technology:

o Demonstrations

o information dissemination

o Professional education .
o Consumer education

o P=ztent and licensing policy

Demonstration projects are underiaken primarily to obtain informaticn from which
the future ccurse of development and 2pplicatiion of & technology can be determined.
Demonstration projects also have the potential for direcily stimulating ocr arresiing

the diffusion of the technology.

Information dissemination and professional and consumer education wciivities, which
are often interrelated, are intenced to influence the decisionmaking of practitioners,
other health professionals, researchers and consumers on the use of medical tech-
nologies. This is accomplished by using such media as medicel journals, pamphlets,
professional meetings, and conferences to inform these parties abouat the imporiant

positive and negative aspects of technology.
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Similarly, patent and licensing policy may be used tc encourage or discourage the
introductiion, diffusion or 2pplicaticn of drugs and devices developed with Federal

suppori.

|99

B. Agency Activites and Deficiencie
g 2

o

The agencies' reports overall indicated only lirnited use of these mechanisms to
systematically transfer tec‘rmologies, and virtually no use to curiail or phase out

outmoded or inefficacious ‘cechholog es,

NIH, however,‘ reported éubstantial and increasing activity in the dissemination

of information, phvsician ard consumer sducation, and demonstration projects, For
exampile, NIH established a Task Force on Communications in 18751

of the Director to recommend steps to improve the dissemination of information

to hezlth prcfessionals and the general public. The various Institutes speonsor

a variety of meetings for bwmedlcal earchers and medicsl practitioacrs pubiish
journals, monographs, bibliographies and pamphlets; write a monthly section for

the Journal of the American Medical Association dealing with emerging technolo~

gies relevant to medical praciice; produce radio and television anncuncements

conduct seminars for scientific writers; and cperate an information clearingkouse

L NCI)

[¢7]
)
1)

in specific disease categories (e, g., the Cancer Information Clearinghous .
NIR also undertaikes the majority of demonstraiion acti-vitires of the Department.
The NHLEI and NCI, in particular, are required by their legislation to conduct
dermonstrations and' education programs for professionals and the pubiic. Further,
under the auspices of the various Institutes, more than 50 research centers have
been established throughout the country. In addition, the NIH's National Library

of Medicine is able to provide continucusly updated information from its guide to

Medical Literature, Index Medicus, by means of the computer17ed "Medline" systera.

o

This is available naticnwide through 750 terrminals in hospitals, medical schools,

and libraries, and is backed up by 11 Regional Medical Libraries.
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NCHSR J.Lmds demonsiration projscis of v 10\1&; ccmpuier-based diagnostic, thers-
peutic and screening technologies, " These prejects focus 6‘1 obtaining further
information about vanfnqy efficiency, cosi-effectiveness, and user acceptzncs,
but also aid in the diffusion of worthwhile innovations. To facilitate adoption of
some of its

projzcts and elimination of barviers o the transfer of vigble innovstions

NCHSR 1n4s produced user guidelines and su
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An Cffice of Health Information and H ecalth Promotion was established recently in

QASH to provide the Department with a focus for consumer education activities,
This office, which plans {o concentrate ifs efforts in areas where there is an

absence otf curcent activities, will assist tne agencies in carvying out any aspects

L7

of their missions which involve or could invelve consumer educaticon, and will develo:

programs for the "education of the public in the maintensnce of personal and family

1"t

health and in the appropriate use of the health care system,'' This program i

n
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to encounter many of the problems commonly assccizied with the inadequacy of hara

technical infor on about the efiectiveness of many technologiss. Also, the

]
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ologies used in affecting consumer behavior are imperiectly developed.

&

e

These same informational and methodological nroblems apply to profeszsionat edu-
catiou activities. In thig case, the problems are compounded because there is no
departmental focus for activities relating to the continuing education of physicians
and other ealth proiessionals. Praciicing physicians currently do not nave an ade-
quate source of information about the technclogies that they are using or could use,

and medical literature often is not directed towards the needs of praciitioners or

(l

ert‘ten in te 5 familiar to them. In fact, the gquality of that literature has been

called repeatedly intc question,.

Recently, there has been increased recognition of these inadequacies, and various

DHEW agenacies have been eacouraged to remedy them., Several activities discussed

.

B T b B A T A PEEIRE = S



40
in this report {e.g., the Medical Practice Information Demonsgtratio ~ujzel and
the Department-level Review and Syntnesis compeouent described in Seciion IV)

could 2id in resolving these information and education problexn

NiH, however, reporied that any further involvement in professional education might

be inappropriate or mfeasz le, Since NiH currently is the most active agency in this
At i X u

area, it appears unlik.'ely that substantial improvements in professional educaiior

-

will take place without a new locus for such activity elsewhere in the Depariment

Thers was 10 explicit request in the Agency R

[43]

port Feorm for information on paterd
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and licensing policies or activiiies. Ageuncy reporis, therzfore, provided no basis

Ag 4
for discussicon of these mechanisms, The Study Team is aware, however, ihal the
Department has nof, articulated a policy which recognizes the dugl use that patent

end licensing policy can perform in encouraging or discoursging innovations

resulting from DHEW -funded R&D.

PRE -MARKET INCENTIVE AND/OR DISINCENTIVE MECHANISMS

A. Description of Component

The allocation of R&D resources is an effec t*v& means for directly affecting technol-
ogy deveicpment. Pre-market mechanisms coen he used to stimuiate, retard or

redirect technology development. Decisions on the type and amoont of R&D rescur:

ces
to be applied in any given area would be based, for example, on criteria such as the
overall mission of the Department, the nature of the problem, the importance of

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

B. Agency Activities and Deficiencies

Agencies reported no conscious or formal use of R&D resources allocation policies
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as pre~market incentive or Jdisincveniive mechanisms. Such policies, however, ars
cde facto control mechanisms, which reflect mejor judgments about health ne
do not review allocation of R&D as an intervention mechanism even though the Acenc

Report Outline explicitly labeled it that way.

This gap in the agenc;;es‘ perception and planning is particularly six iking since it
occurs despite the recéﬁ.t bafrag‘e of criticism of DHEW for overemphasis of
what Dr, Lewis Thomas has termefé "halfway technologies' such as renal
dialysis which is palliative , and underempghacis of technologies such as vaccina-

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

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

is not being emplioyead to manage technclogy effectively.

MARKET INCENTIVE MECHANISME

A, Descripiion of Component

Market incentive mecharisms are intended to encourage private corporations o
devélop and commercialize meadical technologies which meet a unique public nead
but which lack a suificiently attractive marke: from the perspective of the indusiry,
Such mechanisms include: |

o Development subsidies

o Tax subaidies

o Market aggregation

Development subsidies escsentially are direct payment schemes by which all or 2
part of the costs to take a technology from the ''breadboard” or prototype model to the

production siage are paid by the Government.

Tax subsidies bagically are indirect reimbursement schemes by which all or-a
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part of the costs Lo develcp actual manufacturing capabilities and/or preduce a tech-

nology can be deducied {rom the faxaitle 1acome of the crganization,

%

Market aggregation refers to Government dcticn to guarantee an exclisive market
for a given techaclogy whic h it desires, but which private corporations c@nsidee
not cost-effactive {i.e., manufzchiring and sales costs cannot be sufficiently

‘recovered and/or free market profit margins are too small or unceriain). This

mechanism, thex e;.ore, assuras a minimum ssles volume sad/or exclusive access

to specific interested buyers (e.g., VA, PHS, DOD, GSA) for a given len
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B. Agency Activities and Deficiencies

Agencies essentially reporied no activities to develop and apply market incentive
mechanisms. The Study Team coucluded, therzfore, that either little was being
done with this class of intervention mechanisms, or that the utility of such acti-

vities have not been recognized by agency managers. 'The situ‘ation appears io be

comparable to the agencies' lack of a strafegy for aliccation and reallocation o

by

R&D resources as an intervention mschanism.

While the agency reports demonstrated considerablé concern with the Aproblem of
restricting technology use, they demonstraied no comparable ccucern with identi-
fying and stimulating beneficizl but laggiag technologizs which are not being devel-
.oped because they fall between the cracks of the healith care market. For example,

preventative, rehabilitation, rentzl heslth and envircumental technologies could

o

reduce costs, but many are lagging in development because the normally over-

generous medical reimbu ment system does aot cover ileir use.

This gap in agency planning sheuld be addressed at the Department level, It calls
first for systematically identifying lagging or absent bepeficial technologies and
then, on the basis of the identification, for developing a more balanced strategy

for managing technology development,
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Il is worth noting that the Bxperimental Technolog

Depariment of Commerce has the explicit mission of helping

conceptualize and implement expervimental approaches o technological inncvation,
This Federal resource sheould be used, particulariy because some of the
technologizs mentioned above are likely to f3ll beyond the traditional nurview of

DHEW {2.Z., air pollution and automobile safety) and these call for collaborative

efforis with other IPederazl Departments.

1

The Study Team believes that there are unrealized opportunities for the Depatrimen
to promots incentive actions within ifs purview and to influence incentive actions
in areas in which it does not have direct responsibility but which may impact

both departmental resources and the overall heslith of the American public.

C. Recommended Approaches

Overall, we recommend that the Departm ﬂnb uadertake a comprensnsive review to
‘deterimine why most of its intervention mechanisms are not working sffectively;

-

and then to develop and implement policies tn expand their scope and 1*np"i.,v~

% 1

their effectiveness, In addition, we recommend that:

o The research requirements {c establish standards and policies for
departmental regulatory mechanisms be clearly articulated and given
consideraﬁon as r2search funds are allocated. All of the action agency
reporis identified some research needs, and we recommend that they be

asked to prepare a proposed research agenda for consideration.

o Formal linkages be established between HCFA and other reimbursement
organizations in bota the public and private secior in order for reimbuvrse-
ment decisions to be more consisteni, and thersfors offective as = regu-

latory device., All third party payers should have access to information

L e
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o The accuisition of technoclogies

o Current inform

o

-§3-

1

relevant to the esteblishment

+onf

policies,

and although private third party

payers and Medicaid prograins can not be compelled to act in concert with
Medicare, furtner coordination between payers should be encouraged to
increage the likelihood of = consistent approach tc the regulation of e

ogiss through reimbursement,

B

ctivities be evsluated from the

2
=

of informalion d

their ixnpact on the target audiences {(e.g., consumers and p

tionn disseminatio

physicians and other ambulatory

CoN and Sscetion 1122 review and

ion

71’18'(‘ educat

o

standpoint of their cutput (e.g., quality
r of subjects covered), and

physicians).

A new locus for proie s‘ionaﬁ. education be developed {o cocordinate activities
among the agencies and to siimulzate needed new program initiatives.
We recommend that the responsible organization develop a collaborative
relationship with the Medicel Specially Boards and academic healtn center
S0 thé,t deparimentally-generated info: rmation may be systematically chan-
nelled t;) them for use by physician recertification programs and other
relevant activities. |
¢ Specific departmentai and agency policy be developed for identifying absent
or lagging raedical technologies and that R&D allccation plans take graater
cognizance of health needs in relation to research targets of opportunity
o A Departmenta! pclicy Be developed relating pétent and licensing actions to
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o0 A study be conducted to identify those !

45}

beneficial technologies which are not

being deveioped because current health care policy overiooks them. For

example, prevention, rehabilitation, environmentzl and system mana

o~ vy S
Jemen

technologies offer the potential for improvi aff health and reducing hesith carve

L

o be underiuvesting in their deveicpment,

costs, yet HEW appe:

I

s

(G}

-0 A study be conducted of other Goverament or

-
L

ganizations to determine ine

effeciiveness of their activitie5s to promole development and commercializatio:

B

"C‘

of critical health-relaied technologies. As part of

SRS S )

this study, the Department

should identify both those technologies and activities in other fieids which

may impact beneficially on health problems {e. 3., pollution conirol technolog:

and those technclogies and/or fields where the application of approp:

foud
i
20
{0

incentives might be encouraged to reduce the occurrence or saverily of specil:

hezalth and medical problems.
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AND MANAGEMENT OF A DHEW TECHNOLOGY SYSTEN

H

Development of thie Proposed

e

-

- - d Y % . » hn 7 +onhhy 1 -
hapters II through VII compare the Study Team's concepl for 2 DHEW techunology

o

management system with the current activities of the Departmeut. To coasider how

the Department could move from the exisiing fragmented arrangements to a ccnerent

s

management system, it is useful to summearize the current deficiencies and the types

of needed initiatives.

CURRENT ACTIVITIES

DEFICIENCIES

PROPOSED IMITIATIVES

Monitoring/Screening

Three agencies report some activities
which could contribute tn an jdentifi-
cation aad nonitoring system for
existing technologies and NCHSR has
cencept design for deveioning tech-
nologies

no catalag of existin
daveloping technolocies

new, and

no svstematized aoproach to
identifyving and screening
technolcgies to be studiad

davelon and irpiement svs
for identifyiag,rme
and coarse scrsening of

technoisgies o Se scratiriz

genda-secting

Agerda -setting ocuzurs at indiviaual
agency levels tased primarily on those
agencies’ percaptions of their nmissions,
ad hoc Congressicnal Requests, and on
resource availability

imbalarce between neads of action
agencies and interests c¢f knowledge
develoomant agencies

ne assurance of agerciss’ fscus on
Nation's priority needs

no clearinghcuse Tor informatian
and data abtout tachnolagy-besed
studies

process for an an
analysis agerda of
oricrity studies

1alysis and Testing ~

services.

There is a strong basa for technology- .
based studies in several agencies

NIH conducted in FY '75 ¢linical triais
of efficacy and saiety 3t 3z cost of over
$100 million; FDA and CDC are also
involved in efficacy and safety analysis

. NCHSR spent one-fourth of its budget for

FY '76 on cost-benefit and cost-effec-
tiveness snalysis as part of comprenensive
evaluations; NIH, HCFA, and CDC report
small-scale afforts in this area

FDA sets standards for guality, efficacy,
and safety of druys and devices. and
reviews data and testing procedures of
davelopers; HCFA develcos medical
necassity, quality and appropriateness
standards to guicde PSROs: BHPRD develops
standa~ds for organization, supply and
distribution of health technologiss and

There are isolated instances of discrete
societal impact studies (bv FDA, NIH, CiC,
{CHSR), and NCHSR has developed a proposal
for compreiensive vechnology asiessment.

Evamplas of cross-cutting and methodological
activities: studies of diffusion by HRA:
use of computers for information transfer by
MIH; development of models to predict treat-
ment outcomes by CDC and to assess techol-
ogies by FDA.

amawames Boaes

insufficiency of studies of existing
technologies, particularly medical
and surgical precedures

fack of c¢ritical mass of <kilis for
conducting cost-benefit and cost-
erfectiveness studies

imbalance between action agencies' needs
for standerds development and knowiedgs
development agencies' capanilitias for
providing them

ac comprehensive technglogy assessmunts
being conducted dnd insufficiency of
discrete societal impact studies

insufficient effort to identi€v lagging
and absent teneficial and cost-saving
technolcgies

Little theoretical werk teing done on
adoction and diffusion 3f medical
technoliogies

Insufficient emphasis cn methodoiogical
studies to improve the state-of-the-art
of fnoicgy-~based analysis and testing

ineffective linkage between stuay findings
and agency actiecns to stimyiate or impede
technology develiopment

correct curren: impalance of
aqency agendas

launch new arziysis and tes:
efforts in aopronriate agenc

evaluate quality
studies and st
ind use findi

of aganoy

Yo

comprehensive
ment
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CURRENT Af IvIY

s

FoM

CEFICIENCIES

PROPOSED INITIATIVES

sview and Synthesis

NTH has bagnun to formally synthesize
results {e.g., on hypartensicn and bre
cancer screening) and has develicped a
pusal for extensive review and synthas
activities .

rDA fas 3 formal, svructuced 3,h:bEC17*ng
process for reviewing e’ficacy and safe
test resuits

NCHSR has benun to issue ad hoc nen-technical

reports synthesizing researcih Tiadings from
related grojects in piagress
HHPR M&n

4
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primarily conducted ‘retrospectively in
rezponse to ad hce quesiions e.q.,
reimpurssment for Medicare

no mecnanism for assuring systematic
*+ransiatien” of scientific and technicai
information for JHEW poiicy and decision-
make~s or foi rnon-DHEW users

create a Denartment-level

ity for cversight and ien

of review, synihe s*s and trani-
iation of stuay 9 e’
vant usars in and outside of

‘ansider-
of an ¢

scisionmaking

FODA has an explicit process for decision-
making rejarding aprroval for markating
nf drugs and devices

nism to assure consistency and
ency dacisionmaking

no mech
coordination of ag

no rechanism to ass that relevant
study findinas are sed to formuiate new
Deparimental policies integrated across
program lines

3ssign resoonsixi1i+y 0 D
ment-level unit to *ac il
coordinatad agency o
and nolicy developme
involve cutside var
interest in collahorative effor

Intervention Mechanisms

To emplace the proposed technology management system, there wiil ne

FDA approvas or disapproves the intro-
duction of drugs any devices inio the
marketpiace

flatisnal Guidelines with quantitetive
standards have recently been published
in Federal Regist&r

Planning agencies, 34PRD, and BSROs ar
in sarly stages of implemanting their
respective programs

HCFA makes ad hoc aecicicns about
vedicare reimoursement for guesiignable
technoiogies

NIH reporis substantial technolagy trans-
fer activitias in informatior. dissemin-
ation, professicnal and consumer educatiscn
and demonstration projects

NCHSR sdprorts user groups to facilitata
adoptinn of validated technologies

An Office of Healih Information and
Health Promotion was recently estabiishec
in QASH

mest intervention mechanizms still in
developmzntal stages

standards for medical devicas nct yet
developed

FSROs not yet established in close to
half of the designated areas .

appropriateness review standards noi yel
developed

Mational Guidelines for Health Planning
delayed, and technical assistance struc-
ture for HSAs and SHFDAs still evelving

regulatory decisions hampered bLy lack of
technical consensus on standards for
sfficacy, safety, cost-bensriits, and
cost-effectiveness, and aocropriite
conditions for use &f technoliogies

professional education efforts insuf-
ficient to needs of practicing paysi-
cians for information about anpro-
priateness and effectiveness of
technologies ’

information dissenination
fnadaquate to need

effort

consumer educat
definiticn stage

ion efforts still in

ailocation and reallocation of R&D
not perceived by the agencies is an
intervention mechanism

‘nedoauate attention paid to market
incentive mechanisms to st1ndlete
lagging or absent peneficial and
cast-saving techneiogies wnich

fail betwonn the cracks of health
system incentive structure

e Jr&*w for ig
mulating tachno}
adc:r1?n,‘aru uze

daveioprent,
zation

evaiuate and st
agcnc1ns ’aDcD"lt'fS for mar
ment. adoption, *ramsfer, uti
zation anrd phase-cut OF techn
ogies

e lacus for profes-
cation an utilizatis

create
_r‘,'lu__l
rnolog3

al

establish formal linkages ba:
Department and Dthnr Federa)
entities and private sector <«
develop collavorative effarts
for managing: techrology

taunch a new initiative
lagging and absent Henef
technoicgies which fall
of the health system ince
structure

develop 2 departmental o
reiating patent and lic
actiens to DHEW decisis
arcouraga ar discourans
tions resulting from ©
R&D

ed {c be juris

dictional clarifications and realignments ainong the agencies ag well as asgignmeant of

new responsibil ities and authorities and resources.

to development f the proposed system:

53 M Ed A e A

Tt Wtiae A L e AR AT

U1 T fwui




-57-

(1) A "tabula rasa' avoroach is the most free formn {(but it might be cons

politically neaive ‘}. It would assume 0o constraints on shifting existing i

tional capabilities or responsibililies, and wculd thus be unfetiered in

¥

idered
nstita-

devel-

oping a set of jurisdictional assignments, compeocrent linkages, etc. The

ey

agencies' roles would then be reformed around the new responsibilities

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

legislated missions, existing professional skills, experience, and sc fo

+
pie

rih,
and would design options that {it around existing arrangements and propose

marginal changes in the agencjes. It is the least disruptive and quickest

apprcach, though the one most likely to be compromised by agency momentuni.

The Study Team has concluded that elements of each will be required: margi
change where agencies have demonsirated competence {e.g., effi

testing of drugs and devices; implementiation of certair action mechanisms),

nal

6
W)
0
<4
W
3
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n
m
oo
&
[

totally new development of such components as agenda-setting, monitoring and

screening, review and synthesis, and +ecnnolooy transfer mechanisms.

This month-long Phase I study did not include independent assecssments of ag

performance or staff capabilities. To advance organizational change alternatives th

attempt to overcome current agency deficiencies and, at the same time, take

advantage of existing capabilities would therefore overstep the Study Team's

ency

best

know-

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

this responsibility to a Phase II study as recommended in Secticn IX,

B. Management of the Proposed Technology System

Does the proposed system require direct management or can its operaticn be

to the participating agencies? Dppartm ental : yct ms precess requireraents

like the

annual evaluation agenda or the forward plan; bynlcallv assurne & very low priority

at
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for agencies which are constanily irying {e discharge major substantive responsi-
bilities. In addition, institutional hisiories, frapﬁcz*ting congtituent pressuresg,
interagency territoriality, etc. creaie cenirifugal forces that tend to drive agencies
apart and frustrate even such simple goals as infcrmation exchange. Where they do
interact, their understandable jockeving for tureaucratic advaniage siphons e

away frecm the enterprise. IMor these reasons, the alternative option of ieawing the
¥ 4

meanagement of the proposed technology system to a joint undertaking of the agencies

is not prese: 1ted for ccnsideration.

The Study Tearn has concluded that there is a need for establishment of a new
technology management unit, and that such a unit spould be located at the

(¥ ,’;smr-{\; ;W TA&\\.M 3
Department level. The functions of this auLAmlgqt in¢lude system developmeni,
management, coordination, technical assistance, policy development, rmonitoring
and evaluation, liaison, and information clearinghouse. The following are
illustrative examples of the unit's activities; they would be wmore precisely aefined
by the Special Project Manager's decision memc (See Sec tion J.'.X: relating to uni

Jocation and resources, and by the ”nlt s evolving dehmtlpn of goals, Ifunctions

and pmorrtlef

SYSTEM DEVELOPMENT - The unit would initially fccus on giving opera-

tional definition to the conceptual framework, and on guiding the develovmenial
activities related to integrating the six-component sjstem with Deparitmenteal
structures and processes. IExamples of ithe unit's developmental activities
would include:
-~ determination of the feasibility and cost'—effe':tivéness of

developing a system to (a) identify and monitor

technologies; (b) inventory and monitor health neads; and

(c) screen tbc e*iuvng and developing technologies to select

candidates for intensive study;
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~=- in cecllaboraticn with the agencies, definition of the leadership,
coordination and +cc1mcal functions through which the agencies
would participate in the technolegy nianagement system and the
six-component process;

- de'J'elopme<111: of a process through which the Department can coillaborate
on technology management problems with other relevant Federal
Departments (e.g., VA, DeD, NASA, NSF, OSTP) and ihe priveie
sector parties at intersst (e.g., hesith insurers, providers,
technology developers, Institute of Medic.ine, academic institutions,
medical gpecialty groups and public/consumer interest groups);

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

These system developraent activities would be undergirded by information obtained
from the Phase II study which is initiated by the Special P rmecz *\J[anager and
itransferred to the technology management unit staff as soon a5 they are appointed.
Ag shown in Aopendix Tab 13, the ase II study would be structured so that the

tasks that provide technical data and information needed f{or the system d@vemp ent

activities are "front-ended', thereby giving the new unit's staif a major head start,

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

-

six-component system for addressing selected high-~priority technologies, the
unit would maintain timetables, convene cr coordianate convocation of DHEW
agencies and exira-Deparitmental participatidn, monitor and report progress, etc.
-- Mom‘.toring and Screeningf oversee generation of a list of
"coarse screened' candidate technclogies and health problems;
-- Agenda-setting: in collaboration with the agencies and outside
parties at interest, convene expert judgment to "fine screen' the

choice of candidate techrologies; prepare an Annual Technology

Analysis Agenda proposal that recommends to the Secretary the




high priority technologies to be studied, the types of studies

10 be nerformed and by which agencies, the gchedule for their

completion, etc.; advise relevant pafties of Secretarial

decisions; |

Analysis and Testing: while the agency assigned ic conduct a
study will be respe nslble for the technical design, the unit

wili, where necessary, coordinate inter-agency participation in
siudy design; it will monitor timetables of the studies and act

as an information clearingnouse on studies' progress---particularly

for potential extra-Departmental users;

Review and Synthesis: scheduling, monitoring, and providing
technical assistance to the agency(ies) responsible for praparing
user oriented syntheses of high priority studies and other

relevant information and data;

Decisicnmaking: prepare (in collaboration with both action and
knowledge development agency staffs) a decision memo for the
Secretary recommending a cenclusion based upon the weight

technical findings and judgment, and a series of coordinated action
steps to convert that conclusion into policy and program changes;
following the Secretarial decisions; communicate decisions to relevant

parties;

Intervention: monitor and perzodlcallv"ﬂepO‘"t on agencies' progress
toward effecting implementation actions (e.g., reimbursement
changes, professional ed wcation initiatives, new draft legislotion);
facilitate hulson with parties at interest out ide of the Department

to encourage complementary actions.,
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GENERAL ACTIVITIES

-- Coordination: Where needed, the unit would help design linkages
between action and knowledge develepment agencies to facilitate

exchange of information needs, technical findings, etc. for those

technologies not a part of the annual high-priority process.

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

the agencies for technical assistance in the operation of their
internal technoi.ogy management systems; it would advise agencies
of the lessons learned (both positive and negative) from the
operation of the high-priorify system; it would recuest technical
assistance frora the agencies or from outside the Department
relating. to continuovs refinernent of the Department's technology
management system; and it would provide technical assistiance

to other Federal and non-“'edera‘ parties on their technology

management interests.

-- Policy: The unit weuld function as a catalyst and Deparimental
focal point for the development and refinement cf policies
relating to technology management, and would participate in
preparation of legislative, budget, and managerment proposals

to implement those policies,

-- Monitor and Evaluate: The unit would monitor {on an ad hoc basis)

agencies' management of non-priority technologies and identify
where technical ass ce is needed and where there is need for
fermal evaluation activities; it would identify conceptual gaps in
Pncwledge development and intervention sctivilies and participate

in the development of model approaches to overcoming those deficiencies.
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-- Liaison: Trhlgﬂ}mit would funiction as tiie Department’s focal point
(though not the exclusive agent of) liaison with outside parties and
agencies with which to link our technplogy roanagement aciivities;
to develop cellaborative wereking relationships through which to
facilitate joint action on specific technologies:; to monitor other
agencies' research and technology mn anacomez ¢ activities ana relate
them to the Department's activities; to explore opportunities for

interagency agresments and joint funding; to participate in

improving the evolving state-of- ne-a**t of technology management.

-~ Clearinghouse: Depending upon the capacity, location(s} and

structure of the monitoring and screening component, the unit
might take on "switching point'' activities for incoming inquiries
related te health technologies being addressed witiiin the Department

and for inguiries within the Department relating to other Federal

or non-¥ederal health technology-relaied activities

veral alternativ or the organizational locus suggest thermnselves: iven
Several alt tives for th ganizational locus suggest ¢ OASH (

(!Q

P

the health orientation of this initiative) in its program unit, its policy unit, its
special health initiatives office, cr, because cf iis sigﬁal importance, in the Ascsistant
Secretary's immediate office; OASPE if considering extending the system to educations
technology, telecommunications policy, etc.; or some direct staff arm cf the Secretary
or Under Secretafy. The scope of this study does not parmit eyaluation of these and
other alternatives. The Speclial Precject Manager's 45-day analysis (see Section TX) of
the unit's location, staffing, authorities, etc., should mszke a recommendation from

among en evaluated set of options,




s

C. Recommended Approach

it is recommended that the Department adopt in principie both the technology
system as outlined and the emplacement of a Department-level technology
menagement unii; and that further definiiion of the unit and refinement of the

systein be sought through a 45-day analysis and a six-monti: Phase II

system implamentation study.

—



IX. RECOMMENDED NEXT 5TEPS

This report has presentecd z sirategy for managing medical tech ology at DHEW., It
has described a2 comprehensive technology system and the management of thst system.

In additicn, it has compared the technology-based activities of the Agencies within each

component cf the proposed technology systern and has recommendcd initiatives needed
to close the gaps and correct the deficiencies. Those componenhb'f -COmponest resom-

mendations are embodied in the following summary recommendations for next steps.

Recommended Step 1: dorsement in principle of the development of a2 Deparitmental
technology sysiem along the lines of the sizx components outlined.

and the establishment, at the Departmentsal level, of a unit with

the responsibiiity focr managing such 2 system.
2 Y ging WV,

Recommended Step 2: appointment of a Special Project Manager
(2) to prepave a decision memorendum within 45 days that
exarcines alternatives and makes recommendations regarding
the technology management unit (e.g., orgsnizational location,

uthorities and responsibilities, staffing); and

(b) to promptly undertake a follow-up to this study to recommenc
thcse changes in Agencies' jurisdictions and responsibilities
necessary to implement each component of the technology
system and to develop an approach toc Departmental collaboration
with ouiside parties-at-interest. See Appendix tab 13 for cutline

cf the Phase II study
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Recommended Ste 3 in addition to release of this report for bread circulation,
transimission of a copy 19 Senator Kennedy in light of his .
major coniribution tQ cousideration of this subjett.

Recommended Step 4: following completion of the Decision Memorandum dzascribed

Note,

in Step 2 (a), establishment of the technology managemernt

}..’.I

unit, and transfer to it of sctivities begun under the Specia

Project Msnager,

On one issue relafed to Step 2 (b), the Study Team did not reach consensus.
One opinicn held that if the Department committed substantial resources

to the Phase II Study, organizational change decisions could be made in six
months. Consequenily, the NIF and NCHSRK proposals should be considered
in the context of the Phase II Study, and not advanced for a separate Secre-
tarial decision at this time., The conirary opinion held that the Phase II
Study and decisionmaking process would take a full Jrear, and that, while
they might need to be altered in light of Phase II results, the NIH and Z’.CE,LSR

proposals should be advanced at once, recogniing that their approval would

provide needed capsbility more quickly.
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MEDICAL TECHNOLOGIES: The drugs, devices, medical and surgical grocedursas
used in medical care. DSome cefinitions of this term include the organizaticnal and
supporiive sysiems within which such care is delivered. For this study, however,

only the former definition is used.

ENOWLEDGE-DEVELOPMENT AGENCIES: Those agencies in the Depariment whose

primary mission is the development of knowledge relating to health or health care.
These agencies conduct or sponsor analysis.and testing activities. While their

primary mission is knowledge develcpment, they may have some gignificant action

functions.
ACTION AGENCIES: Those agencies in the Department whose primary mission iz
the administration of programs which can affect the development, diffusicn, or utiii-

Lu
"

zation of medical technologies. These agencies manage the Intervention VMechani

They may however, have sore knowledge-deveiopment capabilities and funciions,

EFFICACY: Poiential benefit from a medical technology applied for a given mediesl
ohak s ¥ app g

G

problem to individuals in a defined population. Efficacy is sometimes used to refe

{0 benefit under ideal conditions of care to differentiate it from effectiveness, which

woulid then be benefit under average conditions of care. We have not made that distinc
tion here; instead, we regard benefit under ideal conditicns as a gpecial elzszs of

efficacy.

SAFETY: The probability that a meglcal technology a},p&led for a given medic
condition to individuals in a defirned pcpulation will not cauze diseass, injury, or

harm,
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APPENDIX 1: nage 2

COST-BENEFRIT ANALYSIS: Analysis which compares the monetary value (usuvally

P

in present valuec terms) of future benefits with the monetsry value of all immediate

and future costs (usuzally in present value terms),

COST-EFFECTIVENESS ANAILYSIS: Analysis whrich relates resource costs to the

ifectiveness of alte'rnauve technologies under study. Their gozl is te

P
(0]
<
(4
o
N
o]
—
o
=

identify: 1) the slternative that maximizes efiectiveness for a given resource cost,
2) the alternative that involves the least resocurce cost to attain a specified

level of effectiveness.

TECHNOLOGY ASSESSMFENT: A relatively new approach to comprehensive pclicy

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

cormmonly accepted definition of technology assesment (TA) is:

"TA is a class of policy. studies which systematically exami:
effects on society that may oceur ¢ when a technology is introed

Q. d
O
D
0 5
w

extended, or modified with special e -ﬂ,uas1s on those conycqa.en es
that are unintended. indirect, or delayed..." {J. Coates)

This term is mcrpas‘ng 'y being used to refer to any ‘cechnolo,s,dr ased policy analysis
or planning, We hava restricted cur use of the term to the first sense because the
term was coined explicitly by the Congressional Office of Technclogy Agsesement to

distinguish comprehensive techrolcgy assessment from other technology-based stucdies

which examine such discrete aspects as eﬁlcacy, cost-benefit, or cost-effectiveness.




