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Mr. David I. Cooper, Jr. November 22, 1977
Study Director
Office of the Assistant Secretary for

Plamming and Evaluation ‘

Patent Counsel
0S/GCB

Study on the Management of Health Technology

1 have reviewed your study on the management of health technology. The
major result appears to be a recommendation to establish a Department level
management capabiiity to enhance or impede the flow of technology. The
report contains so many statements of opinion and inaccurate statements

of fact that the recammendation of the report cannot be considered
supportable.

Numerous reports on technology transfer in management have been generated

in the last ten years, some of which make recommendations similar to subject
study. Probably the most well known of the latter type was the proposed
"New Technological Opportunities Program" (the so-called Magruder Report).
It seems to me that review of this report and the criticisms that led to

the abandonment of its recommendations should be reviewed prior to
implementation of the recommendations of subject study.

T understand that the erronsous statements regarding Department patent
policy will probably be touched upon by other commentators, making it

unnecessary for me to comment further, other than attaching two pieces
of testimony on Department patent policy made before suboommittees of

the House Committee on Science and Technology.

Although I do not wish to devote my energies to numerous statements

that I take issue with, I believe it necessary to comment on the drafters’
indication that esperts estimate that the number of existing and emerging
technologies ranges from 8,000 to 150,000 (no citation on the source

of this estimate was provided). Medical technologies are defined in the
glossary as "'the drugs, devices, medical and surgical procedures used in
medical care.'” Whether the correct figure falls on the low or high side
of the cited range, it seems highly improbable and optimistic to believe
that any single group would be in a position to manage such numbers while
taking into consideration all the factors identified in the study. It is
the experience of the Patent Branch that what the report defines as medical
technologies falls within the definition of a reportable invention, which
reports in the past have been counted only in himdreds on an annual basis

and have been managed well in cooperation with and the guidance of the operating
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Page 2 - Mr, David I. Cooper, Jr.

agencies and the Office of the Assistant Secretary for Health. No convincing
evidence has been provided why this successful arrangement needs to be
changed. It certainly could be improved, but that does not appeartto be

the thrust of your report.

Norman J. Latker

Enclosures

cc: Dr. Seymour Perry, OD/NIH

. Dr. Lowell Hammison, ASH/HEW
Mr. Bernard Feiner, OGC/HEW
Mr. James Hinchman, OGC/HEW

HEW/0S/GCB NJLatker/ack 11-22-77




FROM

SUBJECT

PUBLIC HEALTH SERVICE
NATIONAL INSTITUTES OF HEALTH

ntatives for Medical DATE: November 14, 1977

Special Assistant to the Director, NIH

Draft of the Technology Management Report from Assistant
Secretary for Planning and Evaluation, dated November §, 1977

Attached is a draft of the DHEW proposal for "The Management of
Health Technology.” Potentially, it has very serious implications
for the NIH. Tt arrived last Friday p.m. The deadline for commentis
to the Department is very firm so I will need your reaction as soon
as possible, but no later than c.o.b., Friday, November 18, You

may make them directly in the text, but if you develop a memo, please
limit it to one or two pages.

I also want to emphasize that in spite of the list of participants,
no individual from the NIH played a role in writing the document.

Attachment

DEPARTMENT OF HEALTH, EDUCATION, AND WELFAR

7
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The Assistant Secretary for Planning
and Evaluation T

During this period, the Institutes all have become converted to
acceptance of a major role in technology transfer, and the Office of

the Director has moved to create an Office for Hedical Applications

of Research (0MAR) to set a common style for seeking "technical con-
sensus" on a continuing series of subjects which relate to both emerging
and existing technologies. Special attention has been given to assure
that NIH and its expert community not attempt te ada all the value
‘Jjudgments inherent in the decisions required on interventions, nor to
attempt to set regulatory standards. Instead the NIH intent would-be

to collaborate with its sister agencies in all shared areas of concern
so that each could make contributions appropriate to its responsibilities.

It is inevitable that the Department will nave %o depend upon NIH for
much of the technical work envisioned in this paper. Its expert resources,
budget and activities cannot be duplicated to find answers to scientific
questions inherent in judging or modifying technology. When the aca-
demic medical centers are the focus of "transfer” of such technology,

it is again NIH which has the close ties with this community. With
specific mandates which increase yearly, the Congress is busily altering
the bouncaries of NIH activities in creation of subspeciality centers
with responsibilities for transfer of knowledge, including new tech-
nologies, to both academia and the professicn in general. Also, over
one hundred million doliars in clinical trials are included in our
annual inventory. .

For NIH, the guestion posed is no longer "whether" we-shall engage in
the activities that are the subject of this report. ‘The question is
“how?"

For example, how far can we go in transfer activities relating to

existing technologies? How can we arrange to amortize the costs of
these--particularly through separate authorizations that protect
"conventional explorations," on the one hand, and transfer. demonstration,
and dissemination on the other, and how to tie the latter needs to the
current cost of health? How can component agencies within the PHS--
particularly those engaged in service or regulatory activities--be

assured the resources so that we can begin to share certain responsibii-
ities within our growing medical centers and otherwise have the comple-
mentarity so long needed within the Public Heaith Service?

Finally, a parochial question: Can further delay be avoided in
strengthening NIH capacity for "technical consensus"--an element that
is so essential a part of modern health research? We need to open up
the proposed OMAR office at NIH. The Institutes are now seeking -to

T YA my g,
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The Assistant Secretary for Planning
and Evaluation 3

recruit personnel essential to these activities; we cannot proceed
until the central office is in place.

Technical consensus exercises must proceed at NIH, both as an essential
part of what the DHEW is seeking to organize, and independent of it,

as a means of determining research priorities in a complex worild.

We request that the OMAR proposal proceed directly to the Secretary
without further delay related to the study subject of this memorandum.

In summary, with respect to the problems identified in the Report,
NIH stands ready to work toward these common objectives of the

Department. ’ .
SNt B, s /.
sds G CRALT ™~

Donald S. Fredrickson, M.D.
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Mp NEORANDUM DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
3 W]

OFFICE OFF THE ASSISTANT SECRETARY FOR HEALTH

75 :  See Addressees Below DATE: w5 w A0

FROM : Assistant Secretary for Health

SUBJECT:  Technology Management Report

Attached is a copy of the final report on Health Technology Management
at DHEW. Both the report and the decision memo have been revised
particularly in response to the comments that the Report was not
sufficiently clear on the following points:

{1) that the proposed Technology Management Unit would collaborate
extensively with DHEW agencies and private sector parties at

o= interest;

-y .

$Z) that the proposed unit will not be conducting the kinds of
A = technical studies now handled by the agencies;
>
iﬁ {3) that the front end of the proposed technology system should
= .. ~include monitoring and screening of both technologies and

health needs; and
=

@ that the Department has neither provided the mandate nor the
resources for the agencies to engage in such systematic
analysis and decisionmaking on health technologies.

As you.can see on page 4 of the decision memo, H's position is that

the proposed technology unit should be assigned tc OASH and that

the unit should undertake--following an 0S-approved implementation plan--
a demonstration of the technology system, Selecting five to eight high-
priority technologies, subjecting them to the process, and developing

a redefinition of the unit's role on the basis of the lessons learned
from the demonstration. This position was developed largely in response
ito your reactions to the November 7 draft report.

ES/NIH Distr. 1/4/78: “Dr. Perry - necessary action
: . Info: Fredrickson (without attachment)
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Sge Addressees Below 2

If you have any furinef comments on-the Report or the H position,.p]ease
let me or Ruth Hanf{ know before c.o.b. January 5 because the decision
meeting with the Secretary has been tentatively scheduled for January 6.

s/ Suliug R, Dirtmany
Julius B. Richmond, M.D.
Enclosures

Addressees:
Administrator, ADAMHA
Director, CDC
Commissioner, FDA
Administrator, HRA
Administrator, HSA
Director, NIH

~/’ Director, NCHS
Director, NCHSR




OFFICE OF THE SCCRETARY
WASHINGTON, D.C. 20201

.s
ey

Decembcr 29, 1977

NOTE TO: Robert Derzon ' T
Charlic Miller . " - '
eter Libassi
. Julius Richmond
Dick Warden

-4, "
4

Attached is a draft of a memorandum from the Assistant
Secretary for Planning and Evaluation which represents a
revision of his management technology paper A meeting )
with the Secretary will be scheduled to allow him.to review
finally the options set forth in the paper as soocn as possible-
at the end of the first week in January. Although the final
version of the attached memo may differ slightly, the

current draft will allow you to begin preparing comments to

go to the Secretary prior to his decision meeting.

Could you please plan to submit your comments on this paper
by COB Thursday, January 5. If the meeting is not scheduled
for next Friday, the date for submitting comments will be
extended. ’ : -

TR i Ric;fZOtton
' e T S Deputy Executive Secretary

) . _ | A . o
Attachment : ;' - T . :
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L EERTEETS

MEM ' AI\I U {1 DEPAETMENT OF HEALTH, EDUCATION, AND *~LLF.
A/

OFFICE OF THE SECRETARY

The Secretary

]
T0 : Through: US : DATE: A)CP‘
E‘Oﬂ . # .‘_’__,_—;
V-
T !
= ,L'. icL
. ._,.-:./ . N - = -
Assistant Secretary for . -
FROM :

Planning end .Cvaluation

Departmental Management of ledical Techrology — INFCRUATICH
SUBJECT: i

BEACKGROUD

You asked P to develop a strategy for management of medical t°CﬁﬁOlOgy
- Senator Kennedy azddressed a similar reguest to Cr. Richmend. In resoen
to these twe reguests, P and H formed a joint Study Team that has

—— preprared the outlines of a Departmantal management system for
dealing with medical technclogies,

~— compared existing practice in HEW with that design to identify
possible changes in the way we do business, and

— prepared reccmmendations for action by you.

PROBLE!H

"Medical technologies" — drugs, devices, and medical and surgical preocsd-
ures -— have improved the quality of health care. But we are becoming

increasingly aware of serious inadequacies in the ways emerging and ex"“lng
technologies are aprlied:

— some. technologies move tco slowly from laboratory to bedside cractice
while others enter practice before we adegquately understand their
implications for safety, costs, and efficacy;

— some technologies remain in use even after they are cutmcded or groven
ineffective or even hazardous; and

— some effective technologies are inapgproorictely used.

The imsact of our programs on the develogment, diffusion, and use of medical
technolcgies is pervasive. Uevertheless, the Department is poorly or3janizad
at present to evaluate technologies systematically, to synthesize information
about them, and to ta2Ke coordinated acticn to .rcede or stimulate their
developmant and use:
— "action agencies” do not get the information they need from "knowledge
development® agencies;
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The Secretary —~ Page 2 '

— some tymes of needed studies are not being conducted because no ager
has been asszigned the mandate or chosen to devote resources tc them;

— some studizs we do conduct look at low priority technologies;

— because of fraamentation and gaps between agencies and nrograms,
technical findinos are often not incorporated into reimbursemext,
standards, regulation, and other types of nolicy decisions;

The Department cannot ianore these glaring deficiencies, and the activities
of other Federal and non-Federal entities will not overcome them for us. :

There are considerable vressures promoting greater Federal involvement in t
management of the technology stream:

— technologies &dd sionificantly to the national health costs throuch
both high-cost new harcdware (e.g. CT scanners) and high-volume medic:
and surgical procedures (e.g. coronary bypass operations);

— technologies are increasingly making their impact felt beyond
the health care field (e.g. ethics of gznetic engineering);

— consumers are unable to assess the value of technologies, and the
financial incentives promots their use even when they are of cuibious
value, suggesting significant consumer protection consideraticns;

— considerable Congressional onressure is being exertaed (varticulzrly
by Senator Kennedy and Congressman Moss) to promote closer DHE]
scrutiny of technolcgies;

On the other hand, some will raise strong objections:

— the madical profession may argue that increased Federal managerent
of technology would curb indeoendent medical judgment and steo betwes
the practitioner and his patient (an intrusion now restricted
to drugs and devices);

—- gcientists may argue that such management would restrict scienzific
inquiry, and stifle or delay innovation; )

— manufacturers may argue that Federal management wculd interfers with
free enterprise. ‘ '

From our exmerience with drugs, we know that excandinag technoloqv manzco-
ment will vlace difficult and sensitive cecision-makina authoritias 1 the
hands of aovernment. Government ocfficials will nave to w21dn uncarcain
evidence of scientific inquiry against their estimates of the value cI
quality of life and costs.




The Secretary — Pags 3

After weighing these tinsiderations, the Study Team has concluded that without
rore systematic monitoring, evaluation and decisicnmaking about medical technol-
ogies, they will contiryz to find their way into us2 or remain in use on the
basis of th2 intellect.z]l curiosity of recearchers, the marketing strategies

of manufacturers, and ‘he slowly evolving consensus of health care providers.

THE ATTACHED RETORT

The Study Team has cdefined a six-comnonent frameswork for systematically examining
technologies; has measured current Dercartmental activities against that L
work; has identified deficiencies; and has recommended adoption of a process and
structure that

h (

r“”“::-.

— would enable us to manage at the Departmental level — in collaboration
with our agencies, other Federal agencies, and outside parties at interest —
an integrated process for annually selecting, examining and taking explicit actior:
on a limit=d number of highpriority tachnologies; and

— would form the basis for incremental improvement of agency and inter—agenc
processes, authorities, and resoon31b111t1es as they address other technologies.

The six-component framework is cdepicted in the schematic at Tab A, and each commoor
is described brisfly at Tab B. The Pz2port recommends that vou aoorove in princip’
adoption of this svstem.

The Report also recormends establishment of a new Department-lsvel unit to ranage
high-priority process, interact with the agencies to improve their technolocy mane
ment practices, oromote technologv management collaboration with other Federal anc
non-Federal entities, and be the catalyst for the éevelopment of Departmental
technology management policy. -

A six month Phase II study is prooosed to identify the explicit changes in azancy
authorities, responsibilities and resources necessary to fully implement the syste:
to plan how to incorporate into the system the non-medical technologiss not incluc
in this study (e.g., mental health, environmental health, health systems manzceren
and to plan how to systematically integrate our efforts with the 1ntnrests of othe.
Federal and non-Federal parties.

CONGRESSIONAL INTEREST .

On December 9, OS staff met with Senator Xennedy's staff for the second time on thi
subject. Thev continue to express a strorng interest in sezing the Departmen:z take
vigorous technology manacenent action, and refer in very general terms to ths lagic
lative opocrtunities oresented by the expiration next year of key health lenislat:
(e.g., NId, health olanniuq, the Mational Conter for Health Services researcn) Hc;

-t

and the Rercort cowcludas that leqls¢at1ve lnltlat1V°S are not necessarv at this t:

DEPARTHENTAL REACTION TO THE REPORT

The Report recommends that ycu endorse in principle {a) adoption bv the Departmnt

e = [ S O TS TS

[ I
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of the system cutlined in Tabs A and B; and (b) establishment at the Depart-
ment level of a technologs management unit. There is considerable sugzort
for this provosal, but sore of the agencies — particularly in PHS — believe
that it is premature. *

Decision: vyes, endorse in princinle the
system outlined and establishment
of the technology managerent unit

no, do not endorse them in principle

1 other

. Four major areas of disagreement have surfaced in Departmental reaction to the repor

(1) Next Stens in the Process

P's recommendation (as reflected in the Report) — with which HCFA concurs —

- is that you sheculd appoint a Soecial Proiect lianacer (a) to provide you with
a decision memo within 45 days recommending where the technolegv manademsnt unit
should be located (e.g. as part of vour immediate office; as part of one of tne
OASH offices) and what its authorities, responsibilities and resources should be;
and (b) to simultaneously begin the Phase II described on the precseding vage.

H and 1&B believe (a) that the technoloay unit should be assigned to CASH
at once; and (b) that the unit should immediately undertake — pursuant to
an CS-approved irolementation plan — a “demonstration cycle" (18-24 ronths

, B indicates) of the technolegy process, selecting 5-8 high-priority technol-
ogies, subjecting them to the process, and developing organizational change
reconmendations at the end of that cycle.

Decision: as the Report, P and HCFA recommend

as H énd M&B recommend

other

(2) The Role of the Technoloav Manadement Unit

P's recommendation (as reflected in the Report) is that the unit's mission
should be defined from the outset, because delay could cause confusion and
resistance, a continuation of our lack:of relationshios with extra-Decartmentzl
activities, continued fragmentation and Gaps in our orocesses, and could signal
a lack of comitment te making badly needed improvements.

H argues that the unit's mission should be initiallv defined as limited to tha
conduct of the 18-24 month "demonstration cycle”, and then redefined on the basis

S S e s
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The Secretary — Page 5

of lessens learned from =he demonstration.

Decision: as the Resort and P recommend

as H recomends

other

; (3) Decisionmaking Bzeed on Technoloay Evaluation Findings

e The Report provcoses in the "Decisionmaking" commonent that once a high-priority
technology has been technically evaluated and the results com>ined with exovert
jucgrents about the conclusion(s) that should be reached, a decision memo would be
prepared for the Secretary. The memo would recomwend formal and visibla adontion ¢
the conclusion(s) and would specify what action steos should be initiatsd (such ste
having bezen cesvelozed in collaboration with the "action agencies"). The Secretary
(or his designate) would then chargs the "action" agencies with responsibility for

: . carrying out those steps (e.g. changing standards, oreparing a legislative initiati

i designing a provider education project, terminating reimburserment, etc.).

i P and H surport this process..

,:_ HCFA believes that decisions on what steps to tzke on the basis of the findings shov
; be left up to the head of the "action" agencies.

Decisicn: as the Report, P and H recommend

as HCFA recommends

other

0
(4) Action on the NIH and NCHSR Technologv-related Provosals

NIH has prepared a prooosal to establish an Office of Medical Arplications of
Research and to fund a number of "consensus building® conferences similar to
the one held in October on breast cancer screening. :

NCHSR has progosed establishment of a Technolcegy Studies Group to examine comorehen-—
sively the rotential imcacts of developing technologies on the health system and othe
sccietal svstems and institutions including the law, the family, and rores and ethice

The P recommendation (as reflected in the‘Reéort) is that, because these two pronesal
are so related to each other and to the overall technology initiative, they sheuld ke

examined as part of the overall Phase II study. However, if the pace of Derartmontal
change will be slow to occur, more prompt consideration would be aporooriate.

)
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The Secretary - Page 6

-,

H telieves that both pronosals should be the sub]ect of an imediate
Decision Memorandum to you.

Decision: as the Report and P recommend

as H recomrends

other

Henry Aaron
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:Assistant Secretary for
Planning and Evaluation

SUBJECT:mhe Management of Health Technology —— SUMMARY AND DECISION
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BACKGROUND
You asked P to develop a strategy for management of medical( technolegy.

Senator Ker nedy addressed a similar rEGqut to Dr. Richmornd. In response
to these two recuests, P and H formed a joint Study Team that has

— prepared the outlines of a Departmental management system for
dealing with health technologies,

— compared existing practice in HEW with that design to identify
p0351ble changes in the way we do business, and

.

-— prepared recommendations for action by you.

PROSLEM - , :

.
"Medical technolcgies" -- drugs, devices, and medical and surgical proce-
Gures —— have imoroved the quality of health care. They have also contrib-
uted to the staggering increase in its cost. We are becoming increasingly
aware of serious inadequacies in the fajs emerging and ex1st1ng technelogies
are applied: 2

-— some technologies move too slowly from laroraLory to bedside practice
while others enter practice before we understand their impldicati
for safety, costs, and efficiency;

— some technolocgies remain in use even after they are outmoded or proven
ineffective or even hazardous; and

-

— some effective technologices are overused or misused.

At present, the Decartment is voorly organized to evaluate technologies
systematically, to make cqualitative decisions about them, and to take
coordinated action to iwr-de or stimulate their cdevelopment and use.

"Action agencies® do not cet the information they need from "knowledge
development"” agencies. Ska tvpes of needad studies are net being corducted.




b o e oot e

Federal or non-Feceral entity is systematically examining the high-
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Some studies we do conduct look at Yow priority tecn?clogies. No other

P
priority health tecnnologies and l;rklnq results to a coordinated set
f actions. .

Moreover, there are considerable pressures promotin

greater Federal
invelvement in the management of the technology s

ém:

— technologies add significantly to the national costs of delivering
health care through both high~cost new hardware (e.g. CT scanners)
and high-volume medical and surgical procedures (e.g. coronary
bypass operations and tonsillectomies);

—- technologies are increasingly making their immact felt beyond
the health care field (e.g. invasion of pr;va:v, change in the sex
ratio of the populaticn, ethics of genetic engineering);

— consumers are unable to assess the value of technologies, and the
financial incentives promote their use even when they are of dubious
value, suggesting significant consumer protection considerations;

.= considerable Congressional pressure is being exerted (particularly
by Senator Kennedy and Congressman Moss) to prowote closer DHEW
scrutiny of technologies;

On the other hana, countervalllng considerations are being raised and will
be raised to argue against increased DHEW involvement:

— the medical profession may argue thal increassd Federal management
of technology will intrude into professional vractice, curbirg *
independent medical judgment, foLc;n:, rigidities, and stepping
between the practitioner and DlS patient (an intrusion now restricted
to drugs and devices); '

- — scientists may arque that such management would restrict scientific
- inquiry, and stifle innovation or subject it &o inappropriate delays:

— manufacturers may argue that Feaeral management interferes with free
enterprise.

From our experience with druags, we know that exoanding technology manage-
ment will place difficult and sensitive decision-making authorities in the-
hands of covernment. GCovernment cfficials will have to welgh uncertain
evidence of scientific incuiry against their estimates of the value of
quality of life and costs.

After w ighing these consi ceratlons, the Study Team recommended and I
endorse their recommendations,
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, (1) that increased monitoring, eva*ua tion, end decisionmaking abﬁut
technologies is appropriate and needed. Witheout them, technologies =111

continue to find their way into use or remain iz use on the basis of the
intellectual curiosity of researchers, the markszing strategies of manufac-

turers, and the slowly evolv1ng consensus of ﬁrslders.

(2) that this Department take the lead in sxh an effort. The scotm
of .our knowledge develovment activities is extersive, and the imoact of our

o zting technologies »111

other~ programs on the apolication of new and exi
continue to be pervasive. Other Federal and ncx-Federal entities with which
we will want to integrate our aCtl jities will not perform needed activi i
for us ZIheMDE§§:trent can ill-afford to continz to ignore the > glaring
deficiencies in our own fragmented orocesces anastructure

.00 B o e

SUMMARY OF THE ATTACHED REPORT

The Study Team identifies six x discrete components of an effective system by
which HEW can help curb abuses of exi stlna techrzicgies and bring new technol-

ogies "on line" at the right time and in the rigit ways. These generic
components {described below) :

—_ would eneble us to manage at the Departrmental level activities related
to "high priority" technologies, and

— would form the basis for incremental reform of agency and inter-
agency processes, authorities, and responsibilitizs as they address other
technologies.

The report also identifies the need for a new Degartment-level unit to manage
the proposed technology systenm.

The six generic components and a summary of currest-activities follow.

MONITORING AND SCREENING - There is a need frr a comprehensive catalog-
uving and monitoring of existing and emerging tectmelegies. In addition, we
need criteria for "rough screening" to 1dene1ﬁy:echno¢oq1es that merit high-
priority scrutiny. Agencies do not now systematically or formally catalogue
technologies or review them for stuay pr;o;ltj.

AGENDA-SETTING - Certain eechrologies are ¢f such high oriority for
analysis that they deserve special Departmental zttention; other technol-
ogies can be addressed through Agency processes. Scme Departmental entity
must identify the high-priority technologies. T Study Team suggests that
the Secretary aporove an Annual Technologv Analssis Agenda and assign te the
agencies responsibility for conducting certain iinds of analyses on specific
technologies. Such studies would form the core sf Agencies' analytic agendas
arourd which Agenciec would plan which other tertmologies to examine. At
present, Agencies may not be choosing nationally important tecqnoloalc for
sment Agencies may- not.
address technologies about vhich action agencies need information (e.g., HCFA
for Medicare reimbursement or PSRO standa ds BZPRD for health nlanning
guidelines); Agencies conduct efficacy and safe;y studies but too s seldom
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corduct other kinds of b dly-needed studies ( ee next section), and thov
focus on emerging technologies, virtvally ignering existing ones.

ANALYSIS AND TESTING - The Study Team urges that Agen01as design,
conduct and report findirgs from technical studies of:
L)

— efficacy and safety
" —— cost/benefit or cost/effectiveness
'— standards develépment

——~ comprehensive teéhnology assessment

— methodology and background .
Time constraints did not permit the Study Team to make independent judg- 4
ments about the quality of current Agency studies or staffs. It did, AN
however, conclude that while there is a strong base for efficacy and }

safety studies, 2Agencies lack the skills, resources and mandate for cost/ |
benefit, cost/effectiveness, comprehensive technology assessment, or method— |
ological state—-of-the—-art improvement studies; that krowledge develorment

N . . . o . g';,:‘ff
_Agencies fail to incorporate action aaency data ard information needs into ¢

study designs; and that llttle work is being done on deriving from health ¢
problems implicatlono regarding absent or lagging technologies. ' ’
REVIEW AND SYNTHESIS - Pesults of technical stadles and exrcert opinion
should be reviswed and summarized to make them easier to use. At present,, [
there is little effort to translata technical infeormation into forms suitable
for Departmental decisionmaking and for disseminaticn to such private sector
interests as providers, insurers, medical specialty groups, academic health |
science centers, manufacturers, etc. At present, analytical results often
fail to move outside the knowledge development Agencies, or simply become the -
subjects of scientific monographs, articles, or conferences. Yet, because of
an absence of attention at a level high enough to bridge Agency lines, resulgs
fail to trigger single or multiple changes in standards, reimbursement,

‘'R & D support, or other policy areas.

DECISIONMAKING - Once the Secretary or his designee has reached a
decision regarding a technology on the Department's oriority list, he would
select which intervention mechanism(s) to employ, ard would charge the
relevant action agencies to alter regulations, draft legislation or standards,
design a targeted practitioner educapion initiative, etc. Implementation
would be coordinated by the DeDaanonL~lavel managerent unit, would be
related to budget and legislative decisions, and would be integrated, where
feasible, with actions of other Federal agencies or non-Federal organizations.
For technologies that are not on the Department's hich-priority list, the
Department-level unit would oversee the agency-based de0151onmak1ng process

~ e eem— - B
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to assure ccordinated, consistent and actisn-linked decisionmaking. At
present, decisiorm aking is often informzl and internal to a knowledge
development agency, poorly linked to action agencies, rarely tied to
more than a single avenue of intervention, and poorly communicated to
mterested extra—Depdrbwental parties.

1

INTERVENTION MECHMNISMS - The Department prer otes, controls, or inhibits

the developrment ard use of technologies through one or more of four classes
of mechanisms:

— regulation (FDA approval/diaanprovaj Certificate of Need, Section
1122, health planning and PSRO standards, and reimbursement);

~— transfer or phase-cut (demonstrations, infsmnation dissemination,
professional education, consumer educztion; patent and licensing
policy);

-—-'premarket incentives or controls (allocation of R & D resources);

- market incentives (development subsidies, tax subsidies, and special
market privileges).

At present, none of these intervention mechanlsmc zddresses technologies .
in a systematic way:

~- reimbursement decisions are made in an ad hoc manner based on
fraguented data;

*
— professional education does not communicate consensus to practicing
- providers; ;
— consumer education is very limited;
~— R&D is neither seen nor used as an intervertion mechanism;

e v;"
. — there is little focus on market rvechanbms to stimulate absent or ﬁ?{“{ -
- 1agg1ng technolcghe ard A

— there is no pollcv relating patent or llcemwg actions to impeding f{
or stimulating Department-funded R&D innovations.

P

RECOMMENDED STEPS

STEP 1: that you endorse in principle the develo"ment of a Departmental
’ technology system along the lines of the gix components outlined
and the establishment, at the Departmental level, of a unit with

the responsibility for managing such a system.

approved disapproved | "~ date







