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Mr, David I. Cooper, Jr ~

Study Director
Office of the Assistant Secretary for

Planning and Evaluation

Patent Counsel
os/ccs
Study on the Management, of Health Technology

November 22, 1977

I have reviewed your study on the management of health technology. The
major result appears to be a reconnnendation to establish a Departmerrt level
management capability to enhance or impede the flow of technology. The
report contains so many sratenents of opinion and inaccurate statements
of fact that the recamnendation of the report cannot be considered
supportable.

Numerous reports on technology transfer in management have been generated
in the last ten years, sane of which make reconmendations similar to subject
study. Probably the most "''ell known of the latter type was the proposed
' 'New Technological Opportumties 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 reconnnendations should be reviewed prior to
implementation of the recanmendations of subject study.

I understand that the erroneous statements regarding Department patent
policy will probably be touched upon by other ccnmentators , making it
unnecessary for me to comment further, other than attaching two pieces
of testimony on Department patent policy made before suboamnittees of
the House Corrnnittee on Science and Techno.logy,

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 eaperts estimate that the I1UrriOeT ::0£ existing and emerging
technologies ranges from 8,000 to 150,000 (no citation on the source
of this estimate was provided). Medical teclmologies 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 ra~e, it seems highly improbablea~doptimistic 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 wi thin the definition of a reportable invention, which
reports in the past have been counted only in hundreds on an annual basis
and have been managed \V'ell in cooperation wi th and the guidance of the operating

_"'I .; ....... -. . .... _ ....... ,. no. Tr-n '''n~n
f'l V J'tr .~r 11 Jl. l ll l l~tl.,."! LI'I:'l_ 11lt:1.n...L~ .l~



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 appearnto be
the thrust of your report.

Norman J. Latker

Enclosures

cc: Dr. Seymour Perry, OD/Nill
Dr. Lowell Hamison, ASH/HEW
Mr. Bernard Feiner, OGC/HEW
Mr. James Hinchman, OGC/HEW

HEW/OS/GCB NJLatker/ack 11-22-77



DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLiC HEALTH SERVICE

NATIONAL INSTITUTES OF HEALTH

TO

FROM

BID Representatives for Medical
Applications of Research (O}~)

Special Assistant to the Director, NIH

DATE: November 14, 1977

SUBJECT Draft of the Technology Management Report from Assistant
Secretary for Planning and Evaluation, dated November 8, 1977

Attached is a draft of the DHEW proposal for "The Management of
Heal th Technology." Potentially, it has very serious imp lications
for the NIH. It arrived last Friday p.m. The deadline for con®ents
to the Department is very firm so I will need your reaction as soon
as 1J9ssib~~__ but no l?-ter 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

.---"--_._-,---------_.~----._~---~-_.:..._-- ---- ---'--'~-'-



o P.ll CONVE RSATIO N

~£QlIESTE.D
o REV IEW

o HOTE AND SEE ME

o l.PPPQVH

o SIGNATURE.

~~UYt.·_f}O PIt T USE THIS ROUTE SU P TO \ D ATE

~t'~: . ~I)~ :.'0'. CUl>flAH ES O~ APPROVALS I "-
/:2 . j- 7;7----

o COMMENT O NGTE AND RETURN o NECESSARY ACTION

o FO R YOUR lIlfORMmO tl

o PREPA.RE REPLY f OR SIGH I.T URE GF _

~L~_:;:;~~.=c===---=-- ·-·===

NO\! '3 0 \977

Fo>( i.! H E W -30 REV. ll;50 RO UTE SL IP



.tIT<: IvIORAl\TIJUlvi D EPARTMENT OF HEA L T H FDlJrA. 'I'J0 ., ' , ,-, ., \..-. N, AND WEIT /:d ,,-!
PU BLI C IIEALTH SE}lVICE

NATl O ·S AL lKSTl TUTf..S 0 :-' iH~ALTn

fa The Ass i stant Secretarv fo r Pl < ,_'" amllng
and Eval uat ion

DAT E: Nov ember 21 > 1977

~'t1,'T'E?~1' B;~ flk ~~~jC;;~1 , ()~~r; '

Cit-~ f.~·'l\f

, 'r)' . '2 ,., ·q····7·
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... af f at t he
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' R ., , ' th ss:"d '~ by <;· n . '-'
lseport 15 ~ne pr oauct of a one-mont ~u J , - "' - ~ t u~V of

Department 1eve1. It is bill ect as part one of a L\~O-plta s e S ;" "
how to achi eve "health technology management" at HE\J . The prou

1
eli,s
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Depart ment embarks u~on health care st~ndarct~-.etting and other ot temot '

at cost conta inment.

nt ai' the
. J. ,i "n~ oemel ." 1n71

Department of rlea'lth, Eciucat lon, ano \h:.. l f o. , e ,
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·The Assistant Secretary for Plannin g
and Evaluation 2

During t his period, t he Institut es all have become conver ted to
accept ance of a maj or rol e i n t echnology t ransfer, and t he Offi ce of
the Di rect or has moved t o cr eate an Offi ce for Medical Appl i cations
of Researc h (m,tl\R) t o set a comnon styl e for seeki ng "technic al con
sensus" on a continui ng seri es of subj ects which r el ate to both emergi ng
and exis ti ng t echno logi es. Speci al attention has been given to assu re
tha t NIH and its exper t communi ty not attempt t o add all the value
judgments i nherent i n the decisions r e~u i red on i nt er vent ions , nor to
attempt t o set regul ato ry st anda rds . Instead t he NIH i ntent woul d be
to coll aborate with i ts sister agencies in all shared areas of concern
so th at each could make contri butions appropri ate to its respons ibili ties.

It is i nevitable that th e Department wi l l clave to depend upon NI H fo r
much of t he t echnical wor k envi s ioned in t his paper. Its expert reso urces,
budget and activiti es cannot be duplicated to f ind answers t o sci ent ific
questions in herent in j udging or rr.odifyi ng t echnology. Hhen t he aca-
demic medical cent er s are th e. focus of "transfer ll of such technol ogy,
it is again NIH whi ch has the close ties with t his community. i~ith

specific ~andates whic h i ncrease yearl y, t he Congress is bus i ly al t er i ng
the boundari es of NIH act i vities i n cr eati on of subspecia l i t y cent ers
with r espo nsibili t i es for transfer of knowl edqe , i ncludi ng new t ech
nologies , t o both academi a and t he profession i n general. Also, over

, l one hundred mi l l i on dollars in clinical trials are included in our
annual inventory.

For NIH, the quest ion posed is no longer "whet her" we shall engage in
the activities t hat are the subject of this report. The question is
IIho\,!?1I

For example, how far can we go in transfer acti vi t i es relating to
existing technologi es? How can we arrange to amor t i ze the costs of
these--particularly t hrough separate authori zat ions that protect
IIconventional explora tions," on t he one hand, and transfer, demonstration,
and di sseminati on on t he oth er, and how to tie th e latter needs t o t he
current cost of health? How can component agencies wi t hi n th e PHS-
particularly those engaged in service or re gulatory activit ies-- be
assu red the resources so th at we can begin to share certain resp onsib il
ities withi n our growing medi cal centers and ot herwise have the comple
mentarity so long needed wi th i n the Publ ic Heal th Service? .

Finally, a parochial question: Can further delay be avoided in
strengthening NIH capacity f or "technical consensus"--an element th0.t
is so essential a par t of moder n health re search? We need to open up
the proposed Oi'tp,R of fice at NIH. The Institutes are now seeking ·to

_ _ n , _ ._ . _'_ ' _ .. . •

L . - -- ~ ...... ,,", ..... m ' l t 1l I I J I.JU ~ l ....... __ •. _



The Assistant Secretary for Planning
and Evaluation · 3

recruit person nel essential to t hese activities; we cannot proceed
until t he centr al of fice is in pla ce.

Technical consensus exercis~s must proceed at NIH, both as an essential
part of what th e DH EWis seeking to organize, and independ ent of i t,
as a means of determining re search priorities in a complex wo rld.

We request that th e Oi,~AR proposal proceed directly to the Secretary
without further del ay related to the study subject pf this memo randum.

In summary, wi t h resp ect to th e problems i dentified in the Repor t ,
NIH stands ready to work toward these common objectives of the
Department.

~~d~c/~
Donald S. Fredric kson, M.D.

- '-- - -- - - - -- -- - - -----
..



P.O t!TIt~G JJW TH!\~~SMmt: SLIP
Date

1-5-7 8
~ -10: (N..H TH? c t.i:« l/m [Jo!. room numtJe' . In itials Date

bu ilding. p.:en,y/Po~t)
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2. OD Staff

So

4..
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Attached is a memor andum from Dr . Richmond
and a decision memorandum f or the Secreta ry
dealing with the lat est ve r s ion of the
Technology Mana gement proposal you received
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MEl\;fORANDUM DEPART~,,1£1\7 OF HEALTH, ED uCATION, AND WELL\RE
OFFICE OF TH E ASSISTA l"T SECI{E"}ARY FOR HEALTIl

Tv See Addressees Below DATE: . . ,.

FRO~I Assistant SEcretary f~r Health

SUBJE~: Techno~ogy Management.Report

that the proposed unit will not be conducting the kinds of
technical s tud i es now hand led by the agencies;

that the front end of the proposed technology system should
. include monitoring and screening of both technologies and

health needs; and

fRat 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, HIs position is that
the proposed technology unit should be assigned to OASH and that
the unit should undertake--followingan OS-approved implementation plan-
a demonstration of the technology system, selecting five to eight hl ~~

priority technologies, su~jecting them to the process, and developing
a redefinition of the unit1s role on the basis of the lessons learned
from the demonstration. This position was developed largely in t'esponse
to your reactions to the November 7 draft report.

ES/NIH Dd.st r , 1/4/78: /:: Perry - necessary action
Info: Fredrickson (without attachment)

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:

that the proposed Technology Management Unit would collaborate
extensively with DHEW agencies and private sector parties at
interest;

(1)

0:-
r--..
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o

If you have any fur ther comments on the Report or the H position, please
let me or Ruth Hanft know before c.o.b. January 5 because the decision
meeting with the Secretary has been tentatively scheduled for January 6.

Julius B. Richmond, M.D.

Enclosures

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

~ Director, NIH
Director, NCHS
Director, NCHSR



VFFleE OF Tile ~CCnCTAnY

WASIIiNCTON. D.C. 20201

December 29, 1977

NOTE TO: Robert Derzon
Charlie Miller
Peter Lib.:lssi
~ulius Richmond

Dick Narden
,

• ' a. .

....
. .".

.. ". . .
"

. '

~ i .

• I

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 rr.eet~ng

with the Secretary will be scheduled to allow him·to review
finally the options set forth in ·t h e paper as soon 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.

..

. 1

j .

t '

! •

Attachment
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,,·pc
Rick~otton
Deputy Executive Secretary
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DEPAP:r:--fU-;T OF HEALTH, EDL:CATIO~, AND v. LLF.
OFfiCE OF THE SE<;':RLTARY

TO

FROM

~ne Secretary
Tnrough: US----

ES----

Assi~tant Secretary for
Plann inq and Cvaluation

DATE:

..

·1

·,.

. ~

: ...
: ~

· .
· .

SUBJECT:
D:=partmental Ha'1a'3~ment of l:edical Technology - DWOR~·!.1\TIC(l

Bl~CKG:ROmID

You asked P to develop a strategy for D.anage~nt of cedical t~chnology.

-Senator Kennedy 2saressed a sL~ilar reS0est to Dr. RichIT~nd. In res?Qr.se
to these tHO requests, P and H forked a joint Study Tea-n that has

- prepared the outlines of a Depar tzenta.l manaqemcnt syst.sm for
dealing wiS. r.~dical technologies,

corapared ex i st.inq practice L1'1 HE'll \vith that design to Iderrtify
possible changes in the way ve do business, and

-- prepared reco~uendations for action by you.

PF()BLEU

aMedical technologies n
-- drugs, devices, a'1d medical and surgical prcc2d

ures -- have improved the qual i ty of health care. But we are becoming
increasingly eware of serious .inadequac Ies j in the ways emerging and ex i.stinq
technologies are applied:

some technologies move too slowly fr oa Laborat.ory tn beCsic2 "9:'::c:,icc
while others enter practice before we adequat.eLy under s t.and their
~lications for safety, costs, a~d efficacy;

some tedmologies remain in USe even after they are outmoded OI: proven
ineffective or even hazardous; and

DOme effective t~chnologies are D12ppro?riutely used.

'l\1e Impact; of our prCXJr2..'11S on the deveIop.uent., diffusion, and use of li'!0cical
technolcgies i.apervas ive , ~·~evert.heless, the ~part:n2nt is pcor Iy orj2.!:i:~d

at present to eV21uat2 technologies syste~tic~lly, to synb1eslz2 L~for~~tion

about ~~em, and to t3ke coordinated action to ~pede or stL~ulat~ G,Qir
develo~~2nt and usc:

-action ~g2nciesn do not get ti1e infor~tion they need from "kno~lcdgc

developnen til aqcncks ;

- -- - - - ~--- - - ---- -
-----~--



'IDe Secretary Page 2

. ,

..

SOrrE tyyes of needed studies are not c.e ing conducted because IY) aqer.
has been assigned the mandate or chosen to devote resources tc U1cmi

some studi~s we do conduct look at low priority technologies;

because of fr~gr.~ntation m1d ga?s bet~een agencies and ~rogr2~,

technical f ind inca are often hot incorporated into re i rrour sere.it ,
stand~rds, r~~ulation, and other ~{pes of ~?Olicy decisions;

Toe Department ca~not ignore L~ese glaring defici~ncies, and the acti7ities
of other Federal and non-Federal entities will not overco~e e1em for us.

There are considerable pressures prOc.otL~g greater Federal involveID2nt in e
management of the t.echno.Loqy stzeame

techr.ologies aGO signific:antly to the national heal t h costs throuch
both high-cost neli haroJare (e.g. CT scanners) and hig~-volu~2 2eoi c:
and surgical procedures (e.g. coronary bypass operations);

technologies are increasingly makL~g their Lupact felt beyond
the health care field (e.g. ethics of genetic engineering);

consumers are unable to assess the value of tec~nologies, and ~~e

financial Llcentives promote L~eir use even when Lhey are of c~bious

value, suggesting significant consumer protection consideratic~;

considerable Congressional pressure is being exerted ( 9articu~rly

by Senator Kennedy a~d Congressman'Moss) to promote closer Dr~;

scrutll1y of D2chnolcgies;

On the oLher hand, some will raise strong objections:

the ID2dical profession may argue that increased Federal manag~~nt

of technology wou.Ld curb Indepandent; medical judgment and step be twes
the practitioner and his patient (an intrusion now restricted
to drugs and devices);

_ .scientists may argue that such managerrent would restrict scientific
inquiry, and stifle or delay innovation;

-- manufacturers ~zy argue that Federal management wculd interfere with
free enterprise.

From our exrx?r iAnce \'lith c1ruQs, H2 kno\'l that exoand ino technoIoov IT'~~~

ment wi l L pli:'c2 difficult and s2nsiti';e d2cision-makina .3ut:.l;orit i 2S 1..'1 t..r;e
hands of QOVernm2nt. Coverruront; officials wi.l.I have to we ion uncar ta;n
evidence of scientific inquiry ag~inst their estimates oE the value c:
quality of life and costs.
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After weighing th ese c'Msicerations, the Study Team has concluded that vithOut
more systematic rronito~ing, evaluation and deci3io~aking about medical technol
oj ies , they wil I cont i~:j 2 to find the i r \-ia'j into use or r errain in use on t.:~e

basis of the int9l1ect;~1.curiosity of researchers, the marketing strategies
of manufacturers, and tie slo\vly evolving consens~s of health care providers.

THE A1TACE1l::D P2~":{)RT

The Study Team has cefined a six-cocoonent fr arrzwork for svste~ticallv exa~in~ns

technologies; has P.;2=3IJred current n"eGart.:'T.ental activities" against t.l;at fra=02
work; has identified deZicie~cies; and has reco~,ended adoption of a proceS5 and
structure that

-- would enable us to manaqe at the Depar trrenta.l level - in collaboration
with our agencies, other Federal agencies, a~d o~tside parties at inter~st -- ;
an integrated process for annually selecting, examining and taking explicit actior .
on a Lirni ted number of h iqhpr ior i ty technologies; and

-- wa~ld form b~e basis for incremental D~rovement of agency and L~ter-agen(

processes, auU10rities, and res90nsibilities as G~ey address other technologies.

The six-component framework is depicted in the sch~~tic at Tab A, and each cOrnfJOr
is described briefly at Tab B. 'Ihe P..2r:ort recol'i":!TI2nds G'1at vou aDorove in orincip=
adoption of D1is system.

The Report also reco~nds establisoc-ent of a ne\'! I:'eDartment-l:=vel unit .t o rzanace
high-priority process, int:=ract wiG'1 G~:= agencies to i~prov:= their technoloqi mane
rnent practices, prormte t echnology manaqerrerrt co l Labora t ion with other Federal anc
non-Federal entities, and be the catalyst for the cevelopment of Depar tment.al
technology rranagerrent pol icy,

A six month Phase II studv is Drooosed to ident~fy the explicit changes L~ 2~2ncy

authorities, res?QI1s ibilities and resources necessary to fully ~lewent the syste:
to plan how to incorporate into the system the non-oed ical, technologies not inc l uc
in th is study (e. 9 ., mental heal th, envLronrren tal heal th, healtb sys teras manacerren
and to plan how to systernat ical Ly integrate our efforts with the intere~+s of othe.
Federal and non-Federal parties. v

CO~RESSIONr'\L INTEREST

On December 9, OS staff lTl'et with Senator Kennedy's staff for the second tirre on th.:
subject. They continue to express a strong interest in seeing G'1e DeparLTe~= take
vigorous technology r.anu?er.ent action, and refer in very general terms to th~ 12gi~

lative opporu!nities oresented by the e:~iration next year of key healt..'1 le~islat:

(e.g., NIfl, health ol.annino , the National Center for Heal th Services research). Hcv,
they eX?ress no specific id2uS beyond providing new money to supoort t..'1c initi2tiv~

and the Recort concludes that leGislative initi~tives are not necessary at th i s t ~- ' -

I. DEP.z\R'IHENTAL REAcrIo.'i 'l'J THE !\EFDRT

The Repor t recomnends that you endorse in principle (a) adoption bv the Deo.1itm"'nf-

....... _'- __ ";; __ ~L _
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of L,~ system cutlined in Tabs A a~d B; end
ment level of a technolog/ fil3nagernent unit.
for this pro~osal, but sor.e of the agencies
that it is ~rerr.ature.

(b) establishment at the De?3rt
There is considerabls sU9~0rt

particularly Li PHS -- bGiieve

Decision: yes, en~or~ in ~rinci91~ G~e

system outlined and establ i shment
of the technology manag2:.Ent unit

no, do not er.dorse them in principle _

other

Four wajor areas of disagreement have surfaced in Departkental reaction to tile reoor

(1) Next SteDs in the Process

pIS recorrmendation (as reflected in the Report)' - wi.th which HeFA concurs 
is that you should aOi.X)int a Soecial Pro-iect ::3na?er (a) to provide you wi th
a decision rrerro wi th.in 45 days reconrnend.inq i'jL1ere 'o.le t echnoloqv E":anaG2G:::n t ll:':it
should be locat ed (e.g. as part of your ~T.ediate office; as par t of one of tr-e
GASH offices) and what its author i t ies , responsibilities and resources should be;
and (b) to simultaneously begin the Phase II described on the preceeding 9<3ge.

H and 1·1&8 believe (a) that; the technology unit should be assigned to OASH
at once; and (b) that. the unit should i'itfl~ediatelv undertake - pursuant to
an OS-approved ir:"?lerrentation plan - a "denonst.ration cycle" (18-24 noriths
H indicates) of the technology process, selecting 5-8 high-priority technol>
cq ies , subjecting them to the process, and deveLopinq orqanizational, chance
recomITendations at t,e end of that cycle.

Decision: as the Report, P and HCFA recorrnnend--------_.
as H and M&B recommend

oother _

(2) 'Ih!? Role of the Technoloav HMaCTe~~nt Unit

pIS reco~~endution (as reflected in ~~e Report) is that tile ~nit's mission
should be c12fir!~c1 fror.1 b.'e outset, !.Y2caUSQ delay could cause confusion and
resistance, a con.tinu~tion of our Lack . of re.lat ionsh ios wi.th extra-Decortrrcnre.l
activities, continued fr3gmentation 2nd saps in our orocesses, and could sigfl:ll
a lack of commitment to making badly needed i m?roverrents.

H argues that the unit's miss ion should be in i t i al Iv defined 2S limited to t.!:2

conduct of the 18-24 rrontn "derrons tration cycle '), and then redefined on the b2.:;is

_ _ _ _ ~ .A,,-__ ..... .. _ \_, ""-0."'__ "- """""'"_"- ....."-'--".1l.1V~'\...f\-oIIV Lll l .J_L ~ 11'-JUjl.~ 1 ~~ ,.....,.-.. ....... I\ ;I II~ :1 1 [1 \ ;;.4,.""""'\11
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of lessons learned from ~le demonstration.

Decision: as the R2;'.JOft and P recormend-------------
as H reco;::r;;ends-----------------------
other

(3) Decisio~~akina B&sed onTech~ologv Evaluation Findings

The Report prO?OS2S in the "Decis ionmakdnq" comoonent that once a high-priority
technolo~j has b2en technically evaluated and L~e results c00~ined ~v i th expert
judgments about the conclusion(s) that should be reached, a decision !7'.=m \'lO~ld b-=> !

prepar~J for D1e Secretary. The m=~o would reco~~2nd formal a,d visible aG0~tion c .
the conclusion (s) and wouId scec ifv \'111at action steos should be initiat2d (such st~

having been devaloped in colLaboration wi th the "action aqenc ies"}; The secrc tarv
(or his des iqnate ) would then charqe the "a.ction" aaencies wi th r esconsibi.Li tv for
carrying out those steps (e.g. changing ' standards, preparing a legislative initiati
designing a provider education project, termLlating reirrburserrent, etc.).

: P and H support this process.
,-

HCFA believes that; decisions on what steps to take on the basis of the findings sho e
be left up to the head of the "action" agencies.

Decision: as the Report, P and H recorrrnend
--~-----------

as HCFA recommends---------------------
other-----------------------------

(4) Action on L~e NIH and NCHSR Technoloqv-related Proposals

NIH has prepared a proposal to establish an Office of Medical Applications of
Research and to fund a number of "consensus bui Ld inq" conferences similar to
the one held in October on breast cancer screening.

NCHSR has proposed estebl i shrnent; of a Technology Studies Group to examine cornorehcn
~ively tile DOtential imoacts of develo?ing tec~nologies on tile health system u~d 00l€

societal SYSt~DS and institutions including the law, the family, and D.Or~s and e~~ic~

The P recommenda tion (as reflected in the Report) is tha t , because these two or000,:;3.]
are so related to each ot.her and to the overall technoloqy initiative, they sbouId Ix
examined as part of the overall Phase II study. However, if the pace of Decarb~n~l

change will be slow to occur, more prompt consideration would be appro?ri~tc.

----- -- - -- ---- _.----_.._..•

- --- - --- .-- - -..__..,..._------_._- _.......0'--- --.--------_··-
r1,....,....,_ .. -..-.- -
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, H telieves that bo th pr'l'Josals should be the subject of an Imnedi.at;e
Decision Memorandum to l~U.

.
../

('

,..

Decision:

, .

as the Repor t and P recorrmend

as H recorrmends ----.,.--.
other --_.

.,

Henry Aaron
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FROM :As s i s t ant Secretary for
~lanning and ~valuation

SUD]ECT: 'lne !'1anagemen t of Heal th Technology - Sm lHA..RY AL'\TD DECISION

BACKGROUND

You as ked P to develop a strategy for manaqement; o f med ical.: t echnol ogy .
Senator Kenn edy addressed a s irail ar r ea ues t to Dr. Richmond , In r esponse
to these two requests, P and H formed a joint St udy 'l'eam tha t; has

prepared L~e outlines of a Deparbmental manage~ent sys t em for
dealdng wi th health technolog ies ,

compar ed existing practice in H~N wit.~ tha~ des ign to i dent i f y
possible changes i n t.~e way we do bus iness , and

"Medical technolc-gies" - - drugs, devices ', and med.ical aid sur g ical proce
dures -:' have improved t he quality of heal U1 care . 'J::'1ey have also contrib
uted t o the staggering incr ease in Its cost. Ive ar e becoming increasingly
awar e of serious inadeqJacies ll1 the ways emerg ing ~SJd exis t ing technolog ies
are applied :

l
I

, .,
!
J
1
i
~
1
1

prepared recomnendations for action by you .

PR03LE1'1 •

•
I,
I

I

.i
'!

some t echnol og i es ~Dve t oo s l owly from lacDratory to bedside ~ractice

\'lhile ' others ent er pr actice before we understard the ir implications
for safe t y, costs, and effi c iency ;

some t ec hnol og ies r emain in use even after they are ou tmoded or proven
ine f fecti ve or even hazardous ; a~d

. -- s ome effective t echnol og i es are overused. or mi s used .

At present , the Departrrent; i s ocorLy orqan i zed to evalua te t echnolog i es
systemat i cally , to make qual i tative decisions about them , and to take
coord i na t ed ac t i on to imoede or stLmulate. the ir de~elopment and use .
"Ac t ion agencies" do not 0et the information t hey need f rom "knowledqe
deve.Iopmen t." agenc i es . SOme tYf'ES of needed stud ies are not be i nq corxl uc t.ed ,
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Some st.udies we do conduct look at 10vl pr ior i t y t echnoloq ies , No other t·..;,~
Federal or non-Federal ent i t y is sys tematically examininq the high
priority health technolcq i es and linki ng results to a coordinated set.
of actions • .

~breover, there are cons ider able pressur es pr offivting greater Federal
involvernent i n the manaqement; of the t echnol ogy s treame

technologies add significantly t o the national costs of del iver i.ng
heal th care through both high-cost new hardware (e .g. CT scanners)'
and high-voIL~€ medical ~~d surg i cal procejures (e .g . coronary
bypass operations and tonsillectomies ) ;

technolcq ies are increasingly making their i:l1['...X!.c t fel t beyond
the health care field (e .g . invasion of privacy , change in the sex
ratio of the population, ethics of genetic eng~~eering ) i

consumer s 'are unable to assess the val ue of technologies , a~ the
f i nffi1cial incentives pro;.~te D~eir use even when they ar e of dubious
value, suggesting significaDt consumer protection considerations ;

considerabl e Congressional pressure is being exe rted (particularly
by Senat or Kennedy and Conqressrnan Moss ) to promote closer DHBi'J
scrutiny of technolog ies ;

On the other hand, count ervail ing considerations are be ing raised and will
be r aised to argue against increased DBD'1 Involveraent .e

the medical _pr ofess i on may argue that. Increased Federal management
of technology will intrude into professional cractice , curb inq
independent medical judgment, forc inq rigidities, and stepping
beb:een the practitioner and his pati ent (an intrusion now restricted
to drugs and dev ices} j

scientists may argue that such management would restr ict sc ienti fic r:
inquiry, ~Id stifle innova tion or subject it to inappropriate delay~ ; ·

manufac t urers may argue ~hat Federai manag~~ent interferes with f r ee
enterpr i se • .

From our exoer ience vli t." drUGS, ~.;e knm'l that eXDandi£::q technoloqv manaqe
ment \'7ill oiace diff i cul t and sensitive dec ision-maki l'10 aU b'1or ities i n the 
hands of Gover~:.€n t . Gover~~ent officials will have to weigh Wlcertain
evidence of scientific inquiry against thei~ estimates of the value of
qual i t y of l ife and cos t s.

After we ighing these consider ations, the Study Team recommended, and I
endor se the ir recommendations ,

- .---_. -- -- - ---_..._--- - -~- -_. . _-------- - -- ----_..- --_._ ---- - - - - - - - - - - - - - - -
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(I)" that increased moni t oring , eval. uat ion , end dec i.s ionmaki nq about
technolcyies i s appropriate am needed; Wit.ho~t them, t.echno.l cq ics , ·; ~U

continue to find the i r 'rlay into use or r emain' b use on the bas i s at t he
intellectual curiosity of researchers, the mar!-:'2dng strategies of manuf ac
turers, and the al.owl.y evo.lv inq consen sus of presiders ,

(2) that this Department take t he Lead in sech an effort. The score
of .our know.Iedqe devel opmentactivities .js e xt er..::i ve , and the inlP3Ct of ' o lJ J::
o1Jler--p-rogr ari1s~6n the'-appiic'~~tion of 'new and -e xo;·t'ir,g' -'technologies wi ll
continue to be pervasive. Other Federal and noe-i'ederal en ti t ies \'7ith \y~ i eh
we \..,i11 "want to i ntegrate our activi t ies will net pe r f orm needed ac t.iv i tiec
for us 'L~~p.t.£ aILgJ-_:9fi?-.E.<t t~c;;ontin:= to ianore the glar ing
(]'eo~~c~~nci~§_ i n _~_~!: . ~~ _~:_~~_~r:.~~EF~~~~S~,s an:Ls~rlJcture/. -

SUHr~Y OF THE A'ITACHED RE....P()RT

. .
The Study T~a~ identifies six discrete componen~of an effective systen by
which H~1 can help curb abuses of existirB tech~~ogies &~ bring ne~l technol
ogies "on line" at the right time and in the ri¢ t \'lays. These generic
components (described below)

-- would enable us to rna~age at the Departrrzaf-a] level activities related
to "high pr ior i.ty" technologies, am

-- would form the basis for incr~~erital ref~ of agency end inter
agency processes, author i t ies , and respons ibiLit ies as they address other
technolcg ies.

The r.eport also ident i f i e s' the need for a new~rb.~€nt-level unit to milllage 
the profosed technology system.

'!be six generic components and a sl11TITIary of curreat -act.Ivi.ties fo110\..,.

rruI'IDRING A.t-.ID SCREENING - There is a need- fer a comprehensive ca t alog-
ui.ng and monitor ing of exi.st inq and emerq inq t ecrrol.cq ies , In addi t i on , 'tie "

need criteria for "rouqh screen inq" to identify t2chnolog i es that merit h fgh
priority scrut i ny . Agenc i es do not now systematically or fo rmal.Iy catal ogce
technologies or review the~ for study prioFity.

liGENDA-SE'ITlljG - Cer ta in t echnolcgies are d such high pr lor i ty for
analysis that they deserve spec i al Depar tmental attent i on ; o ther technor-,
ogies can be add ressed through Agency pr ocesses . Some Deparb.~ntal enti ty
must identify tile h igh-priority technolog ies . ~-e Study Tew~ sugge sts that
the Secretary app rove an ~~Dnual Technology Anal}~is Agenda and assign to ~~e

agencies responsibil i t y for co nducting certain trr.ds of analyses on s?2Cific
technolog ies. Such s tudi es would form t he core of Agencies I analytic agendas
around which Agenc i es woul d plan which other t e'"'::nologies to exa.rnine.~-2-:.t

present, llgencies may not be choo sing national l y impor tant; techno~?9je §l_ for
-, J~'X'ai.:rlwation ; r e search agendasoTKno'~;fedge de\ rpT:;;'fA'tentAgencie-s -may -not

rodres s t echno1CX] i e s about vn ich ac t i on agenc i es need i nformation (c .o . r :lCFA
for l'lcdicar e r e imcur sernent; or PSEO stand ar ds i B:=?i.ID for heal th plann iro
guidelines); Agenc i es conj uct eff i cacy and safe~ studies but t oo S21d~~

"
----- ---- - - - ..._---- ------ --- ---_ .
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conduct other kinds of bad l y-needed s t udi es (see next section) , and th,- ,:,
focus on ~'11erg ing t echnolog ies, v ir t ually ignor i ng exi s t ing ones .

ANALYSIS 1'1'10 TESTD;G -'- The Study Team urges that Agencies design,
conduc t am -repor t f ind ing s from t echnical studies of :

efficacy and safety

cost /benef i t or cost/effectiveness

standards develo~uent

compr ehens ive techno~cgy as sessment

methodology and background

Time constraints did not pc rmi t the St.udy Tearn to m3ke Independent; judg- J
rnents about the quality of current Z\gency stud ies or staffs. It d id , If "
however, conclude L~at whi le there is a strong base for efficacy and
saf e t y studies, Agenc ies l ack the s ki l l s , r esources ili~d mandate fo r cos t/ I ,J ~~
benefi t , cost/ef fec tiveness, compr ehens i ve t echnology ass es sment, or method - ! ~,/~ :JV I ~
ol ogi cal state-of- the-art Impr ovement studies; that knowl.edqe deve .lopment; J d~: r

. Agencies fail to incorporate acti on Agency" data and in format i on needs i nto, /'J ~

study designs ; and that l itt1e work i s being done on der iv i.nq from health \f/
;I

probl ems implications r egarding absent or l agging t echno.lcq ics ,

REVIEW AN D STh'tTffiESIS - Results of technical s t L'dies and exper t opinion A
should be reviewed and sunmar ized to make ithem easier to use. At present , , I'
there is l i t tle effort t o translate t ec hnical Inforrrat ion into forms s ui t able
for Derartment al decisiorul1aking and for d i s seminat ion to such private sector ·
interests as providers, insurers, medi cal spec i al t y groups , academ i c health ~

sci ence centers , manuf ac t urer s , etc . At present, analyt i cal results of t en
fail t o move outside L~e knowledge de vel opment Agencies, or si~mply become b~e

subject s of scientific monographs, ar t icl es , or conferences . Ye t , because of
an absence of attention at a level high enough t o br idge Agency lines, r esults
fa il to tr igger s i ngle or mul tipl e changes in standards , re imbur sement,

'R & D support, or other policy areas.

DECISIO~~ ~'lA.Kn1G - Once the Secretary or his des ignee has reached a
decis ion regarding a t echnology on the D2par G~ent ' s pr i or i t y list , he woul d
select· which in t ervention mechan i sm(s ) to employ, anj would charge the
r elevan t action agenc i es to alter r egulations , 0ra£t legislation or standards,
des i gn a targeted prac t i t ioner educat ion initiative , etc. Impl ementat i on
would be coord i na t.ed by the DepartInent-level manaqeaent; unit , woul d be
r elated to budge t an9 le~islative decis ions, and w~uld be integrated , wTIere
f eas i bl e, with actions of other Federal agenc ies or non- Feder al organiza tions .
For technologies ~~at are not on the Depar b~£nt l s hish- pr ior i t y list, the
DePartment-level unit woul d oversee the agency-bas ed decisioTh~aking proces s

_ _ • I I _ _ ~ ... ...... ... J l.....Ul a. I I L":1 J 1 / •..-.. J



.w e ;:>l;;cre tary - 5
~.

to assure coor d inat cd , cons i s t.errt and act.hn-linkEd dec isionmak inq , At
present, dec i s iorr-akirq is of t en inforrna; orr] internal to a knowledge
developffi0n t agency, poorly linked to actio n agencies , rarely tied to
more than a s ingle avenue of intervention , arxi PJOCly corrmunicated to
interested extra-DeparDT.ental parties .

INTERVFNTICJ.'.I HECf-!..l'.l-!rSnS - The Depar tmerr t prcsotes , controls, or inh ibi ts
thedevelo9~ent ar.d use of t echnol ogies G~rough or~ or more of four classes
of mechanisms:

regulation ( FDA approval/disapprova~ , Certificate of Need , Section
1122, heal th planning and PSRO s t.andards , and re imbur sement);

transfer or phase-out (demonstrat ions, i nfonnation disSB~ination ,

professional educa t ion , cons~~er education; patent and licens i ng
policy) ;

prernarket incentives or controls (allocation of R&D resources);

- market incentives (develoDment subsidies , tax subsidies, and special
market pr ivileges).

l.t pr esent, none of these intervention mechanisms 2ddresses technologies ('!.
in a systematic way:

re imbur sernent; dec i s ions are made in an ad 1:'Oc manne r based on
fragll1ented data ;

•
professional educat ion does not communicate consensus to pr ac t i c i ng

. providers;

- conSUffi-er education is very Limited r

- R&D is neither seen nor used as an intervention mechanism;

there is little focus on market mechanisms so stimulate absent or
lagging technol~~ ies; and

t: I

fiWf' ·i ! ". (. {
\

there is no policy relating patent or licep~ing actions to impeding ~
or stimulating Depar trnent - f unded R&D innovations. - I

RECO~!HENDED STEPS
•

STEP 1: that you endor se in pr inciple the developm:nt of a Departmental
technology syste~ al ong the lines of L~e st < components outlined
and the es cabl. i.shrrent , at the Depar tmental l evel , of a unit wi th
tile responsibility for managing such a system.

approved

- ---- - -_.----- -- --_._-- - ,._ -- , ~ . -- -.._-'---_._ .

di sapproved __

---- ------,.._----_. --- , .,~._.•_---_.._.--._-_ .._---- - - ------- - - - -

date. _
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