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aix .-ccm p on en t conceptual de s tgn th r ough which s y s t ern at i.c action could oc cur ,

com pared c ur ren t Depar-tm en tal te chn ol ogy - r e l at ed a ctivi tie s t o th at design,

Id entif.ied d c fi c i e n c i e s , and recomm en<.le ci r em edi al actions , It wa s r-e c og-

niz ed m at th e Depar trc ent rs r es ourc e s could not suppor- t s uch thor-ough

s cr-ut iny of all the n e w , exi s ting and d eveloping health te chnol o gies (expert

es tim at es of whi ch r an ge from 3,0 00 to 150, 00 0) and that many did not require

p r oc e s s, an nu ally select a sm al.l n umbe r of bigh-priority t e chn o l ogi e s ,
'~ ~ ~---

s ubject th em to an e specia'Ily r igor-ous evaluation and a ct ion pr-occs s .
{)'~: \ \ ~
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T h E' Study 'I'eam con c Iuded that in order for such a s y s t em. t o oper-ate effe ctdvaly,

( 6 i f( it shoul d be m anaged by an office at the Dep a r tmen t l ev el wh o s e func tions wo ul d

r' .' include the Iol.lowizrg :
i'iP pf.;/l. f .

~~t . ,» l ( ~- develops oper- at i on a l procedure s in c ofl ab or ati.on with DHE v'\' a ge ncie s ,

~;7e c( [; other Fede ral a<J:~ncie s (e. g•• VA, DOD . OS T? NASA. NSF ) and out s ide
... ""1 1•

11e / -"' l . parties at i nte r e s t (e. g. , a c ademic health scien c e c enter s, medi c a l sc e c ialtv
~ . ~ - ' f- . . - -

•.~ / l--t ~ \ l r groups, p r-ovide r-s, Insur-er-s, public intere st gr oup s . Institute of Medicine,vV' ,. :~/
j . ,; { V .~ "

tv':; r. ~ S f m anufactur er s i;
; t(t-~ t.- { ",. I

tilJrrVt
-- m ariage s the annual proc es s r e l a t e d to high-priority technologies ;

-- provides t echnic al as s i s t an c e t o DaEW a gen c ie s Iu thei r m anagem ent of

non-prio rity t ech n ol o gi e s (b a s e d on expe i -ienc e with th e high- p r i ority sys tem and

targets of opp or-t uni ty ) :

".- s .e r-v e s a s a c a t a ly s t fo r fo r m ul a tin g D ep a r t ment al policies on tech nology
m anagement issues ;

" _. - '" .I_I . wt J t .J i ' l ~ : I J- f , ' ...-01 .. . ;...j 'f.J ~1 1
r,,:, r :..l-" r ,r T""" c. r"'lr .,.. Y'lt l'"'l t 1..-.._,.." ......~ _ _ .L , - - - - ' --



..
-- functaon s a s th e D epar tm. ent' '3 focal point fo r (though not exclusav e

a gen t of) Iiais on with o ther F e d er al agencies and outsid e p ar tie s at inte r est ;

f t · II., 1 . . + 1' .,. ., . . r erated t o h e alth- - unClons as a SWlCC,l1Eg p m:!." Ior InCOillln.g l nqulrl e s _ "_

technologies b eing addr e s sed within the Dep artment and fo r Dep ar-tmerrtal inquir-i e .

about related activi tie s o ut side the D ep a r tment;

_.. monitor-s D~EVi a gen cre s ' rnanagement of technologies on an ad hoc

basis to ob t ain feedbac k on a gen cy - base d te chniques, and t o Identi fy gap s

and target s of oppor-tunity fo r te chnic al assis tance or th e n e ed for Iurth ar-

conceptual development or f O::r.'"m al evaluation ,

Limit at ions of th e Phase I St udy
.~ -

\ The Phase I study is not intend ed t o result in a. fun-fledged p rescripticn

Ifor DHE\V technology m anagement, but to p r oduc e d conceptual fz-ame wor'k

I to be us ed as s. fo undation for de si.gning s uch 2. sys tem in the future .

Consequently, th i s r-epor-t does not attempt t o pr-ovid e information on

(1) the t e chni c al abilities of the kncwledgc development agencies and their

staffs t o conduct or spon sor- the types of technical s t udies tha t ne ed to b e

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

of the action agencies o r .th e i r- staffs to wi e ld the inter vention rn e ch anism s

through wh i ch DREW can imp ede or s tim ul.ate de v e loprn ent or utilization

of a technology; (4) the varicus options , with their .p r os and cons; for r.e sc.Iving

the deficiencies Iden tified by the stud}' te arn ,



Imp o r t ant s tudy limits were :

(1) i~.form aUon was Iim.ited t o r eoor-ts n r eoa.r ed bv th e a z en ci e s wL hL1. . ._-J. --"_ _ --" ...... _. ~ , . _

t e n d av s ; the Study Team h ad no t irne t o do ind ep end en t dat e. gathe r-in g o r,•.__::::..J_

verification;

(2) .I.' ' t ' wi th in DH.E Vi 1 . ~ ] d ' c; . - .,, ' t r1a CL1VJ.v12 S . _ _ _ . • OillY .~~exam~ exc .u lUt> s l grll..clC 8.n a n J

rel e v an t a c tivities of s uch Federal agencies as the V A: DOD.: NSF .. NASAs

OSTP.. and OTA.. and such pr-i v ate entities a s m anutact ur-e r-s , m edrcal sp ecialty

gr oups, academic health s cienc e c enters , the In s tit ute of Medtc ine, and

pr-ovide r and c onsum e r' gr oup s;

and specifically did not c on s id e r which organiz ation al e lem ents within D I I E'";N

m ight be a s s i gned s uch functions or th e levels of any additi onal s t a ffing c ::'

funding that migh t b e r equired;

(4) E?-!:dical te ~hncJ.ogies only were ex arnill~9.; thus, health care sy s terc

m ana gem ent .. rehabilit a t i on, mental h e alth and envlr onrn.ent a; te chno'lo gi e s w er e

, exclud ed as wer-e research and devel opm ent a c t i viti e s p er se .

Consequently, it is recommended that a Phase II s tudy be promptly initia ted

and that it foc us on those aspects which will not b e Included in th i s fir st

report. T!1e dimensions of th e Phase II study are de s c r i bed in Appendix

Tab 13.

Two Impor tant Dis ti n ctions

The technical t e r m s us ed in 'this report are pr-esented in the Glos s ary

(App end ix 'I' ab D, H oweve r , two distinc ti ons are n e ede d at this point t o

sharpen the disc ussion:
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This report fo cuses on a man~gerfl. ~;nt . proc ess and a s tructure

(a syst em) for exarn iriing and influ enc ing technologies a s th ey m ove

from d evelopment into pr ac ti ce , The p op ul a r te rrn " t echnology

assessment " refers only t o one type of technical study that m2.Y b e

applied to a given technology. and it is addressed as O:1e part of

Section IV .

For the p urpose of this report. the Study T'e am has c orne to vi e w

agencies (or p a r ts of agencies) as having as a primary or-ientation

e ither the development of kn cwle d ae about techn ologies (e . g. ~ NIH_.__.._-.-:e-"---

or NCHSR ) or the ~~ of that f.i~owled~. to under-gir-d or justify

action s tak en t o Imped e ; p r-omot e, or- c the r wi s e set conditions on th e

u s e of a te chn ology (e. g•• HS A or HCl:<'A). It i s r e c o gni z ed that thi s

distinct i on i s ov er-s imp l if'ied - - most knowledge d evelopment agen cie s

have som e a ction dirn errs i on (even if it i s confined to pubJic ation of

inrormattcn) and some a ction agencies h ave developed c on s i d erable

knowledge development c ap ab ility ('2. g. OPPR in HCFAL Subs e qu errt

s tudies of m anagement changes wi]2 need t o w ei gh t he des i r-abi.Lity of

m airrtai rring these dup licative and over-Lapping fun c ti ons . The typing

of agencie s I p r-irnar-y fun cti ons i s useful fo r purpos es of exam inirig

missing or il~A£fective Iinka ge s and thei r costs.

A No t e Abo ut L e zial ative Steos in the Pr-oc e s s. . ,;.

Seve r al l e gislative a uthcr it i es wi ll exp ire this F i s c al Year (e . g. NUl, BHP RD .

NC HS R. NeHS) . ThE': Study T e am bet rcves that n o new l egial a t i v e authority

......... _r ..._ ..... ..:...... ._ __ ~ • ..L..1 _
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i s r e qui r ed fo r the ini t i al step s necessary t.o i niti at e the p r op os ed technology

m an a gem en t process and s t r ucture. They ~re with in the D epar.tment ' s adm irn a­

tr ative author- i ty, and th e r-e i s c orrs id er -able C ongr es s ion al inte rest in h avin g the

D ep ar tm en t m ove for.ward on the m atte r. However, sh ou l d DeV,' l e gislation

p rOVE: de s tr-able for s uch proposals a s t a r get ed appropriations and pos iticns ,

th e t im e available to advance t.b. em for Congre s si.onal con s ide r a t i on wi ll be

very shod .



1. THE CONCEPTUAL F Rc1..Ni E "YV'-=) RX: F OR s:~ PROPOSED TE CHNOLOGY SYSTEM

/ " :M. ed i c al technologies f r-equerrtlymove fTom a devel opm ental stage thro ugh <:1. f rag-

1'1 , .." ~~):::/ m ented and h aphaz a r d proc ess in t o utilization in the h ealth care systern wne r e they
~ .. - .

t.'; \r Play as sume 0. life of th ei r own unrelated to p roven efficacy, costs, risks, or
i /

:,.... j } ~benefi1,S~. j Sirn j.: arly j th e process of tech n ol ogy developm ent and transfe r within
~-ytt..... hJJ-.. .--~.,,-~~ l

~ -J i. \ t, ~:PEE~iS at _~.:.~:..~~:g~~.~~~~n=-Tl~ ~h a'Z ard·. Differ-ent typ e s -0T te"clTii'i:51ogj' ';./ '- J

_~ sc att ered throughout the De;:'~ent, R:1d ther e i s no c entr al clear .!f"i ('-'~·bS·I1.))
I i n gho us e t o pr-ovide Informati on about existing, n ew, and erne r ging medical
! .. " .- -.__--._- ----'

l ::~:::Ol~:::~ :::::::~~a:j:d~or::t:~~ ~:::~;::~:::s::::o:::::c:g:,~cie
s tirn ulate tr-an s f' e r and utf.li z ati on of technologies, and no D ep ar-trneutal unit i s

r-eso onsfbl.e fo r addr-e s airig these i s s u e s compr ehens ively .

Reco gni z ing th at the D ep a r tm en t cur-zently has n either a s t r a t e gy for managin g

medfc al t echnology n or an analyti.c al p arad.igm upon wh i ch t o develop s uch r;

s t rategy, th e Study 'I'eam has d e sign ee. .s. p roposed techn olo gy system and h as

s t r-uctured ~:;,'-1.is r -epor-t in te rrn s of the propos ed system . F i gu r e 1 on the next p a ge

d epict s the concep t ual f r-am ewo r-k for the system 'wh i ch include s 0. six -com ponent

proc e s s:

Identification and scr eening 'of candidate t echn ol o gi e s
Centr ariz ed pr-Ior-tty s e t t ing of te chnologie s t o be scrutinized
Conduct ':)r m orutor-ing of the technica l s t udies
'I' r ans latdon of technical fi n di n gs for r eIevant users
Coordinated decis i onm ak.ing t o r estr ain o r stim ul a te the t e chnology
Intervention m echanism s to Irnp Iemerrt th e d ecis ion s

As s h own in th e fo~lowing sections of thi s r epor t} two of the six s y stem

components h av e a r easonab ly s t ron g b ase of activitie s withi n th e D ep ar tm ent

wh i l e fo ur oth e r s are ab s ent o r very w e a k , T h e Study T'eam has

concluded th a t it is Imp or-t ant to correct the defic i encie s of the existing

comp on ent s and t o establish tb e absent components beca use aII of thern
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a r e needed to as s ure th at medical te chnol c gi e s ar-e examined a..'1U th at explicit

decis i ons ar-e made about their values a ..'1(l limits.

Th e components of the pr oposed system 2..nd an anal yais of wh at is now being don e ,

as w el.l as what i s no t being dcne, within each component cons t i tute th e sub s e quent

sections o r.' this r e po r t:

Monitoring and SCl~ eenj.nIL(S'2cdon II) : propcses development of a technorogy inic ::-­

marion bas e , and a proc e s s fo r "coars e s cr-eening " of he alth ne eds and exi.st.ing

and developing t e chnologi e s t o be analyzed or tested.

DC'TeJ.0P!E- ent of 211_!~nalyti.c Ag '2n~ a. (Se cti.::lt1 III): proposes a proc ess of sub jecrin g

technologies whi ch pas s the " coa r-se s cr-eeri" to a fine s c r een resu lting in appr-ov al

of an Annual T echnology Analy sis Ag enda for th e Department. It also includes

decisiona about what types of s tudi e s are to b e conducted and th Jir as s tgcment to

approp r i at e agencies .

~m.llysi~.a..D.d Test~ng (Sect~.cn Iv): outlines five classes of technical s tudie s by

which m e dic al technologies m i ght be acruttrriz ed,

R eview and 3YL~theGis (Section V): dis cus ses synthes fs and "t r ans l ation I I of

results t)f technical studies and otrie r expert opinion into a to r rnat for pol.icy and

program actions.

Decisionm.a..1.nng ~~ection VI).:. proposes dev el opm ent of a process for explicit

.departmental de cfstons 'which l ink findings with coordinated inter-ventions to

restrain devP.1opment or stimulate technology tr-ansfer' and utilization.

Implementation/Intervention IVlechanism.s <Se ct ion VII): outl.ine s in t e rventton

actions flowing from coordinated agency decisions and feedbac k of the intervention

im p ac ts to the monitoring and screening component.
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- What aystem is availabl e to identtfy and catalog
existing and emerging techl1:)lc',>s i c s ?

- Hew could existing and emerging t echnolog i e s he s c r -e eued
to de te r m in e which m.ight war r ant high pr-i ori.ty s c r ut i ny ?

- How c an the I)f::p::'LrtillE:t1t identify and monitor the health needs
in orde r to judg e wnich pr-oo l em.s Vl :.lt'T 211t high priority
sc r utiny ?

The Monitoring and Sc r e eni.ng component ident ifies those technologies

which should b e r eg a r de d as serious candidates for de tailed study.

This COLJ.PO~:c~lt consists of thr-ee el.ement. s , The first is a data baeeof

Infoz-m att on about exi s ting and emer-ging t echnologies , whi ch se ts the firs t

r ough bou nda r-ie s on th e r ang e of technologies to be co ns ide r e d .

The second el.ement is an mventory of the causes of he alth impait:'-

merits and dis a biIi ti.e a , Thi s i nv entor y would not only rank the causes

of de ath for: various age gr oups. but also array the c aus e s of v ar-iou s

Ievels of impair-ment such as inability to wo r-k or confine m ent to bed"

Infor-mati on fr -om the monitoring of heal.th i m p ai r m ent s would thus help

in selecti ng tho s e t e chnolog i es whi.ch d ese r ve seriou s cons tdaration fo r

intensive study. Information from the Irnp aiz-men t s Inventory could

also hel p provide guidance for :lew technology development effo rts .

The third e.lern ent L11 the Monitor-ing and Screening component is a s et

of c rtte r-ia l or "coarse s cr e ening " to ident ify specifica.lly the technol.o-

gi c s that are candi dates for. detailed study. T h e s creening cr-i ter i a

might be b ased on such f actors as magnitude of the health pr oblem :0



which the t echnology addresses itself, the pot enti al dcl.Iar and

social cos ts of the technol ogy, prominence of problems concerning the

util.iz a ti on of all existing te chnology, O':,,·· th e u r gency or safety concern s.

After c an drd at e t echnor cgie s h ave been i rl.ent ifi e d thr-oug h th e appl i c a-

tion of "coar-s e s c r e ening " cr-i t e r-ia , they would rnove on to th e ph as e

of Ag enda-set ting (See Se ction HI) wher e they would be subj e c ted to

"fine scr-eeni ng " criteria to pr-oduce th e Annual Analytic Ag enda of

technologies wh i ch woul d actually b e studied i n detail.

1. Monitoring and Screening of 'Technologies:

Analysis of the agencies' reports reveals th at there is currently no

system to identify existing and de ve loping technologies or to

provide the "coarse s cr-een" to select candidate technol.ogie s to be

studied, Not only is there no catalog of such technologtc s , e ither in.

or outside of th e Department, but expert esti.mate s of the total

number involved range wi dely from 3. 000 to 150, 000 major and

minor- procedu:ces and produc ts> While none of the agencteshas a

t t ' Itor-i , , . . l' ~sys emanc morntormg ana screerung mecuarusm, Lour 0 ... them report

activities which could contribute to the dev e.loprnerit of the needed

system.

NeHS reports that its 20 data systems include considerable macro

data on uti'lrz ation and diffusion of s eIe cted exi s ting m edic al te ch-

nologies and that it would be feasible to add to rts ongoing sur-veys some

quesrionnair e Itcms about addi ti.onal technologies. For example,

NeBS can currently provide macro data which show increases or

decreases over time of diffe rent type s of s ur-gic al, pr-ocedutes such

I ·
-~----------------- ---------_.. _ - - - _ .



a s cardiac catheter-iz ation and hip arthroplasty. Si rniIar-Iy , the

an....nual hospit al s u r vey s uppor-t ed by NCBS in cludes i tern s which

te chnol.ogie s as ope nri e ar-t su r g e r y units , r adioisotope facll.iti e s and

herncdi.alys i s

FDA reports th at it m aintains 3. computerized systern for poat-cnar-ket

'survei1l21lce of approv ed drugs. This sys tem stores adver-se dz-ug r e a c ti.on

reports received f rom manufactu rers , hospitals, physicians, the

Worl d Heal th Or-gam z ati on and o ther: sources, including the IHeratu re . F DA

also h as 3. syste m that lists approved drug products 0

NIH reports that developing te chnologies are under continuous S'L'.:!.~78il··

lance b y the Insti.tut e s as part e f their ongoing cy cle of pr-ogr-am pl.ari -

ning , but this surveillance activity is infor-mal,

NCHSH reports that its Intr-amur-al staff h ave dev eloped a concept

de sign for an "Ide al system '! to identify , s creen, t r-ack, and fore c ast

devel oping technologi es , and that this concept design for a computer-

ize d system has now been embodied in all ~FP i n o r de r to have an oirc-

stde cont r-a c tor examine both its f easibility and its cos t -effectivcne s3 .

The s y s tem i s designed to provide NCHSR. with a systematic way of

i dentify'......ng th e universe of public and privat ely funded emor'ging tech-

nologie s that sh ould be c andidat es for its t echnology studies pr ogram

and, m ore particularly, t o provide the b ase fo r dete rrmmng the opti-

m al time at which t o conduc t these studfes -i- L e .• before the tech -

nology is too far advanced to m odify through publ i c policy inter-ven ti on

and yet suffici ently d ev elope d. s o that i·~ Is pos s itle t o obtain ade cu ate

information abou t the t echnology and its pot en ti al applications . Since



it wiTI t ake S01118 ti m e to demonstrate the fe asibility of su ch a sys te m.

the ag ency h as also dev elop ad an int e r i m info r-m al appr-oach for. - ,

identi rying and s etting l=- l'io r i tie s fo r the study IJf dev eloping t e ch_'1oJ. -

ogies.

Thus, it appears th a t conai.dez-abl e woz-k is al r e ady unde r way t8 deter -

mine the fe as ibility of the sys tem atic m onito r-ing of developing 'te ch -

no logies which might war-r-ant s erious etudy, but that comp ar-abl s conceptual

work has not. been de ns for existing technologies. Su ch a m ech anisrn needs

to be de s igned and tes te d for feasibili ty in the n88...:' future.

2. Monitoring and Sc re ening of the Causes of Health Impair-ment

Anal ysis of the agencics 1 rE"ports r eveals that the Depar-t ment al so

dces not h ave a sys t emati c inventory arraying the caUSE; S of he alt h

impairrcent s and disabilities whi ch could be used as a b asis fo r the

selection of hi gh priority t echnotogies for s tudy. Nevertheless .

there is cons.ide r-abl e acttvity in the collection of mortality data. and

activtty in the collection of m orbidity data as well. and agency efforts

in these areas could pr-ovide the foundation fo r an expanded m o nitor-

ing progr-am.

NCHS repor ts that it is collecting 2. l arge v olum e of data concer-ning

.the c a us e s- of death and, thr-oughaurv ey questionnaires , data on

the causes of Illnees as wel.l, NIH, CDC . RC B'}\. are also col.Iec t -

ing i nfor mati or.. on the incidence and prevalence of dis o r-der s whi ch

are relevant to therr missions. How ever', there is not enough infor-

mation with wh i ch to co:..relate the incidence of the v arious di seases

with the d egre es or Level s of im parr m ent that they produce . ' F or

...... .... . _ _ ....... Jo.J C4. J-I C L u ': _"::> 1_ \. J L I. I I r-
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exam pl e, cne would YJ 3.ni: to }:DOW how many oeool.e with h eartJ:"" " J. .L,

dise as e ar-e s ympto m atic but wor-xing , how m any are unable to wor-k

'0\1+ ambulator-y , an d how m anv :;:>Y'P 0::0 Lncap acit a ted th a t th ev ar' P" .... !?.L ... s. J. . L. ii..A.oJ,. v o,..l.. __ v. . ..._ ~ '...J. ...... -. 'J ...... l> ...., v ... r.. ),"" J _

confined t o b e d. D - t' ,:> Y" {';l : " ~ "' O' the t rue !ICO,~+ ' 1 of - di sc r-de rc ..... . . ..:. .L..tl J...L . ..l.b ~ _ t. ..... . .., .,:, .... ) .1. a. Lt...... v I ....... ..t. , and thus

value of a technology to allevi ate it, depends to sorn e e xtent orrknow-

ing thes e im pai r-m ent l evels , and not viznply t he bru t e c au se s of de ath

or ill ne s s. T h e mor-oidi.ty 3J."1d m or-t al.i ty d ata cUr-LleEtly being cot l ecteo

NCHS~ NIH, CDC ~ and HCFA can s e r v e as the casts fo r a mor e systc-

m atic invent ory and array of the causes of im p airm ent Iev els , Such a

m ech anisrn for system atically ccl. l e c ting , analyz i ng , ar-r-aying, and

displaying th e causes o£ heal tb impairmen ~s ne eds to De develope d

since it, t ogethe r with th e s ys tem fo Y' monitoring the technologies

themselves, cons trtut e s the front end of a s ys tematic Dep a r-t merrtal

approach to technol ogy managemcn t .'\NitLout s ....ich a system, i t i 2

quite possible that the m ost critic al technol.cgie s will be over looke d,

or that the limited funds available will be invested in the study of

lower priority technologies.

C. ~ecommer::~ed Approaches

It is recommended that the Depar-tment determine the feas ibility and

cost..effectiveness of developing within one or more of the agencies"

a system to: (a) Identify and monitor technologies; (b) inventor y and moni to r

the causes of health im p ai r m ents ; and (c) screen the existing and

developing t echnologies to select candtdates for int ensive study, Th e

system should be capable of ae rvtng both the knowl edge dev el opm ent

and the action agencies of the Depar-tment, Since it may not be

possible to desi gn and laun ch s uch a s y s tem i n less than t wo year s ,

an .ad hoc ini:e r :i.m appr-oa ch wE) need to be conc ep tu aliz ed and empl oy ed•

(llf ll f-l.
. "



III. TEE ANALYTIC AGE NDA

- How a r e th e h ighes t pr-ior-Ity technotcgi e s sel ected for s crut .lny fr om
among th e pool of candidate techn ologies?

Row c an a bette r b 212J1c e b e str-uc k b etween th e infor-m a ric n needs I)f th e
action agencies and the r e se arch inter-e ats of the knowl e dge developme n t
ag encies ?

BO'N c an it be assured that thos e agenc.ies capable ·')f ccuductm g th e ue e ded
s tudies will apply them t o th e pr iori ty 'te chnologie s in a timel y m anne r ?

A . ~cription of the An alytic Agenda Component

This com pon en t cornpr-i se s the annual preparation of a Technology Analy sis

Agenda which r eflects the Department 's p rior ity n e eds fo r t e chnic al inror-matrcn

about exis ting . news and emerging technologies. JVl8.::12.ged at the Depar-tmen t

level, the collabor ative agenda-building proc e s s inclu des ag ency star f', r ep r-e a-

entatives of other Federal agencies , and out s ide p ar-tre s -at-Inter-es t.,

The p r oces s of developing the analytic ' agenda s erves as a "fine scr e en Il whi ch s ub -

ject s th e list of candidate t e chnol ogies (ident ifie d e arlie r through the Monttor-ing

and Scr-eening component) to a more selective set of cr-ite r-ia such as the r-esou r- ces

and skills of the knowledge devel opme nt agencies , the infor-mation needs o.z the

action agencies, the r e s e archabili ty of the problem , and the tim e cons t r aint s ,

For each t echnology that passes thr ough the fine scre en. the process als o
•

determines wh at ty-pe s of studies a r e m ost appropriate t o the technclogy tc be

studied, which agencies will be responsible for conducting the studie s, and

which potential us ers are l ikely to be mos t inter es ted in im pl ementing the study

results. The Agenda for-m alt z. e s the Department's intent to carry out 15-20 hi gh

priority studies per year, but does not repla ce the devel.cprnen t of analytic agendas

by th e individual agencies . Afte r the Agenda is approv ed by the Secretary, 0 :1." his

de stgnate, t he Depat-tmeutally- as s agned studies fo rm the core 2..nd fi r st prio rity

of th e analyti c r-es pons fb fliries of the agencie s .
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Agenda- s etting oc cur s at the agency and s ub -cagency lev els , influ e nc e d by prio r-itre s

(not ne cess arily technology-r elated ) i dentifi ed thr-ough s ome of th e fol.lowing':

- the annual Dep a r-tm ental P l anning Guidance

OS r eview of t~1.2 Age~1 c i.es I ev aluati oripl an sub m issi ons

- Cong r-es s ion al m anda. e s and r e qu e s t s

n s taff, p e er and constituent cont ac ts

Propo s e d ag ency ag endas fil ter- up to bureau 2....'1d agency heads coordinated -r:;.y

review c om m i t t.e e s or by the agency pl an ning offi ce . D e cl s ions ar e m a de in con -

sidera tion or' re80j ":'~C8 av ai.labfl.i ty and perc eive d saJ.ience of the candi.d ate s , with

th e decisions then r-emanded to t h e wo rking staff fc)r Irnpl ernentat ion,

The p r-lmary deficiencies of this agency - b as e d proce s s ar e :

L The needs of. th e a ction agencies for s tudies of spe cifi c t echnol ogie s are not

being incor-por-ated into t h e ag en da s of the kn owl e dg e developm ent ag encie s .

and there are no intar ag en cy mechani sms to r each consensus on age n cy

pr-iorities or to provide arbttration in the abs en c e of consensus .

2. There is ::-10 as s u r anc e that the type s of s tu dies initi ated ar-e conducive to

pokicy-r-cl.evant questions b eing raised about th e target technologies.

3. Opport unities fo :;." pot ent i all y valuable collabor at ive ef fort s are ofte n missed

because agencies are ne t aware of each other's c ap abilities and needs.

4. There is no Depa r-tm ent -wide clea r inghous e which s e rves as an infor m ation

point for the agencies an d private sector groups which ne ed to know wh at

studie s are in p r ogr:-e s s o r hav e b een 'conducted on a p articular technology-

b ased problem.



These deftcrencie s give r'ise to action agen c t e s attempting t o develop s taff

capability to conduct studies r elaci ng t o th e i r own needs, or awar- ding t e chn ol ogy
..

tud t ' ;'t · -r 1 . .. ..' ~ ~ . ...th .) ~~SPl Y con r act.s tnat may uUP...:'..C8.L<:' otner error-us, Oi' r-ern arnmg W I nout trie

t e chni c al tnformati.ou :0 unde rgird the i r rn andatec fu n c ti ons .

C. Recomme;lded Approac~l.

It i s r-ecommended that the concept of a Departmental Technology Analysi s

Ag en da be adopted, and th at the r e spons.ibi.Ii ty fo r rnanag e rn en t of the annu al

p r o c e s s be Iodg ed <it the Department level.
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IV 0 ANAL YSIS AN D TEST IN-G

Wh at typ es of technical studi e s should be us ed to ex amine
technologl e s ?

Doe s the Dep a r t m e n t currently c ondu c t such studie s , and
where is improvement r e qu i red '?

A . Desc ript~on_ o~ t '''1 6 Analysis and Tes t ing Com pon en t

The An alys is and 'I' e s t irig compo nent develops t e chnic al info r-m ation and d at a c:.0 0 11t

e.x.1 s t ing, new, and developing m e dic al technologies . Thi s Infor rn atio n vjill inclu de tr:

whi.ch i s n ow unknown, as well as th e validation o r r-efuta tionof wh at is believed .

In the p r ecedin g compo nent (s etting the Analytic Ag en da ), the Sec.re t a r-y, o r his

designee, would decide wh i ch type s of tech ni c al s tudi es s h oul d b e applie d t o g iven

technologies, 3.J.'1d woul d a s s ign responsibility for their condu ct to c e r ta in age.nci.es ,

Differ-ent type s of s tudies are employed to address the div erse questions ger-mane

to diff e rent m edic al technologi es. Clas ses of s tudie s conducte d are:

efficacy an d s afety

cost-benefit or cust-effectiveness

standards development

comprehensive technology assessment

cross- cutting and m ethcdol.ogtcal

Each type of study is designed to pr-ovide information about 2.. d iffe r ent f acet of a

technology: each i s conducted u s ing different methods and analyti « tool s ; a nd each

type requires different combinations of skills , disciplines and r-esource s.

B. Agency Activities and Defi ciencie s

The one month tirne con str-aint Lirnit s this r e po r t t o : (1) specirving wh eth s r or not 3U C:

studies ar-e now being conducted and (2) Ide ntif'ying what the agenct e s and th e Study

-- _._ ----- ---- - - - - - - - - - - - - - - -
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about the availability of r-escurcc sandthe quality of s tudi e s or staff s could not b e Ina'.

without OIl «sit e evaluation. Problems include the fc110 1,d ng ;

Agencies doing the analysis and testir~s are s eldom linked elfe cUvely t o

a ct i on agencres , As a r e sult, que stion s of interest to action ageric ie s

are usually not in c or p or at e d into t h e study designs;

Action agencies frequently do not have the t i rne or expertise to ov-ercome

chr-onic state -of -the - ar t limib.tions that compr- omis e the qualit y of th e

studies they undertake themselves . Hence. they hes ltate to im.plement

the r e sult s of studie s they sponsor ;

Sim ilar- typ e s of st u dies are con duct ed or sponsor-ed in sever-al agericr e s . bu

a "cr itdc al rri a s s " of skills ar-e not ne cessarily assembled in one pl ace

to conduct or sp onsor 81.1ch studies ..

Current Iimrtations of the state of the art of analysis and t e sting t e ch-

rrique s pos e b ar r ier s t o obtaining def'in rtive answer s t o m any qu e s t i on s

(e. g . , health outcomes, lon g ter-m risks).

E ~f' d o .... t rr- " .. ! H:acy an_~_~

Efficacy a-nd s aretys tudie s ar e c onducted to obta in evi dence about the medical u se"

fulrie s s and risk s of drugs, device s and procedures. Sin ce neither eff'i c a cy nor

safety measur-e s are ab s olut e , t hese st u die s we igh probable health benefit s 3.gainst

pr-obable r i sk s . Agency reports indicate 2. strong base for the conduct of effi c acy

and safety s tu di e s , p a r ticul arl y of new drugs and m edical devices:

NI.H, in F Y 1975, c onducte d s ome 750 clinic al t r i als at a cost of over

$100 rniIlion (ab out 60 0/0 were sol .ely dr ug, vac cine , or biologics t r-ials) :



F DA Evalu ate s the r~suJ..t s of drug and dev i cc te sting conduct e d ~y appl ic ant

manufact urers. In addition, it has D s mall intramural pr-ogr-am t o evaluat e

per-for-mance of s1.1.(;11 te chn ol .ogie s a s r adiologtc al equ ipment, c ar ci i a c

pacemak er s .. and Int r-aocular Iens e s , T ile agency i s r e qu ired b y ),0."'1 to

deter-mine the safety and efficacy of n ew dr ugs and device s bercre they

are m ar keted; and

CDC attention is mainly on tuberculo s is and VD·the~rapies . These include

both testing and e pi dernfcl.og ic studies of effi c acy and effe ctiv en e s a.

The major def i c ie n cy identified by the Study T e am' i s t h at the v a s t major-ity of the

effica cy CL'1d s afety stu..dies ar e focu s ed on new or deveIoping te chnclogre s. R ar-ely 2.I' e

studies conducted on existing technol.ogie s to determine if they are outmode d or a s

effectiv e or safe as gen er al.ly believed (except when t h ey are used as cont r ol s L'1

testing developing t echnologies) . T his def'ic.iericy i s parti.c ul ar Iy applicab l e to

medical and sur-gical procedur-e s ,

Cost-·B enefit (CBA) and Cost-E ffectiven e ss (CEA , An alysis- - -- . ~--

'Th e s e pr-irnsz-Ily economic analytic tools are employed to (U produce measures of

costs relative to the economic value of be nefit s (CBA). 8..J.1d (2 ) compar-e cost s of

alternative way s of achieving a given level of effectiveness OT compare l ev el s of

effectiveness when a given cost is inve sted thz-ough alternatfve approaches (CEA) .

Agency r-epor-ts suggest that little of thi.s k ind of analysis is being conduct.ed:

NCHSR spent about one-fourth of its FY 76 budget in applying such

analyse s to computer -based scr-een ing, diagnosis and t2'eatm ent t e ch....nolog ie

as part of comprehensive ev alu at i ons of demonstr-ation proje cts;

HCF.A
's

Office of Policy, Planning, and Re sear ch s t aff have previously b e e r .

Involved in SBAs related to arthritis, specific cancer- s , an d motor v ehicle



accident prevention. but HCF A it self i s n ot ~UTl ent ly condu ct.ing such s tudi

Nlli r epor t ed small scale eff or t s h ampez-ed by state-of- -::'he - art pr oblercs

in applying such stu dies t.o di sease r e s e arch . ]>JI\:-P8 r cpor t expr-es se s t he

opinion th at such studies are mor- e appz-cpr-i at e.ly t he r -e sp ons ib fl ity o:Z

other DHE\V agencie s .

CDC repor t s studies on costs aUG effectivene s s QI diffe r ent v enereal

disease tests, s creening t e ch..rii que s, and tr eatment sch edui e c ,

CB...~~s and CEAs are hi gr-ly te chntcal., specialized t e chniqu e s that should b e con-

duct e d by per s onnel tr ained in quantitat iv e and econ om ic ana-lysis . Con s: derabl y

less i s k nown about t heir reliabilit y and m ethodol.og'ical pitfall s th211 r isk benerii;,_

studies . Thus. they sh ould be located in an enviz-ornnent wh er e staff can t:::o:'}aoor -

atively a ddr e s s state-of-the-art problems, and ·...vh er e a " critical m ass " uf exper i >

ence and kn owl e dg e can collegially sustain a high quality init iativ e. This obj ective

suggests the centralization of such activities r-ather' t h an t heir partition am ong

sever-al b iome dical. or health s ervice s res earch-oriented agencie s.

Developm ent of Standar-ds___.-u.

Standards development activities usually proceed from a base of technical iEIorn18:ti on

developed through one or mor-e of the previously described type s of t esti-ng and

analyse s , But the analysrs and synthe s in of that information creates ne w i.nfoT' ;'1.~ atioc.

that justifies the categorization of standards development as a class of studie s ,

FDA sets standar-ds for the quality. efficacy, a.nd safety of C::''.1gs and dev: co::

being cons.ider ed for market approval;

- - RCFA develops medical nece ssity, quality, and appr opr iatene as tstandar d s

to guide PSROs in their' local review actrvit.le s , e. g., t ile agency awar de d

contr-acts totalling $1. 8 million t o eight h ealth profe s saonal gr oup s t o de-·

velop sample cr it er i a EL1J.d standards sets for medical n e c e s s ity of h cepit.-

._----- -- _._----_ ._----_.._----- - ------~-~---
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aliz ation 8..L'1 d appr- opr- iatene ss f0r use of a var- iety of pr ocedures , test s ..

and drugs; and

the National Health Planning Gu idelines) t o assis t State and 10C31 h ealth

planning bodie s,

A major problem cited by nearly every agency developing or using standar ds i s

the n e e d t o impleraent an.d ! or update viable stan dards 2.S quickly 8.S possible an d

the inadequacy of the technical knowledge base for doing t his. It is in large part

th i s m.ismatch b e twe en the important need and the Iack of available data whi ch

makes this area of analysts p ar ticul .ar Iy de serving of attent ion•.

Mor e ovcr-, the ab sence of linkages between agencies responsible f or standards

developm ent and other knowledge development agencie s Cleans th at t h e data nece ssary
. " .

to under-gir-d standards development is not being pr oduced ; the rnethodol.ogy for trans-

ferring te chnical dat e>. into standard s is weak CL'1d the pr ocess for doing so superficial.

As a r-esult, the standards ev olv e d are m ore normativ ely than empirically bas ed , In

part, this s t ate of affairs c an be attr ibuted t o recent pre s sur e s t o produce m ultiple

standard s for PSROs and HSA s without del ay. However, these shor-tcorrring s will not

b e overcome without a far ' mor e integr at e d pr ocess that r e cognize s the need for

continuou s updating in r e spon se t o new data , incre a s ed study effor-ts including

methodology, and incz-eased r eali s m about the curr ent Iirnrtatdon s of the state -of-

the-crt.

Com pr-eh e:J.siv e .1..;; chnolog-;y Assessment

Cornpr-ehens tve t e chnology assessments examine holist ically the potential future

consequences of nev: or em er g ing t e chnologie s on such societal sy stem s a s the

econom y, the phys ical envir-onment, the law, instfrutfcna, mores, et hi c s , and

broad social fabr ic , These inter di sciplin ary ass e s srnents scz-ut i zuz e wh at th e

----------------------::O~...l · · - -.... .. ..... -'- "'"-<1
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propo s e d t echnol ogy is interide d t o a ch .ieve, whether those ach.ieve.ment s ar-e

sociall y de sirable, \'11110 m ight benefit or Jo se from the achievemen t, wh at

uninten ded consequences are Iik ely , and wh at policy opticn s ar e av ailab l e t o

either av er t sine effect s or to pr -epar-e m or e eff'e ct.ive.ly fo r th e unirrt e nded s ocial

change l.ik el y to be t r igger e d by the new technol ogy . Curr ently, ther e ar e

isolat ed inst anc e s of ex arnination s of d i s cr ete s ocietal areas :

economic i:mp~c~~ have b e en exarn .ine d by NIH . FDA an d NCH SR . (For

example, FL>A exam ined the cost t o m anufactur-c r s and consumer-s of

complying with n ew per-for-mance standar -ds of x - ray m ach.ine s );

behav ior s], aspe .~t s.. of v enereal dis e a s e car r ier s and tr e atrnent e have been

studied by CDC;

b inant D:NA Molecule r e s e arch ) and FDA (on r adiation technology) ; and

societal imp2';.~! has been examined in thr-ee i ilH studies. The study on

the totally implantable artificial heart is considered a f8re :r.'!.m n er of

comprehensive te chnology assessment despite its small scale b ecause i.t

involved a multidisciplinary team which analyz ed a broad r- ange of societal

Irnpli.cat.ions of th e device.

No agencies are cunr-ently conducting comprehensrve technology as se s smerits. 'I'hi s

pacts of some technologies may be mer-e prcfound than their direct e conom.ic cost.

,*-l·deficiency should be r-emedied L'1 light of the increasing recognition that societal im -

Lack of technical knowledge, r-e scurce s, and a mandate for s uch analysis have

apparently pre clnded it s dev el op m ent , although last y ear NCHSR examined th e

feasibility and utrIi ty of such studies (s e e Part D of this sect ion) and NIH h as

considered "prelfminar-y" Impact as se s srnents as part of its "consensus build.ing "

strategy (see Section V -D).



./",-

(

Met hodoloc i c al and Cr-o s a-Cutt inrr Studi e s
~_....,.... ~_.__..._ ;r:t-._. ",....,.,,~_~~ ,~"'_'_'-""""_ _

'I'hese studi e s ar -e typ.ic al.Iy under-t ak en t o pr ovide b ackgr-ound inrcr-mat i on to t he

a gen cy or t o ov ercom e stat~ -of- the - art r-e s e ar ch lim it at i on s . Agency -n~pc;1.' t e d.

activit i e s of th is typ e include:

.. - cas e studies of t e ch nol ogy a doption . an d diffu [j ;.on, by b-n.A and NCE SR.;

-- use of comput er s fo r b i omedic al infor mation t 1'2_118 f '21' b y NITi :

development of m odels for assessing t he qu alit y. s afety and p er- f'cr- m ance

of drug s, dev ices and b iol ogics by F DA.. ;

id entificat ion of ne w t echnoJ.ogie s and the ir impi.lcut i ons fer m anpo ....ver ,

operat.ing costs and c ap ital exp endit ur es by BEPHD;

development of m od els to pr edict treatment out corne s, contr-ol m e a su r e s ,

and pr-evalence of v ener- e al di s e a s e by CDC ; and

development of a model to forecas t net social value of dental caries

prevention proce dures by :NiH .

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

problems t o ab s ent or lagging technology deve'lopment and al.Iocationof R &D

resources. F or example. heart disease is by f'ar the leading cause of death, but

it commands approximately 10 per-cent of the R &D all ocat icns , Very little theor et t cal
./ ,:. _ .________ l

work is being done on adoption and diffusion of -metlt c aI tech nol.og i e s >C:l l.::! "ch i s i s ,/
f

particularly impor-tant since compar-able studie s in other' technological fiel.ds wh i ch
i
I

show slow r a te s 'of diffusion m ay be m i s l e a c1.ing in light of the absence of a cl a s s i cal

mar-ket str-uctur-e in the health fi el d .



It is recomrn ended. that:

there should b e a new Y.) ilot pr-ogr-am i nitia tiv e for cos t-bene fit and

cost-effectiv enes s arraly s e s and a s Im.itar p rogr am for cornp r ehens i v e

technology a BSe SSL:1.ent. Both eff or-t s should be evaI uat .ed after th r ee

years to d etermine thei r reliability and utility t o the h ealth sy s t em 2:::10.

oth er; r e l eva n t soc ietal sys t ems ,

i n c r e a s ed attention should be paid to s t udy i n g th e e fficacy and safe ty

or' ~stiE.3. technologies; p ar-ticularIy r.c. edical and sur-gical procedures ;

increased R &D enlpha sis s hould b e placed <In health problem s for

which the cur-r-ent inc entive structure does n ot suffice; an d

i n c r e a sed ernphasis i s n e eded on m ethodol ogical studies to Impr-ove th e

reliability and v al id i t y of t e chn ology - b a s e d analy s i s and t estin g .

The NeESR has adV811Ced a proposal calling for t h e cre ati cn of a 3 -6 person 'I'e chncl

Studies Gr oup to add th e capahility Icr conducting comp rehensive technology as sess-

m ent to NeESE 's exi s ting capabilities for studying cost -benefit, c oet.-effectavenes s ,

and technical f e a s i bi l ity . The NCHSR proposal s tates:

"Unl.ike the more discrete s tudies wh i ch conce r n them s elve s with
p a r-trc ular aspects of <l health technology, the new inter-dis cip liriary
technolc gy as ses sm ent strategy provides .3. comprehens ive arialy sis
of their Iikely future effe cts ,

"N CHSR proposea to conduct h olis t ic as s e s sm ents, r ep r e s en ti n g
s ignificantly di ffe r ent 18'1e15 of effo r t ranging from $10, 000 t o
$350" 000 r:: er study, The research s tra t e gy is to use mic ro o r
m ini e t e chn ot ogy ass e s srn ents a s a small s c ale sc reening t ool
to r e fin e the r e s e ar ch pr-oblem involved in the c andi d a. te t e ch ­
nology and to d ecide what typ e an d s cope of fol.low-iup s tudy i s
r eally appropriate .

. ...... _ . ;_ .. 1- • ... .... ~ .!. ... .c. . L.\....o~ L..1, .t 1. 1-" _



"Thus, fo r exam ple , a m i cro as s e s s rnent con ducte d e n a
computer iz e d E KG is lik ely to r'e sult in 3. judgment that it
is a. str aight fe r- war-d t e chn ology wh ich raises n o s igni f i cant
societal qu e stioris an d th e appr-opr-iat e fellow-up study m i gh t
be 8. c os t c eff'ectfve.nc s s s tu dy , en the othe-r 1:"1 2]10 , a s im ila.r
a s se s srnent c o nduct ed on a nu clear power ed hear-t i s likely
to reveal that H r aise s pr ofound que st i on s about the
environmental r adi at ion irnpa cts , the p sycho e socf.al s idc ­
effects. the et h i c s of al l ocati.on, th e dol.Iar: c o st s, the
technical fe a s ib ility, 8.11d political-legal problems for wh i ch
a fuD. scale follow-up as se s sment is war r ant ed, I I

The proposal fo r a. pilot pr-ogr-am has ·obv i ou s advantages: it would provi de the

Department with a needed capability which is now absent, and it fi ts into

the mission of NCE SR< Ther-e are also negatrve aspects: significant dcllar C0Sts

are involved, and there may be o verIap s in function b et we en this proposal ana.

NUl's OMAR proposal (see Section V). There was insufficient t ime to ev aluat e

this proposal or develop alternative options for Insfitut.ionalizing comprehens ive

technology assessm.ent. We r-e cornznend that this be done in Phase II. If

Phase II takes an extended period of time, however, we then r-ecommend t h at

a decision paper be prepared en the NCHSR and N"ili prcpos als ,



v. REVLEvV AND SYNTHESIS

How can the Dep artment collect and reduce to a useable for-m t he
t echnical infer-mat ion ne eded to make Departmental decisions
r-egar-ding a technology?

H ow can the Depar-trnent facilita te the flow of te chn ology -r elated
te chnic al inror rn at ion to thos e outs ide th e Depar-tment wh o effect
and are affected by me dical te chnologies?

it s ex i st ence ; it i s not ill a form under st andab l.e tc t hem ; or they l a ck the r e sou r-ces
•

( ""DHE W Deci s'ionrnaker s and other users are u n ab le t o eff 'ective.ly locate and use 1:'1t ichI of the ne w and exi s ting inror mation ab"out technol ogies bec ause they are unawar -e 0:
f,,
;,

\ to integr ate such infor m ation and b:ring it t o bear in 2. timely manner .
,. i it.. I'~" , ':7

/il l " () (/ v "t, '-¥ , I

'1-;his component is designe d t o rev iew and synthesize (1) report s generated dur-ing

che pr-e ceeding analysis and t e st.ing stage , (2) other' r eports and technical Inror-m ati .on,

and (3) a dv ice and recommendation s from various p ar t i e s - at-int erest <such as

m anufactur er s, p r-ov i de r s, phys.iciana , and c on sumer- s) . 'Th e resulting synthese s

ar ~ (1) pr e sent ed t o the Secretary (if it deals with a high pr iorit y technology) cr

other Depar-tmental dec i stonmaker s in a for-m suitable for making r-eimbur sernent ,

standard -sett ing, R &D funding, and o ther de c.isfcns that, promote or impede t e chn ot -

ogies; and (2) transmitted to other F' eder-al a.nd non-Federal entitie s to ancour ag e

collaborative and con.si stent r e sp onse s t o t echr..ologie s. T h e Depar tm ent- l ev e l

technology manage m ent unit woul d stimulate and c oordinate the r eview and synthes .is

process for high-priority t e chnol ogie s , and pr-ovide techni c al as s istance to the

agencies t o pr-omot e im provement in their handling of Iower priority te chnologfes ,

B. A gE:ncl. Activities and Defi ciencies

The a gency reports indicate an increas ing awar ene s s of tile need for structured r evtev

and synthes i s , but it is clear that additional emphas i s and new irriti at ives are ne eded.
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NII~, ir;... some ir.stances , pr-ovides the re sul.t s of its studies to other agencie s needin g

t hi s i.nform ati on forvexarnpl e , vaccin e r-e s e ar ch finding s ar e given to the FDA and

CDC . NIH h3.'3, as a result of t heir increasing aW8.TE:;nC8S, recently b e gun t o s ynth e s iz e

test r-e s ult s , A recent project mvolve d synthesis of existing infor m ation on hyper t enseon

in order tQ dev e l op consensus -base d r ecommendations for diagnosis and t r-eatm en t.

A s i m il ar e xe r e iae , on breast cancer scr-eeriing, has JURt been completed. NIH has

also submitted a formal uT.oDos al (s ee par-t :0 of this section) to OA SH for a m a j or
J. J. , ...

" cons encua -but l. ding " Init i at iv e which is designed to increase the agency 's c ap abili ty

for syn thesizing and transfe r-rin g scient if.ic fin di ng s to th e health care community ,

NeH SE, report s that it ch annel s the results of studies to decis iom n ak er s and other

user s thr- ou gh two in.echantsrne : 1) by Inv olving them activel y in th e s ett ing of r e s e ar ch

pr ioriti e s a n d in the dev e l op m ent of individual pr oj ects , and 2) b y i s suing an ad h oc

series of non-te chn ical r- epor-t s whi ch syn the s ize r e s ear ch fin ding s from s everal ·

related proje ct s in pr-ogr e s s or shortly a ft er completion.

CDC ba s an explicit proce ss by whi ch test results ar e reviewe d an d synthesized. In

some cases recornme:ndations are giv en to other agenc.ie s (fo:r ex ample, FDA or

State ag encie s) but th ey are prim arily u sed in CDC program p l anning.

FDA has the most form al. an d structured synthe s iz ing proce sses. These ar e l egis-

Iat iveIy m andated reviews of efficacy and s afet y t e st results. These t echni cal revie ws

result in r-e comrnendattons t o appr cve or not approve marketing of th e product, with

such recommendations then b eing acted upon within t he FDA itself. Thus, for pr e-

mar-ket approval, the review, s ynthe s.i.s, and decisionrnaking at FDA constitute a

continuous formal process. No similar pr-oce s s exists for rev iew of data re sulting from

market survetflance , FDA i s awar- e of th i s deficiency and is i.nvestig ating w ay s to

solve it.

C"1-0~' O l'"'\ /"\"1" 't'"" """~ ._ + _ _ V._ ... . _ "",_.__-, ,_,, -,," _ . __ ._ .: ~ 1_ _ -.1•• _ - ! -. -



OQS. When c. Me dicare cover ag e que stion is t r iggered by a clairn for a r..ew or

unusual medi c al serv i c e , the former Offic e of Qualit y St andar-ds (DO\ v· the Office

of Health Practi c e As se s sment) synt hesize s available eff'i cacy and s af ety infor m ation

on that ser-v i c e to devel op r e ccmmendations fc:;.~ r-eimbur-sement . T h e Offi ce (w hich

re cently assumed t he r espon sibility) reported five ser-Ious deficiencie s with the curr erri

ad hoc appr oach to synthesi s :

1) it is a reactive app r c a cb whi ch pr-ovides no stru ctur ed way t o anticip at e

questi on s about technol ogies ab out to enter m e dical pr act tce :

2) coverage questions ar e not being rais ed about o ut moded or ineff ective

t.echnol.c.g i e s ;

3) dollar costs of the technclogie s ar e not Inc.l u de d i n t h e r evie w crit e r i a;

4) the ad hoc process of s earching t h e Liter-atu r-e , or telephoning expert s , t o

respond to th e coverage qu e st i on, pr ovide s no a s sur ance tha...t the be st and

most reliable data are obtained; an d

5} there is no pathway for raising th e question of wriethe r th e t echnology

warrants a serious st u dy to produce currently unavailable data.

To respond to this current set of defi cfencie s, the Office of Q""J. cJ.ity Standards is

sponsoring a Medical Practice Infor-mat.ion Dernonatr-atron Project in collaboration

with !\TJ:H, HCFA, andADAlVIHP. (Se e addendum tel Appendix Tab 11). T hi s pr oj ect

Iean attempt to demonstr-ate the feasibility of gathering, Validating, and synthesizing

the most authoritatfve data on three disease categories (depression, m al.ignant

melanoma and rheumatic heart disease). The findings are designed for use in thre e

ways: in quality assurance programs (such as PSR.OL in. setting biomedical and h ealth

services R&D priorities, and in medical education. If the project is successful, it

may be desirable to replicate it on a larger scale.

"I'he problems cited by OQS wer e also raised by HCFA. which i s beth a major user of
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study finding s and a poteut ial fe edb a ck agent t o t h e front e ud of 8. technology m anage-.

m e rit c r oce s s (b -" ar-t i cul.at inz th e n e e d foX' stu die s and i denti fVlllE: tvr.e s of t ':: c;-lnol o'fi e ~::. .L. 0./ "-' .., <_ ... J. - ..:> .

which s h o ul.d b e devel oped for mor e effe ctive rne di c al pr-act i ce ), HCFA is e sp e c i al.Iv
~ .J

inter- e ste d in a. m or e structured appr-oach t o r eview and synthes is 0: the f ipd ing (:) c t

cost-benefit and co s t -ceff'e ctfven e s s s tudi e s . HCFA woul d like this synthe stz ed

infcrrn ation ch ann e Ie d t o the P SR Os for use in their r ev ie ws of m e di c al ne c e s s ity..

quality, and appropr iatene as of thos e health s ervi ce s fu nd e d by Me dicar -e, Medic aid,

8.n<1 the M aternal and ChiJ.d Health programs .

In addition to these age n cy -based problems, ther e a r e a number of Departm errt -Leve l

dE:fi(~iencies. W ith in DREW, very few inter <agen cy agreements exi st by whi ch stu dy

findings are transferred from the a gency conducting th e study t o au. ag ency which wi.Il

u s e the findings. In gener al, ther-e i s no me chanisrn for a s suring syst ematic "trar.sl.at i c

()f bulky scientific and technical information into 8. form relevant for' pol.i cymaking

or for uitirnat e user-s such a s pr-ovider-s ' and consumer s. 'Th i s de fi cien cy has s erious

consequences fo r the Depar-tment, If the results of a study ar-e not char....neIe d tv :r:el svCill:

deciaionmaker s and other users; much of the cost of conducting that study Ls wasted .

Department decisions may b e delayed 0:;:' made without the b en efit of Infor-m ation whi ch

is, in fact, available; studies may De started which duplicate existing or recently

conducted efforts; and medical practice m ay remain unaffe cted by r elev ant f'm dings .

C. Reccmmended Approaches.

It is recommended that a Department-level capability be e atablf shed to stimulate and

coordinate the fallowing: 1) agency-based technical review and synthesis activities;

2) translation of technical material into POliCjT .r-elevant f or-m for de cis i onmaker-s and

into understandable form for other non-technical users; and 3) di s serninatfon of re-

sults ".:0 relevant parties.



NIH pr'opose s t o es t ablish a c apab ilrty in eac~ Institute for reaching a " te chni c al

con s ensus!' on. specific m e di cal technologies or dise s.se areas. Cons e rrsu s vbufl.d in g

mvol ve s : 1) i dentifying and evaluating new information en a te chnology, 2) reaching

t e chnic al cons ensus GIl the validi ty an d significance of r e s earch findings and on thei r

r eadine s s for w ide clinical u se, 3) p r el iminar ily assessin g non - medical Impl ic at ions ,

and 4 ) prociucing r ecommendations in a. for-m fo r re8.dy acceptance and appi i.c atr on by

t he h ealth car e c om munity, Cent r- al support an d coordination 'would be provi de d by

a n Offi c e for Me dical Applf.catioris of Resear ch (OM.l\.R) in the Offic e of the Dir-ector-

Part D ).

cost s are involv ed; and t h e pz-el irninar-y impact a sse s sments a ppea.r to dupli cate

criteri a are to be u sed in s e.le cting te chnol ogi.es for ex am ination; s ignif'ica.n t do119.1'

area in critic a l need of Impr ov e rnent , On the ot h er hand, N1H does not s pecify wh a t

propos e d a ct .iv i i.ie s of NCESE (see Se ct.ion IV.
'1 !-\

/\ ~? - :: \ .

'. ''i..
\ i../ '

, ~V of J\TIH. The proposal has both p ositive and n e gativ e a spe cis: For example, it. w ou l d

'\;iJ'-f''-1\ I) \ ,,} c omplem ent a Depa r-t m ent.-Iev e l r evi ew and synthesi s fun cti on, and is aimed at 8.:1
.~ \~ ,.\ ,"{
, .:,'" \

~;.. I,,",, \

• ii, ( . >J
\.".1
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...)~ v \ .

i'!\
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L'1 Se ction IX of thi s r epor t, the Stu dy Team r ecomm en d s a follow -up (or Phase II)

study relating t o the impl ementation of r-ecommendations for over-coming the de f'i c ieri -

des tha t have b e en i de n tifie d. \Ve b eliev e NIH 's orvIAB. prop o s al (and th e NCHSR

proposal) sh ou ld b e ev aluated in the context of an arr ay of alternative approaches to

ov ercoming these deficien cies. If it s houl d b e de cide d, h owever , that th e PU8.se II

s tudy should take place over an extended period, we r- ecommend that the se tw o

proposal s b e presented t o the Secretary a s decision papers. 'While approv al of the

propo sals would limit future altern atives, contin ued absence of the cap ab fl.i t i e s pro-

posed would have adverse eifects on the Depar-tment.' s inter e s t in improving it s te chno -

logy-based a ctivities .

-_. _ ----- - -- _ ._-.._-- - - - - - - - - - - - - -
....... .- -- ,. - --- .--- ~ - - - - - -
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V I. DE CISIO.N"lvLAJUNG

How ar e t e chnology evaluation re sult s conver-t e d int o r-e imbu r s ernont ,
mar-ket aggregation , certtfi c at e of ne ed and other k.inds of t e chnol ogy
impeding or stimulating actions ?

Who should h ave the r e spons i.bilit y 1 01' t aki ng th e stu dy fin ding s and
exper t opini on c olle cte d dur-ing th e r ev i ew and syrrthe sis pr e c e s s ,
and choosing am ong action altez-native s ?

A. De s cr ipt i on of De ci s i onrnaking Com p on ent
_ ...... -<.-... --....-- ' - . ? '~----'

D e cisionmaking i s the bridge b etwe en the deve.loprnent of technical infor-mation about

a t e chnology and th e a ction step s which n ight b e taken t o impede or pr-omote u se of

a technol ogy . T he preceding review and synthesis component pres en ts a te chnol ogy

for decis i on; thi s com ponent as sur e s that de cis ion s are m a de and t h at they are

coor-dinate d ,

Once the Secretary (or hi s designate) has r e a ched a decision about a t e chnology on t he

Department' s high pr iority list, he would s e le ct whi.chInte r-v ent i on m e chani sm f s ) to

employ, and would charg e the r-elevant action agencies to alter r egulat tons , dr aft

standar-d s , r e allo cate R &D fu nds , design a t arg et ed practit ioner education initiative,

etc. Implementation would be coordinated by the Departmental- level m ana gement unit

and would be r el at e d to budget and legislative decisions and integr ated, if f e a sible;

with actions of other Federal agencies and private sector partie s at interest. For

t echnologies not on the Depar-tm ent!s high priorit y list, th e Depart ment - l ev el unit

will monitor the agency-based de ciai onm akirig processes cn an ad hoc b asis to pr o -

mote coordinate d and consistent de ci s ionrnaking ,

B. Current Age ncy Activiti es 8.J.:!d Det i c.Ienc.i e s

Where a s ingl e agen cy devel ops knowledge about a t e chnology, int ernally decide s on t he

signific ance of that information, an d th en exer cise s intervent i on m e chani srn s over w hic
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it has contr -ol t o influence the u se of t h e subje ct te chnology (a " closed l oop " pr oce s a) ,

the process t ypi cally appears t o -b e r e.lativel y weIl-sdeftn e d, integrated and purposeful ,

. Fer exarnple, wh er-e FDA ts multx-di scipl .tnaz-y t e chni cal st aff make s a r e commen dat xon

to 8. Division Director r egar ding a new dru g appli cat.icn , th e .Dir- e ct or k nows (based on

it s de gree of innovation cl.as srf i cat i.on) whether h e can m ake the fin al de ci sion or rnu st

r ai .se it to the Bureaut s A ascciate Dir e ct or for .N e-!.' Drug Dev elopment . 'The a ction

l e ver--approval /denial t o m ar-ket , and associat ed condftion e e - Li e s 'wholly within FDA1S

control, and the tr-ansition from decision to act ion is integrated and routine . As we

have stated previously, FD.A is excepttonal In this r eg ard .

On the other h and, the de cisdon-dmplcmerrtation r elation ship becom.es s ignifl ca.r:.t1y le s s

efficient and effective where, for a giv en technology,

the pertinent response mechanisms are located outside t he knowl e dg e ­

developrr...ent agencies ; or

the intervention mechanisms are scattered across sever-al action

agencies; or

there is nc exter-nal pr-e s sur e (as there is from the applicant dr-ug or

appliance manufactur-er-s) to reach a d ear, timely az...d suppor t able deci s i on.

Exarnpl.e s of problems culled from Agency reports include:

"At the NIH, explicit formal processes have not gen er ally been

utilized in dealing with de cisions concerning medic al te chno'log.ies

and assessment r esults. 1i Although some interagency agreements

and coor-dinating comrnittae s are alluded to, it is clear that i\w

confine s its Impl.ementat.ion activities to the information dis semination

process. and that Ii ridirig s ar e not well - linke d to external action agencie s.
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Me dicar e obt ai n s r etrnbur- s em ent guidance fr om the I)HS Offi ce

of Q:ualHy St an dards thr-ough working' stdf contact» , The r e CO!.I1DJ.e :::-

dations aonear t o h av e b een gen er at e d in an a d h o c m anner which
_ .L '_

fa iled t o assure th at u s efu l c cm plemerrt ar-y actions are employ e d

by other arm s of th e Dep ar-tm ent . (Tru s i s expect ed t o impr ove 'LInd er

the PHS r e organization ann the establishm e nt of the Offic e of He alth

Practic e A s s e s srnent which i s now working on em impr oved pr-oc e ss , )

HR Als Bur eau of Health Plann ing and R e s our ces Dev el opment

developed te chni cal standar ds and cr-Iter i a monogr-aphs r- elat.ing

to 16 technologie s as guidanc e for health planning a gen cie s . While

. these monogr aphs are available thr ou gh NT IS. l iThe:.:' ::; h a s b e en no

final determin ation as t o the value of the monographs {and) they

have not b e en endor s ed• •• ' I In additi on, alth ough c a se st u di e s

have b e en dev eloped undex cont r a d fo r e i ght oche r t e chn o'lo gt es, only

one h a s been r el.e a s ed (in respon s e t o :-li gh demand) and it h a s

received no endor s ement .

PSHO: "Unfortunately, (efficacy i outcome infor-mation on medical

t e chnolog ie s) is gener-ally not available, and t h e mor e difficult and

time c on su m ing appr oachof attempting to g et a (etandard e settdn g)

consensus based on pr-a ct i c e experience must be- u s e d . Il "F'r-om

the perspective of (HCFA's He alth Standar-ds and Quality Bureau),

decisions on results of t e ch n ol ogy ae se s sment z-esearch are not

systematically occur-r-ing . nor is there a str-u ctur- e d approach for

feeding dedsions into medical practice. II

- - - - - - --- - - - -- --- -- - --- - - - - - - - - - - - - - - - -
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The Study T e am b e l i .eve s that there needs t o b e '?. visibl e rille pr-edi ct abl e d(:- cis i on -·

m akinz process whi ch conv er t s the we i zht of t ech nical Infcrm ation and eXD2r'~' cninion
~ ....... .... '"

into br-oadly c oor dinat e d int er v ent i on s which affect t h e gener-ati on, adopti on , diffusion,

m ade by the Secretary or hi s designe e t o l end th e influence of his offic e t o agericie s '

commit ments t o take indi c ated a cti on s , and to pr-om ot e collaboration b y other F'eder al

and k ey nori - F e d er al entities.

C . Hecom m end e d :'\pproa~,

It i s z-e cornrn e nde d that one of the pr im ary functional r- e spons.ib iI it .ie s of a Depart m ent ..

level unit be to a s sure that (1) Secr etarial decisions on high-prior-ity t e clmol ogies

are impl.ementcd : (2) r elevant decisions of one agen cy ar-e con sfstent wi th t hose of

another; (3) agency decisions take into consideration potentfal fer colj.abor at i on with

other F eder al ag encies and non-Federal-e ntities: and (4 ) that agency decis t ons are

consistent with Departmental p olicies or are used as t r igge:-ing dev ice s for fO:i~:a:uhj.i. iJ~g

new policies.

It is also recom mended th at the DePC1!t rnent level unit m onitor' agency b as ed

de cisionmaking pr oces s e s on an ad hoc b asis t o promote coor dinated and con -

sistent declsionmaking ,



VII. INTERVENTION IVIECI-L~NISlVI S

Wh a t m echanisms does the D er,artmp.ut h ave to impede or- atimulat e
developm ent , u tfkiz ation an d. ph 3S B ou t of medi cal technologies ?

In te rve ntion m echanisms are th e Depar-tment ' s means to affec t tn e dev elopme nt,

adoption, diffu e ion, uttkiz a tion, an d ph as e - out of m edical technologies to e l1sure

the a vafl aoi.li ty of quality h e al.th care . Sp e cifically, policy, fi s c al .• edu c ation al

and othe r me chanlsms c an oe used to e ns ur-e that:

neede d cost~ effective technologies are b rought into appr-opr-iate

mor e quic kly:

exis:ing technologies wh i ch a re outmod ed, inefficacioQs~ or iriappr-op r-i atel y

used ar-e curtailed;

developing technologies which n~a:y Impact negatively on the he 21L';t car e

aystern or on society are appr-opr-i a te'ly m odified or arr es t ed .

'F ou r classes of intervention mechanisms need to be employed by the Depar-tment:

o Regulatory m e cb anisrns

o 'I'r-aasfe r and/ or phase-out mecharJ.sms

o Pr-e-mar- ket incentive and/or disincentive mechanisms

o Market incentive mechanisrns

These classes of mechanisms and the specific types withi n each class come i nt o play

at different stages or the life cycle of a t e chnol ogy . Further. the r ol e of responsible

departmental ag encies in the admtnis tr-ation of the specific contr-ols varies. In s orne

cases, the agencies have direct responsibility, while in othe r cases, pr- irnar-y r e s pons. .

bility is at the State and local l evel and the Federal agencies only prov-ide gu i.danc e,

exemplary s tand ai-ds, and ov-ersight.

_.-.. - .. -_.... - .. - -_.... _..-._- - - - ------- - _ .
___ ..... .J. .- ...__ _ ~_ _ _ _ .- -. - ..- ~ ..!.



F'igur-e 2 is a m atr ix of technology l EG cycle s t ages and s pecifi c types of con tvols

and inc entives within each clas s O( Inter-vention m e ch anis m which may be applied to

them at var-ious s tage s of dev elopment,

The potent i al appl.icati on of cu rrent int ervention rn e cb ani srn s is depic te d on

the f'igur-e, T h e matr ix: shows that t lie r-e 2,rr:: nu m e xo u s c ont r ol s applicable to the

adoption, u s e and r-epl a c ement stage s and only three fo:c the re search and developn.en:

stag es . This apparent. irnbalance im plie s that the Depar-tm e nt has con s i der-ably m O CE:

power to aire d Later s t ag e s of the life cycle. In fact , thi s i s m ialeading , It is not the

number of cont rols applicable to t he vari.ous s t ag e s which is im po r t ant; r ather it is

h ow effe c tively those co nt r-ol s are used . R. &D r8 30 '.1l' Ce al l ocati on cont rols, fo r

example, are a power ful m e chani sm if th e ir full po tential is r e al tzed th r ough effec tiVE-

policy and d eci s ionmaking , These conside r ations are addres s ed in m ore detail in th e

followi ng s e ctions .

Fur-the r-, when. cons ide r-ing Inter-venti onrnechantsms, it is impor t ant to re alize that
a r t::.

rnedi c al t e chr..ology development. adoption, di ffu. sion and utilization is dr-i v en by th e

following f actors :

o 'Mos t hospitals are p aid r etrospectively and on a c ost b asis fo r t e ch nol ogy -

based c apa~ilitie~, and, th erefore , may tend to be i ndi s cr-irrrina te in th e i r

purchase and use p r a c tices.

o The m edical e thic e s sentially s ays that ther-e is "nothing t oo good for the

patient" and this. c oupled with fin2Jlcial benefits to the physician fo r tech -. .

nology b ased s ervices I contr-ibutes to overus e of t echnol ogy.

o Con.sumers gene r-ally ar-e not s ensitive to, 0 1' cesponsible for fi n ancial as-

pects of medical care and, th e r efore , may be s imilarly Indis cr-imiriat e

in the ir' d ernands , A larg e por tion of medical se r vi.c ee , fo r exarnpl.e, are

_ _ " .__ . _~ "' __ """'4"'" ...... .L"' .......L. v \:.~ -.l i l . L\. .1 I .f 1 1 1 ~ i - ;) ; f ~ JI ......: TT"1~
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r- eim bur-s e d by third party paye r-s , and rn anv consumer-s ar-ecover-ed bv ins:J.r ··J ~ ,

ance programs where all or a pCiJ7't of the pi-ernium is p aid by thei r e rnpl oye r ,

Basi call y, th ese f actors operate as uncontr-ol led incentive m echanlsrns, 'Th e De par-t -

ment pr-e sently i s t aking Ini ti attve s , includlng Iegrslattve action now pending, to deal

wi th p r oblem s r e s ulting fr om thes e fac tor s.

R E GU LA T OR --:::- ME CHAl!TISlVIS

A. Descri ption of Component

There are five s p ecifi c r egul atory contr-ol s em ploy ed by the Dep artm ent:

FDA approves o r disapproves th e introducti on of drugs a nd medical devi c e s into the

marketplace bas e d upon a deter min atton of the effic acy and s afety of the technology,

FDA also m ay issu e conditi on al appr-ovals which restri ct wher e and how the te chnol >

ogy can b e used, and m ay recaJl technologies or. the basis of subsequent ad verse

i nfor rn ati on.

(2) Cex'tificate of Need/ Se ction 1122. -

Certific ate of N eed (CoN} and Section 1122 r-e qu ire the r eview and approval of spE'ci·-

tied c apital expen di tur-es and pr oposed changes in he alth servic e s . States implement

. th e s e mechanis ms wi th input fr om l ocal h e ai th planning agenci-es and in accor-dance

with mirurnum r egulations established at the Fede r al l evel by BHPRD. CoN r egu-

latory authority and practices yary across the St at es. Only on e State has n eithe r-,

(3) He alth Planning Gui deline s

The forthcoming Nat ional Gui del ines fer Health Planning v;'iil h av e t o be considered

by local heal th plannin g agencie s in developing their pl ans , an d L.'1 conduct ing appro-

priaten ess :r evi e ws and the review of proposed s e rvice s . Although not stric tly 8.

r egul atory mechanism . the gu i de'ltne s will affe c t de c isionrnaldng at all Level.s
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-through their e xpres a i.on of nationa l policy on the appr-opr-i ate s upply, or-ganiz ation

and di at r-ibution of health res ources .

(4) Pr-ofe s saonal Standards R evi ew

Pr-ofea s ional Standar ds Ftevi.e\Y-, condu c ted by l oc al P r-ofe as ion al Stand a:cds £tev ie ',v

Organiz ations (PSROs), de ter-m ines th e ne c e s s ity , qu 3.1i.ty and appr- c pr i a t encss of

health s e r-vices (and, ther-efor-e , m edi.cal te chn ol og i e s ) r eimb ur-sed under Medi t;8.r>:: ,

Medicaid and the Mat ernal and Ch ild He al th P r-ogr-am, PSHOs r eceive g,-li dal1CB

from th e He alth Standards and Qual,ity Bu r-ea u within HCFA :n the fvr u.1 of s am ple s ets

of norms, criteria and standaz-ds but may adapt these to local p r actices. Of the

203 PSRO a r e a.s , there are 62 at the pl anrung stage,and 120 are condtti.cnsl .

have concentrated t heir initial activities on the use of hospitaliz ation.

(5) Reimbursement

Th ey
"

RHmbursement mechanisms employed by the Department ar-e Lirnitcd to the appr-ov al

or disapproval of reimbursement under: Medicare for heal th s e rvi ces an d t e chnol ogi e s .

HCFA m akes such determinations , which can have a m ul.tipl.i.er- effect on the

reimbursement practices of Medicaid and other- lliird party payers.

Overall roles 8.>.'1d responsibilities cf the various agencies were discussed above .

Specifically. the p r-obl.ems reported by the act.ion agencies are of two types : tho s e

Inher-ent in the regulatory rnechanisms themselves and those resultin.g fr om anal yric

deficiencies, notably the difficulty in establishing s tandar-ds , Mal1Y of the r-egulatoz-y

mechanfsrns , although available, are currently In a developmental state either

because their legislative mandate is relatively new tMedtcal Device Amendments;

P. L . 93 -641}, or because established policies and pi-ocedur-ee are not adequate to

addr-e s s the complex issues posed by modern medical technologies . A s shown .

below, these constitute a major set of deficiencies ..

I-J I 'LJ .,\ 1_-- --



-Th e Bur-e au of Medtc al Devi..:;es h a s not yet cornpl e t ed for-rnul ati on of IH'e,oiliar'ke t and

pos t-rnar-ket asses sm e nt proc~d1.E' es 8-J.'1d per for-mance standar-ds which are comparab .

to thOS A of U1e Bur-can of Drug s . Th ou gh t h e state -of -the- art of developing standa r-ds

for technologies was i derrr ifi ed a s a U:n.ir.ing .ract cr- , the -Bu r-e a u ci Medic al Devi ce s

also r epor ted that ~'Di,- p ;... ocedu z-es a nd the p r-oc e s s of promulg ating regul .ations

have further h amper-ed tn e process.

Health Systems Ageri c i e s (HSA s ) and State Health Pl anrring and Developrner. t Agencie s

(SHPDAs) are new St ate and 'local planning ag enci e s 1.'1 m any cases , and the r esource

materials and technical as s i s t anr.e structure which will support their r-egul ato ry

functtoris 81'e no t: 3.11. in place. Appropr-i atenes s Review i s not yet a r equtr-ed HSA

and SBPDA Iunction 2..J10. issues sur20un ding i ts r egul ator-y aspects are uncl ear'.

The draa Nathncl GuideJ.ines for Health P l anning are too r ecently iss ue d to h ave

had an effect on 1;..1}e he alth care s y stem. ?SROs are e s tablished in ani v a lit tle m ore
~ v

than h alf the de s ignat ed are a s and s ample c r-ite r ia set s h ave been Is sued only f.or

pre-admis sion and contiriu e d-ts tay-c rcvi ew fDr hos pit al.izatlon, From th e ag ericy

reports, it is obviou s that the newne ss of the s e r egulat or-y mechanis ms 01' thetr

present state of devel.opm ent ccns titute a major setot def'ici.encie s ,

Other p rogr-amrnati c problems identified by the Study T'e am inclu de <.L11 overall lack

of coordination and the exclus.ioo of some medical care pr-ovide rc f l' OCi r egulatton.

Further coor-dinatiou is needed be tween the variou s regulator y mech anisms in orde r

to assure consistency. DHEiN -W8S ridiculed wh e n. CT head scanning W8.S appr-oved

under Medicar-e while BHPRD w as stating it did not have sufficient information to

issue guidelines about CT services even though technicians understood the Medicare

decision was based on efficacy and safety data while the guidelines are based on

coat-benefit and cost-effectiveness Endings. The Study Team also consfder-s that the

r egulator-y m echanl.srns of CoN and Sec tron 1122 approval are we akened by the ex clus io:

of physi cian s ' offices and othe r am bul ator y c ar-e p roviders f r om the requirements.

---- - - - - - - - - - - -- - - _ .- -- -.
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. Wi thou t the aut hor- i ty to CGilb.~01 tno acquisition of te chnotogre s c utside h a al th care

f8.cilitie s ~ local and. St at e planning c::.gencie s cannot , in our opinion, effe crivelyplsn

and r egul ate the health c ar e deliv e ry system for which they ar e responsible .

The action ag encies t denti f'i.ed the l a c k of techni cal cons ensus about emc r.'gL:_g en d

existing t echnol ogi es -3.8 a m ajor analyt i c pr-cbl ern to heir r-egul at t on , Although

BHPRD b.. a s developed monogr-aph s addre s s ing 16 health s erv ic e s and has a con-

tr-actor wo r- king on a seri es of case s tudi.e s desc r ibing s p ecifi c te chnologie s, neither ..

of these effor ts resulted in specific s tan dards that pl annir.g agencies could use fo r

decls i onm aking under CoN and Se ction 1122 becau se of ::'ack of c on s erisus , lIeFA

also r-epor-t e d the Lac k of te chni c al cons ensus as a rn ajor problem i n be deve'lopmen t
~;x-6\5

of model s ets of s t an dards fOl~ ~.o6 to use in rei mbursem ent decis i o ns and qu ality

assur ance , The recently issue d Na tional Guide l ine s e sta blished qu ant .it at ive s t s n -

dar-ds which (when issued ill final for m ) m u s t be considered by he alth pl 311...n ing

agencies. These may contribute to a m ovement tow ar-ds con s ensu s ab out medical

technologies and assist in the devel opment of s t and ar-ds on which to base CoN and

Section 1122 approval.

The scarcity of data about existing technologi es was identifled by th e ag encie s as 8.

factor contributing to the difficulty 01 r e aching consensus. In.formation 'Nas reported

to be urgently neede d for State and 10c81 he al th planning deci s.ioris and for P SROs.

The inadequacy of the existing kn owl edge bas e and. the lack of dis sernina t ion of r-e -

sear-ch findings also wer-e cited by BRPRD. 5:CFA J and O~!S as major impediments to

the development of standards.

HCFA identified a need for mor-e ccmprehensdve review of new technologie s i n

order to assist in the development of Medi care r eimbursement policies. 1:.'1 addi tion.

ReFA reported that additional r~search on the appr opr i at e condHions fo r use of

particular technologies is needed to assist PSROs and reimbu r sement m e ch anisms in

the development of standarcia- for-vus e and thus the e s t abllahment of payment policie s ..
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Lastly , it should be n oted that , while the Study Team a gree s 'NiL",. the a ction a gencies

abo ut the n e ed for a rn o.r e s t ruc t u r ed appr-oach t o ob t a ining technic al mfor-ni a ri on abou t

m edical technologies , w e a re in no position t o c om m ent Oil. th e ex t ent t o which th e

cur r ent l a ck of this Infor'm at .ion affec ts th ei r p e r fo rm anc e, s in c e ev al uation of

th eir p e r formance an d prod uc tivity is beyond th e scope of this P has e I inquiry .

TRP..n SE E R AL"\J"D l OR PHAS E - OUT :ME CHAN rS1VI S

A. Descrip t i on of Corn.P.9n ent

There ar e five specific types of rn echani.srn s employed by the D ep ar-tment t o s tirn ul ate

th e t r a n s fe r or diffusion of a d e s i r abl e t e chnol ogy andlor to phas e - out an outm oded

or uns af'e technol ogy :

o Demonstrations

o Information diss emination

o Professional education

o Consurn e r education

o P atcnt and llcensing policy

Demonstration p rojects are under-taken pr-im ar-ily to obtain intorm aticn from whi ch

the future cour-s e of development and applica'tion of a technology can b e det ermined.

Demonstration projects also have th e potential fo r directly stimulating o :c arr esting

the diffusion of the t e ch n ol o gy .

Information dissemination and professional and consum.er education ~:.ci:ivitie 5 $ whi ch

are often interrelated. are in tended to influence the decisionmaking of p r-acti d oner s ,

other health professionals, researchers and consumer-s on the use of rn edic al t e ch -

nologies. This Is accomplished by using such m edia 3.S in edical journals, p amphl.ets,

p r ofes aional m eetings,. and c,?n ferences to inform these parties about the impor-tant

positiv e and negative asp ec ts of t echnology.

---- - - - - - - - - - ._--------
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Simi1arJ.JT , pat ent and Ii.c en s iu g poi .icy rnay be us ed to en cour-age o r discourage the

introduction, diffusion o r appl jc aticn of dr-ugs and device s d eveloped wi th Federal

suppor-t ,

B f · II t i " ." .J D f ' · ". • ~gency .n.c ]vl Cles ano e .rc.iencaes

The agen cie s I rep orts o ver-all mdi c at.ed only Iirn i.t ed u s e of th e s e m e chanisrns t o

syat em a t .ic al.iy t r an s f e r t echnologies, and virtu ally no line to cur t atl or pha se o ut

outmoded or inefficacious techuologie s ,

Nul, however. r ep orted substantial and increasing activtty in thedis e em inattor,

of Inf or-mati.on, phys ic ian and corisumer ed uc ati on, and d ern ons t r -atfon projects. Fer

eX3111pJ.e, NIH e s t ablishe d M. Task Force on Communications i.n 19 7 5 in the Office

of the Director to recommend steps to impr-ove the di s seminati on of inform at i on

to health prcfe ssio:c.als and the gener-al public. T hE: various Institutes sponsor

a variety of me ettngs for biomedical r esearchers and medic al practidoncr-s ; p ub lish

journals, monographs, bibliographies and parnphlets; write a m onthly s e c tion for

the J o.!:!!Eal of the Amer-ic an Medical Association dealing with emerging techno'lo-

gies r-el evant t o m edrc al p r ac t ice ; produce radio and television announc ements;

conduct seminars for scientific writers; and operate an Info rm aticn c lear-in gh o us e

in specific dj sease categories (e. g•., the Cancer Inforrr...ation Clearinghouse at NCD.

NIEi also und e r take s the m ajority of dern onstr-atlon activities of the Dep artment.

The NHLBI and NCI, in particnlar, are r equir ed by their legislation to conduct

de..monstr a tions and educ ation pr-ogram s for professionals and the public. F urther,

under the ausptc es of th e v ar i ous Ins t i tute s, more than 50 research centers h ave

been established throughout the country. Ll1 addition, th e NIHls National Library

of Medic ine is able t o pr-ovide contmucualy updated information from its guide to

Medical. Literatur-e, Ir:d ex Medi.cus , by rn e ans of the computerized "Medlfne " syster..a ,

This is available n ationwid e thr ough 750 ter m in a ls in hospitals, medical s ch col s ,

and Hbr-ai-tes,. and -i s back·ed up by 11 R egional M edi c al Libraries.
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NeB SH. funds dern ons t vation pr-ojec ts of var-i ous cc mputer- vbased diagno s t lc , thel' s..-

peutic and s c r-e ening t echnologies. - These pr oj ects focus on ob t ain ing fu r-thcr

infor-m ation abou t v alidity , efficiency, cosi:':cf'fectiveness , and use r acceptanc e,

but also aid in the diffu s i on of wovthwlule inno vations , To f J.d1.i ts.t e ado pti on of

some of its proj =c t .s and e .l. im.ination of bar -de r :s to the transfer of viabl, e innov at i ons,

NCHSR h a s p r-oduced user guidaLine s and s uppor -t ed "u s e r gl.~CUP organizations. I f

An Office of Health Infor-m ati on and H e alth Promot ton w as e s t abb.s h e d rece ntly in

GASH to pr-ovide the Department wit h a fo c us for co nsumer educ arion activiti es.

absence of CUI' C8Ut activiti e s, will assis t the agencies in car-rying O:lT any as p e c ts

of their mis sions whi ch involve or could inv olve consumer education, and wfIl develol

programs fOl~ the " education of the public i n the maintenance of per-sonal and f.;un ily

health and in the appr-opr-I at e u se of'the h e alth car e sys tem. II 'I'h i s pr-ogr-am is l L:{ely

to encounter many of the probl em s com monly associated with the inadequa cy of h ard

technical information about the e ffedbten ess of many t ech nologies . Al s o , th e method -

ologies used in affecting consumer beha-vior are lznpe r fectly dev el oped.

These same informational and met hodclogicalproblems aonlv to professional edu-
.... .£., J.. ""

cation acttvid.es , Inthi s case, the problems ar-e compounded be c au s e there is no

departmental focus for ac tlvi.tie s r-eI attng to the continuing e duc ati on of physici ans

and other health professionals. Pr-ac zi c tng phys icians currently do not hav e an ade -

quate source of information about the techn ol ogies that they are u s ing o r could u s e,

and medical Iiter-ature often is not direc ted towards the needs of practitione r s or

written in ter-ms familiar to them. III fact, the qu al.ity of that literature has been

called repeatedly intc question . .

Recently, there has been increased r ecognitton of th e s e In ade quac ies , and v ar-i.ou s

DHEW ;3.-g l] !J.cies have been encour age d to r ernedy them. Sever-al activi.ti ea discus s ed

------ - - - - - - - - - - - - - --- -- ---- --- -
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in this report (e . g., the Medical Pr-actice Infor-mation Dern...ons'tration P:~vj;;ct and

) 1 1 R' -:I C" • " de s ... rl' ~ . . TtT)the Depaz-tmerrt- reve eV-L8W a-"'1G. 0)'1T1:neS18 COmp()~lerrC -; e s cr-tbed rn .:lee;] on H "

COL11d aid in resolv-ing these infor-mation and education problems ,

NTH. hOWW'l8l', reported that any fur the r involvement in pr-ofes s.ional education rmght

be inappropriate or infeasible. SInce NIH cix:::·c;;;c.tly is the m08~ act ive agency i..:"J. this

area, it appears unlikely that substanttal Impr-ovements i"TI professional educati.ou

wiH take nlace without a new locus for such activity etsewher-e in. t112 Depar-tment.

There was no explicit r-equest in the Agency "Report F'cz-rn for infor-mation on pate r.t

and Iicensdng policies 01' activities. Agency reports, ther-efor-e. pr-oviIed no b8.81.8

for discus s.ion of these mechanisms. The Study Te am is aw are , however-, that the

Depar-tment has not articulated a policy whien recognizes the d1.;I.f:D. ~se that patent

and licensing policy can perform in encouraging or discouraging Innovattons

resulting frorn DHE'N -funded Rt'l:D.

PEE -MA..-qKET INCENTIVE AND JOR DISINCENTrvE 1\1ECHili'\fISMS

A. Description of Component

TI.1e allocation of R&D r-esour-ce s is an effective m e ans for directly affecting technor-

ogy devel.opment. Pre-market m echanism s Cc1TI be used to s timul ate, r-etar-d or

redirect technology development. Decisions on the ripe and amount of R8zD resources

to be applied in any given area would be based, for example, on criteria such as tile

overall mission of the Department, the nature of the problem, the impor-tance of

the problem, tar'gets of opportunity, and the availability of funds.

B. !~gency.Activities and Deficiencies

Agencies reported no conscious or formal use of R&D resources allocation policies



as n r'e - rn ar'ket inc entive or dt s incen t tve m e chani sms , Such policie s, hcwever, a 1.'2

de f acto contr-ol m echani sms, wh ich r-efl e ct m a j or judgm ents about health ne c":J. s and

national pr-ior-itt es . The p robl em fo r th e D ep artm ent i s that the a gen c i e s s irrip ly

do not r-eview allocation of R&D a s an Int e rvent ion rn e ch anisrr, even though the A~ency

Report Outline explicitly l abeled it that way .

T h i s g ap in the agenc ies t p e rc ept ion and p Ianning i s p articularly s t r ikin g s inc e it

occurs de sp ite the r-e cen t barrage of criticis m of DBEVI for ove r em phas i s of

what Dr. Lewis Thomas has t e rrn ed !thc:lfwCiy technoJ.ogies 11 such a s r en al

dialy s i s which is palli ative I and underemph asis of t e chnolo gi e s such a s vac c ina­

tions which are p r eventive, 01' nutrient therapy which 5.s curative.

It indic ates that one of the Dep ar-trnerrt! s most powe rf'ul intervention m e chani s rn s

i s not being employed to m ari a ge t e chn ol ogy effe ct f vely ,

:MAR.KET INCEJ:~TNE lVIE CHl-\l'JISM S

A. D~scription £LComp_~~~,

Mar-ket incentive zn echardsms are intended to en c our age p rivate corporations to

develop and comrn er c i.aliz e m edical t e chnol o gi e s wh i ch rn.e e t a unique p ublic need

but which lack a suff'i.ciently attractive m ar'ke t from the p er-spe cti v e of the industry.

Such m eehanism s inc lude :

o Development substdres

o Tax subaid.ies

o Market aggr-e gation

Developru ent subsidies essentially are .di z -ec t payment schemes by which all or a

part of the costs to take a t echnology from the "br-eadboar-d" or prototype model t o , li E'

pr-oduction s tage a r e paid by the Gove i -nrnent ,

Tax subsidies ba s ically ar e Indir c ct r-eirnbur s ernent schemes by whi ch all or '2.
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t n <1 + 1 " ......j ~" , iJ·· . , . 1par or m e CO S ... S co cevcrcp actual m auur acnu -ing c apao .:t t :;.es ana/or pi-cuuce a tech-

nology can be dedu cted from the t ax s..cl e in com e of the or g ani z ation .

Ma.r- xe t ag gregation r efers to Gover nm ent a c ti on to gu ara nte e an excl ustv e mar -ke t

for a given technology which i t de s.ir-es , but whi ch pr-ivate corporattons con ai rier-

not cost-effecti ve (L e., manufac tu r-i ng and s ale s c os t s c annot :;e s uffic iently

. r ecovered 8110./ or f r e e market profit margins are too s m al.l 0 ;:' uncer-tain ), This

m ech ani .s rn , therefore, assures a minim um s ales vol um e 8.,"ld!or ex cIus.ive ac cess

to specific inter-ested buyers (e.g., VA, PHS. DOD, GSA) for a given length of tim e .

Agencies essentially reported no a ct t vitt e s to develop and appl y m ar-ke t inc entiv e

mechanisms, The Study 'I'e arn concluded, ther-efo r-e, tl:... at e:ttl1sr Li.ttle vrs.s being

done with this class of intervention mechanisms.. or that th e utility of such actl-

vities have not be en recognized by agency manager-s, The situation appears t o be

comparable to the agencies I lack of 3. strategy for aliccation and r ealIoc at lon of

R&D resour c e s as an intervention m ech ani.am,

While the agency reports demons tr-ated considerable concern with the problem of

r-estr-ictmg technology use, they demonstrated no .com p ar abl e concer-n with i denti-

fying and stimulating beneficicl but lagging t e ch nol ogi e s which are not being devel-

.ope d because they fall between the cracks of the he alth care mar-ket, F01~ example.

preventative, r eh ahili t a ti on , rnental heal th and envi r-cnm ental technologies could

r-educe costs, but many arc lagging ill development because the normally over-

generous medical r-ei m burscment system d083 not cover their use.

This gap in agency planning should be addressed at the Department Ievel . It calls

first for systematically identifying 18.gging ry 'f: absent b enefi ci al technol.ogi e s and

then, on the basis of the identification, for developing a more balanced str-ategy

for managing technology devel opment .



It i s worth noting th at. the E xpe r i m en tal T e chnology Incentiv e s P r-ogr-am of the

Department of Commerce has the e xpl i ci t mis sion of hel ping F ede r al agen 2ies

conceptuald z e and implement e xpe r-imental approa che s to te chnologi cal inncv atton.

This F ede r.al r e s o ur- c e s hould be use d, pax-ticul ar i y because some of the laggi.ng

technologies m e nt ioned above ar e likel y to fall beyond t..'J.8 tr adit i onal pu r-vie w of

DEE')i,T (e , g., air pollution CL.'1d autom obt'l e s afety ) and these c all fo r ccIl abor ativ e

effor-t s with oth er Fede r al Depar-t rn en ts ,

'I'he Study 'I'eam b elieves that there are unrealized opportuni.tt e s for the Depar-tm ent

to pro mot '3 incentive actions wi thin its pur-view 2..I'1d to Influence incentive ac tions

in are as in whi ch it do es not h ave direct responsi b ili ty hu t wh i ch may impact

both departmental t-e source s and th e overall h eal th of the AmeriC8...11 public.

C. ReeOn1.D:~en~ed Approaches

Overall. we r-ecommend th a t the Depar-tment under-take a comprehensive r evi e w to
.

detex-mine why most of its intervention mechanisms are cot wor-king s:fe~Jd. velj";

and then t o devel op and i mpl ement polici es t o expand their s cope and Imprcve

theiI' e ffectiveness. In addi tion, we r ecommend th at :

o The research requirements to establish s tandards and policies fo r

departmental regulatory mechanisms 08 clearly articulated and given

consideration as r e se az-ch funds are alloc ated. All of the action ag ency

reports identified some research needs: and we r-ecommend that chey be

asked to prepare a proposed r-es e az-ch agenda for cons.ider ati.on.

o Formal linkages be established bet'N8'811 HCFA arid othervretmbur-sement

organizations Ll1 both the public and priv-ate sector- in order for r-eim bu r -sc-

ment decisions to be more cons i stent, and -che r e:or-e effective as a r cgu-

latory devi ce , P.J.l thir-d party payers should h ave access to info rmation



r elevant to the c s t abl.i s hmcn t 0: po l icies , an d alth ough pr-ivate third p arty

p aye r s and MEd i caid pr-og r-am s c an n ot be compelle d to act in conc ert with

Medic a r-e, f'C.rtl.').er coo t-dtna ti on be twe en payer-s shoul d be e ncouraged to

increase the likelihood of a consis tent appr-oa ch to r-egul arroc of ~ e ·:;hnol ~·

Og 5. 2 S th rough re i .mbur sem ent ,

o The acquis i t i.on of techn ol .ogi e s by pr i v at e physicians and other arnbula tor-y

cave f acUities by subj e ct tc the s ame CoN an d Section 1122' rev"Le \v a..nd

approval a s other prospective purchasers.
,

o Cu r -rent infor-mat io n dis s em lnatton and p r-of e s s lonal and corisume r educ a tion

activities be evaluated fr.om the standpornt of the i r o utput (e . g .. J qu al.tty

of information di.s semtnated and r el .ev ancy of s ubj e ct s covere d) .. an d

their impact on +11e t ar-g et audience s (e . g . , consumers and physicians) .

o A new Iocus for p r-of'e.s s ional educ ation be de v el op ed to. coor-dinate a ctivities

among the agenci.e s and to s timul ate rieeded n ew p r-ogr-am initiatives.

W e r-e c om m en d th a t the responsible or-g aniz ation develop a collaborative

r elati on ship with the Medi cal Specialty Boards and ac ademic h ealth cente r s

s o that depar-truent all.y-gener-ated information may be systernatic al iy chan -

nelle d t o th e m for us e by physician r ecert ifica tion pr-ogr-ams and ot h e r

r-elev ant acttvitie s ,

o Specifi c depar-tmental and agency policy be developed for ident:!.fying abs e nt

o r Lagging medical technologies and that R &.D al.loc at.ion pl ans t ake gr e a te r

cogniz anc e of h ealth ne eds in r e l a tion t o r esearch targets of op por- tunity,

o A Dep ar-tm ent al pelicy be dev eloped relating patent and Ii c en.sing acti.cns :0

deci s ions to encourage 0 1." di s courage irmcvati.ons r e sul.ting fr-om }:IE \'i :'tm ded F

__ ___ _ . ' r-: .... ~ .... _ _ ....<I.l...' ..,,;. .:. c ....... •.. ,A. ...... '-- -:'".:~ ~ __ '- .J j i t. -1 t::""::



o A study b e co nducted to idcnt:i.f:r thos e benefi ci.al te chnologi e s which are no:

being devel oped because cur- r-ent be alth care policy overlooks tuem , F'0l~

technol. ogie s offe r the pote nt i al fo :c impr-oving h e al.th 8J1d. r -e duc ing rie alth c a i:e

o A study be conduc ted of Ot."J.0l' Gove r-nm ent or-g aniz ations -:;0 dete r-mint": the

effectivenes s of their act ivities t o p r-crnote deve'lop rnent and cornrnercialfz att c :

of critical health-related t e chnol ogies . A s p ar-t of this study , the D ep a r-tm en ;

h 1 , · · ti ~ 1 ' " t l "- h l ' d i " "- ' . .l.' J:! ' - rl , ' ,st .OU :i roen uy corn 'no s e te e__norogres en a ctrvrti.es in otne r n .ercs wnrcc

may impa c t beneficialJ.y on he alth problems (e. 6' J pollut ion contr- ol techncl og:

and t hose t e chnol.ogie s a:r1d j ,::; !:' f ields where the application 01' appr-opr-iat e

incentives m ight be enc ou r-ag e d to reduce th e OC(;1J.rrenC8 or s e ve r .ity of s peci f

health and medical p r-obl.erns,



VITI , DEVELOP I\IE I,rr AND j\/IA:0;~'\GE1'vIENT O:F f. DHE\\! TECHNOLOGY SYS'Il:-:' :\,I

A . Dev elopm en t of the Pr op osed T'e c hn olo ay SYs t em_ __ _ ..tt ._ , ~ '*'__'___

Chapt er-s II t hr-ough VII compare the St udy T'e am 1 S con cep t for a DH:E.vV t e chnol ogy

management system with the current a ct ivitie s of th e Depar-t m e nt. To cons ider t en",

t he Depar-t ment could move fr om the exi stirig fr a gm ente d ar-r-ang em ent s t o a c ch er ent

management sy s tem, it i s u seful t o sum marIz e t h e current deffc ien cie s and the t ypes

of ne ed e d initiative s .

CUR RENT ACTIV ITI ES--------
~·lc n i t or 1il!); SCreefli ng

Three dDenc l es c!port some act i vit ies
wh ich coul d cont.r t bute t o 3n ident i f i ­
cat10 n and moni to r i ng system for
existing te , hnoloqies and NC~S R ~as

ccnce pt des~gn for develop ing tec h­
nol ogi es

DEF lCI E'IC 1ES

no cate loq of exis t i ng " new, ~nd

devel opi ng t echnol ogi es

no sv s tema t i z e~ ooproalh ~o

i d2~'t i fyi ng and scr ee'1 i ng
techno l c~ i~s t o be s tud l~d

develoD ijnd i ~D lem~n t S '/ st~~

for' iden tifyldg ~ I":Ct~~t G r-j n'1~
and coar se ~creen inJ of ­
techno l og i ~ s to :;e scrut ir.i 2

'lQlys is d rl~ Testi ng

flgend a -s et tI no occur s at i ndi viaual
agency lEvel s ~ased pr imari l y on t hose
agenc ie s ' percec ti ons af t hei r ~ j s s i o n s ,

ad hoc Congr~ss i o na l R e~u est s , and on
resource ava i la bi l i ty

' here i s a s t ro n~ base for t echnol ogy­
based studies i~ seVeral ~ g enc i~ s

NIH conducted i n F"r '75 clini ca l tri als
of ef ficacy and sai ety lt d cast of over
5100 mi l lion; FDA and CDC 3re 3150
invol ved in eff icacy and saf et y ane lys t s

NCHSR spent one- four t h of its budget fo r
FY '76 on cost-benefit and cost -ef fec ­
t iveness analys is as part of c:cmprehens i :., e
evaluat i ons ; N l ~ , HeFA, and CDC repor t
small-sca l e ef for ts i n thi~ ar ea

FDA sets st endarc s for qual t ty, ef f ic acy ,
and safety of drugs and devices . a ~d

revi ews data and t es t i ng pro cedur es of
devel opers ; HerAdeve~ oo s ~ed i ca i

neces s i ty, Qua l i ty and d pp ropr i a te ~ess

standards to guide PSROs ; SHPRD dpveloos
5tanda ~ds fo r organiZlt i on, supply and
distrjbutio~ of heal th tec ~nol o g i es "nd
serv ices"

There are i s o l a t~d i~s t 3 nc e s of di screte
soc i~ta l ~ mpact studi es (by f DA, ~ ! H , CDC,
N~H5R ), and ~C:i S K hes devel C10 ed aorooosai
for coa pr enens tve t.echnctoqy as ies smen t .

Ezampl as uf cros s-cu t t i ng and ;lle t hodc l og i c a l
act i vit ies: st uc i es of di f fu s ion bv HRft ~

use of ,ompute r5 fe r i n;o ! ~a: i o n t rans fer bv
N!H; dsve lopment of model s t o or'o.a;ct treat:
ment outco mes by CDC and to assess t echai.
09 ; es by FOf\.

imbal ar ce between n Q~d s of act ion
agencies and Inter ests ci knowled ge
cevel 09ment a g ~ncie s

no assurar;ce of ag e ~ c i s s ' focus O~

Nat ion' s pr i or i t y needs

no cl e~rjr.g house Tor i nt orme ti an
and da ta about t echno109y- based
studi es

i ns~ff i c i ency of st udi es of eXlsti ng
t echnol ogi es, partl cularly med ical
end SJr3 i ca 1 urccedures

l ack of cri t i ca l mas s of ~ if1I IS for
conduct ing cost -benef i t d~d cast ­
eff ect i veness studies

im~a la nc e b e twe~n action ngencies ' needs
for st anderds d{,velopment ~ nd kn?.,.t"iEd Qe
devel opmen: a g er.~ ie s l capahi l ~t i ~ s fer
pr ovid i ng the m

no compr ehensi ve t echnol ooy as s e s srn ~ nt !

bel ng conducted and insuffi c i ency 0;
di scret e socis .tal impact st uc i as

i nsuf 7 i c i ~n t e ffor t to ~ d ~n ! 1" : 1egg i rig
and absent benef l c ;al := nd cost - savi ng
tPC hnolcg ie s

~ i tt l e t heoret ical wcrk t e i ng done on
adocti on and diTfus ion Jf me~ical
tec hnoiogies

r n s l1 ff i c ~ e n t ernpnas ts cn rne tb ndo i oc t r-a l
studies tJ imp rove th e state-of -the-art
df tec ~ nolo gy~ b d s 0d Jnal js ;s and ~ esting
st iJoie:>

ineffective 1i!1 ~~ g e c et~"'e ~n s tu ov f i nd i nqs
aoc agency acti ons to stl~u l ~ te or impQa~
t echnology de ve lcoment

creat e a Dr. o ~ r :2ent ~ 1p.v e l

mecnem sm ar:d ':1 i1 :1 = i : J ' : ~;1 i

pr ocess f or an i:: n (1 u 3.. ~ t ~C h ! , L

ana l ys~s e9?~da of 15-20 hiS .
;')r ~c r i t .Y ~tud;es

cor rect .:ur :-e!'1:C i-rmal a;f,:e c-f
dC1ency age lljas

l aunc h (' pw s nz l vs i s awl t es t
eff0 rts i n 3 0pr; oria~e d0f nc

ev~ l udte qu a l :ty of (ii1.::lCY
s tud t es and, STaff ca ~6.J i ; i t> _
3nd uSP f i nd; •• s as ~ 3 ';' "" "
r~61 i g n ing ag e~cy r e; ~~ ~ ~ : ~ i

cons ider NSHSR pr10o SA~ fnr
comprehens i ve t ec n ~ol 0 n v as s \
ment - ~

___ _ n_.. , _

~ ... "' ,...... " 1-



NC~SR has be~ ~ n :0 iss ue ~ d hoc non-tpchnical
r eports synt hE's i zi r.g rese" rc " f i nd i r.qs f ro,"
rel ated pr ojects in Pl'') g~~ s s ... ) ) (' . C
t')HPA ~~ ,::.-;.",. · .;.... ; .~L ~; 1 .J"_..:."'(.........c:..c ...~

___ _ _____ ___ _8v~_t~:~~~~ ·,..~tt~: J~~~"t.t"v:,.4-'_-~_-. ~'_',_-.:-·i~ _

---- ------- ---
[ view and 3ynt hesis

~C ~ Sionmak; n9

----- - - -----,
Interventi on ~ec ha n i s ms

CURRENT ACT I V !Y r~ S

N! H l as b~tJll n to fo rmal l y $ynt hp. s~ze .:es t
re sul-ls ( e . g . ~ orl hY~2rten iiG~ a~d br eazt
canc e r sc r ee n i ng ) a ,~d hzs deve lcpeo a P ~T ­

posa l fo r ext ens' ve r eview ~nj sy"~haS I3

acti vi t i es

~DA ~& S a formal , structu red 3Y j l: hesl z i ~ g

process for r evi ewinq e ~fi t 3cy Jnd , sa ~e ty

test r"su l t 3

FOA has ~n exoliclt prot!ss for decl s~on ­

ma ki ng r e je rd i nq a p ~rovai fo r n'uk2t i ng
Qf drugs and devic es

GEH:::IE NCIES

;:H-i I11;)(;1y <ond.zct ed ret (~sDect~ vely i n
r~ £ con s e to ad hcc 1 ~ e jti on~ e . q.,
rei mDur~ r:ffient fo r ~edicare

no nec nani sm fer' ass t.r i nc syst erner.:
"t r-a n s l e t ton " o f s c i en t i f i c and f EL n ica l

ir.fv r~ati(l n f or JHL·J PlJi ;:::1 and dsc si on­
make ~"s or f or r,o n - DHE~·[ users

no mechanism t o ass ure c o ns i3 t e n~ y and
coordi rlation of agency dec is io nmakil lg

no mechani sm to ftssur~ th at releVant
st u0y finding s a1'2 used to fo rmuld t ! new
Depar tmente t policies i n c~ gra t ed acro ss
progra'11 1i nes

mc st ~ n t e rv e n t i o n mechani sms st il l in
eevelopm2nt al stages

PROPOSED 1 ~! T I ~TI V E S

crea te a O(!pa)"t;ilef1 t -l evel ;:~::,J '

i ty for cv e r s i aht .~ r.d i . :a n·3 ~ €;Vr !.:· :

of re» i e«, s-.j'nt r,es i S :'Hid U 'o:;r. ~~­

iati 0n of s ruoy ti nc t r.cs : 0 r £" ~

vant user s i n d !ld o u t s i~ e of
DilE!,;

consider ~Ih pr: pcsa l for ' : ~ E ~ ~

of an Uf f ic e sf ~'!Q,j ic a ~ ,·I:) .:!l ~ ­

cati ors J f Re ~ e ar~ n

d 5 ~ign res p Q n s i hi l i~y : 0 Decc '
merit-level unit t o f ac i l i t a t e
coordi nat ed agelley d e~ isi o~~a l

ind poli cy deve~ o ~me n ~ a,ld to
involve cut s ide part i2S- a t ­
interest in col la bo;'ative effc'

..._------- - -'- - _..__ .

FDA a p~ rov 2 s ~r dis a pp rov ~ s t ~e in tro­
duct ion of druQ$ & n~ devi ces in to t h~

ma r ket.place -

Ha t i~nal Guid eli nes with quant i te t i J2
sta ndard . have recent ly been pUbl i s ~ ej

i n Fsder-a 1 R~gi ste r

Plannin9 ag~n~~ ei t ~riP RD, lnd PSROs z~e
in ear;y s taqes of i rnpl i:!m2 Ht i :-,9 t he i r
res pecti ve prn gr af!l s

HCrA na kes ad nee (i E~ '; ~ ic n s ebout
l"'ied i (;ar e r e i moursemsnt f or cuest icna nl e
technol ogi es

~ IH reports subs t ant i a t tec hnol oqy trans­
fer act i vi ti es In i n forrna : i o ~ di ssem,n-
a t ion , prof es s i ona l ~ j'ld consumer educa t ion
sno derr.Jn;- tra tiL'n projects

NCHSR 5Jpports use r gl~ up s to facilitat2
adopti0n of v al ld a t ~d t ec hnQlogies

- An Office ~ f ~ea l ; : ~ !nfGrm;;.ticn end
Health Promotion wa; r ec :? ~'" l y es t an! i shec
i n OAS H

standa~ds fo. ·med ica l devi ces not yet
devel oped

FSROs not yet es tab l i shed in c' ose to
hal f of t he des ignated a~ea s

aopropr i at eness rev i ew standa rds not Je~

develo ped

Nationa l Sui del ines ' or Hea lth Planning
del ayed, and t echni cal cs s istance struc­
tu re for HSAs and SHPOAs st i ll evol Ving

re gula tory d~ci sjon s hcmD2~ eJ ~y la ck of
techni ca l consensus on s:andards for
effi CeCY , safe ty, cos t .-beneri t s , and
cost- E'f f ect i vcness , and a Dc~0 0 r i~ t e

condit ion s for use af. tec nnol cqie s

nrofes sio nal education efforts i nsuf­
f~ cieflt to needs of practicing pny s~ ­
Clans fo r i nformat i on about acpro­
prlateness and effectiveness of
te chno109i es

i nformat i on di s s efi f"i n(lti on eff6rt
fnadequate to need

co nsumer educa ti on efforts s till in
def i nit ion stage

ailocation and reall OCation of R&~
~ot percei ved by t h~ agenc ie s 3S an
Int ervent i on ~€cha n i sm

;r.adp.ouate attention pa'd to ma rket
Incent i ve m ec~a n ~ sm $ tc s ti~ul ate

l aggi ng or absent oenefi c i al and
;~~t-s a vi n g t echnolog ie s whicn
, al l between the cr acks vf ~eal t h
~Y$t~m i n c e n t ~ v e str uct.ure

cre~te a Den~ ~t~~nt - l~yel C J ~ ;

ity for o~er 5 i 9ht dod ma n~c2~
of a ba l a n~ed S tra t2~Y for i~

and/o r ;t ~ ~u l a t l ~ g t 2chnoloqv
dave ~ opmene. adopt ; on , ~ d !," , j ~ ~ ­
zat i ol"

evalu ate and st r~~~ ihen act i 0·
agenc; es ' capeoi 1i t i es fo r "!la;
ment , adout ton, : ra '1STer , J t. ~

zat ion Jpd phase-out uf tec hn
ogie~

c reate 5: ne~'J 18 CUS l:or prcres ­
siena! e'1uc2\tion r.n ut i l i zzt s ;

of technol ogy

e~ta b l i s h forma1 l ~rlka Qe s be :~

Depar~me n t d~C ot her Federa l
entities a;,d p r i v a~ e 3ec t c ~ :.
develop co l l aocrc t ivs eIf1j~t::,

for managing t schnol cqy

l aunch a nBl'1 i ni t i a t i vs to jj
1d99iny and abse:lt j enefi ci a1
t~c h n o l o g i e s ~h i ch Fa l l O L!t s~ '

of the h~alth $Vstem inc e~t i/ ~
struct ur e -

- deve lop a deo~ ~tme , :tal 00: i c';
r e i at i ng pat~~t ~ Gc l i c e~ ~i ~ _
actio~~ to DH EW jecis i~ ~~ tc
encourag~ or d i s c n ~ r~~ : ~ n rov ~

t ions resu l t i r.g f roT. C~ C·!· - ft.:r~ l:

~&D

To empl.a ce the pr op os ed technol ogy m anagement sy stem, 'there win need t o be jur is -

di ctional clarifi c ation s 2..n d r eali gnments among t h e a genc i e s as-well a s a aaignm e nt 01

n e w z- e spon aib lIiri e s and authorities and resource s .

t o developraent of th e pr op os ed aystem :

T h er-e ar e two general apprc ache s



politic ally D2jVGJ. It would a .ssurne n o c onatraints on shifting exis ting L1Stitu. --

t i on al c ap abil.it ies CoJ:' r-espons ib fl.i t.i e s .. and would thus be unfette r-ed in d r:v el-

op ing a set of jurisdi ctional a s s i gnm ent s , component link a ge s, etc . Th e

agencie s troles w ould then b e reformed around the new responsibilities .

legislate d m i s s.iorrs .. exi s t i n g professional skill s, exp e r i ence, an d se f orth,

and would design op tions that f it around existirig a rrangements and propose

m argirial ch anges i n the agenci e s , It is the l e as t di.sr uptive and quicke st

approach, though the one most likely to be c ornp r orn.i s ed by a gen cy rn omentum ,

The Study T'e am h a s concluded that elem ents of e ach will be required: marginal

change where agencie s h ave demonstrated compet ence (e , g « », effic acy and s a f e ty

testing of drugs a nd devi.ce s ; Imp Iem errcarion of c ert ain a ction m.echarriam s ), and

totally n e w devel~pnlent of such components as agend a-se t tin g, monitor -in g and

screening, review 2.J.""1d s ynthesis . and technology transfer rn e chani srns ,

This month-long Phase I s tudy did not include ind ependen t a s s essment s of agency

performance or s taff capabilities. To advance organizational change alter-native s th at

attempt to over come current a gency defi c i en cie s an d, a t th e s arn e tirn e , take best

advantage of ex rs t in g capabilities would th.ereiore overstep the Study 'I'e am IS know-

ledge bas e , The Team b elieves it would be more ap p r op r iate t o a ssi gn p r-ecis ei.y

this responsibility to a Pha se II study as recommended in Sectic n J:-L

B. Managemen t of Lh.e P:,oposed Technology S;vs t em

Does the proposed system require' d'ire ct m anagem ent or can its opera tion be left

to the participa ting agen c ie s ? D epartm ental systems prec e ss r-equir-em ents (Iik e the

annual ev alu at ion agenda or the forward p Iar... ) typically a s surne a v e r y low priori ty

t. Lf I . CL...L.1....... I I t-- vv ~ I ~ V to- If 1I ) IT r f-A' I I



for a gencie s wh i ch a r e con s t antly tryin g to di sch ar ge rnajor substant ive r- e sp onsi -

int8ragency t erritor i 31ity .. etc. cre a t e c en t r-ifugal Io r c e s that t end to dri v e agenc i e s

ap a rt and frustrat e e v en such ssmp le goal s a s rnfc r m ati on exchange . Whe r- e th ey do

inte r a ct, their unde rstandable j ockeying for c ur e a uc rat ic advantage siphons en ergy

aw ay fr om the en te r prise. F or these r e a s ons, til e alte r n ativ e opt .ion o f le avin g the

m anagern ent of the p r opose d. technology sy stem to a joint undertaking of th e a geri ci e s

is not p r-e s ented for consid era tion .

The St udy 'I' e arn h as c on clud e d th at there i s a n e ed for e s t abl i s hm ent of a new

technology m an a gernent unit, and

Dep a r-tm en t lev el. The functions

that such a unit should be loc a ted at the
( . ' ,- -;.)"oft ,':;:> l~r"""l )~ i ~~"'v.-' ."

of th i s m;,it"migh t in cl ud e s y stem d e ve l opmen t ,

m anagem ent, coor di n ation, t echnic al a s s f s tan c e, p olicy devel opm en t , rn oni.tor ing

and evaluation, liaison, and information clearinghouse. The following a r e

Lll.us tr at i v e exarnpI e s of th e unit ' s activitie s; they w ould be rnor e precisely defin ed

by the Special Project Manage.r.ts decision m em c (See Section lX} r-cl ating to unit

location and resources , an d by the unit's evol ving d efirrit i on of go al s , functrons

and p rior ities.

SYSTEM DEVELOPMENT - The unit w oul d initially foc us on givin g op o r a -

ti.onal d e fi:::lition to the conceptual framewo r k, and on guiding the devel.oprn eut al

activit ies r e lated to integrating the sfx-comp onent system with Departm ental

s tr-uctur-e s and processes. Examples of th e unit's developmental activities

would include:

deterrnination of th e feas ibility and c08t-effc'>tiveness of

developing a system to (a) identify and monitor '

technologies; (b) invento r y and moni tor he alth n e cds: and

(c) scr-een th e ex i s ting and de ve.lop ing t echnologi e s to select

candidates fo r intensive s tudy;
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in corlab oz- at tcu wi th th e agencie s , d e f:i.nitLm of the I e ad e r-s h tp ,

coor-di n a t i on and t echnic al functions th r ough which me agenci e s

would p a r tic ipat e in the technology management system a nd the

s ix-compon e nt process ;

developm ent of a p roce s s through which. the D ep ar trn en t can c ollaborate

on technology m an agement p r o bl em s with other r elevant Federal

Dep a r-tm errt s (e . g. s VA, DeD, NASA, NSF , OSTP) and t h e pr-i vat e

sector p a r tie s at Inte r-e at (e . g . " health insur-er -s, p r ovtder-c ,

technology d eve lop e r-s , Insti tute of M e d icine , ac ad erni c Ins t .itutiona ,

medical sp e c i alty gr o up s and public i consume r intere st g roup s) ;

- - prep aration of a t dm e t abl .e for the annual technol o gy agenda cycle.

Thes e sys t em d evelopm en t a ctiviti e s would b e under girde d by informat ion ob t ained

fr om the Phase II s t udy which i s Init.tat e d by the Sp ecial P roject Man ager and

trans f e r r e d t o th e t e chn ology rn anagem ent unit s t aff 8.S s oon as they are ap p ointe d .

As shewn in App endix T ab 13, the Phas e II study wo uld b e str uctured so that the

tasks that p r ov ide technical data and Info.rma tfon n e eded for the sy s t em developm en t

activities are "front-ended" ~ thereby giving the n ew units staff a major h e ad sta r t.

MA1~AGEMENT OF HIGH- PRIORITY T E CHNOLOGIES - In the op er-ation of th e

six -component system f or addressing s elected high. -pr:l.or it:y t e ch n olo gie s , the

unit would m ain tain t imetables , convene o r c oo r-dinat e convoc a tion of DH E IN

agencies and extra-DepartmentallJarticipation, monitor and r eport p rogx-e s s , e t c .

-- Monitoring and Screening: oversee gen e r- at i on of a E st of

"coar-se s cr-e ened" candid ate technologie s and h ealth p r oblem s:

-- Agenda-setting: in collaboz-a tfon wi th the agencies an d outside

ti ... " t t . d t + If,._ 11 thpar les at rrrte r e s , convene exp el' . ju grn en "0 rm e screen tne

choice of c an di date t e ch r..ol o gie s ; p r epare '3.11 Annual T e chnology

Analysis A gend a proposal that r ecommends to the Secretary the



high p rior ity te chnotogi.e s to be s tudi ed, the types of s tudi e s

. to be p e.rfor'med and by which a gen c i e s , the sch edul e for their

completion, et c . ; advise r elevant p artie s of Secretarial

decisi ons;

Analy s i s and Testing : while the a ge ncy assigned to conduct a

study win b e r espons ible for the technic al de s.ign, the unit

wfll, where n ecessary, coordinate m t e r-vagen cy p a r ticipation in

study design; it will monitor timetables of the studies and act

as an Inform atfon cl e ar-ingnouse on s tudie s! p r-ogr e s s -v-p a r-ti c ul ar-Iy

for p otential eztra -Departmental us ers;

-- R eview and Synthe s is : s ch eduling, monitoring, and p r-ov idi.n g

technical as s istan c e t o the agency Ge s ) r e spon s i ble fo r p r ep ar tng

user orient e d s yn the s es of high p rio rity studies and othe r

relevant infor mation and data;

-- Decisiomaking: prepare (in c ollabor a tion with both action and

knowledge deve l opment agen cy s taffs) a d ecision rn ezn o fo r the

Secretary r-ecoznm endmg a concluston based upon th e wei ght of

technical findin gs and judgment, and c:. series of coordinated a ction

steps to convert tha t conclusion into p olicy and p r ozram change s ,

fol.lowing the Secr et ar-ial d ecisdons , c omm unicate d ecrsfcns t o r -e l evant

parties;

-- Intervention: monitor and p e r-icd ica l.l y r- epor-t on agen cie s ' p r-o gr -es s

toward effp,cting .im p l em e.nt a tion a ction s (e. g. reimbursement

changes, professional ed uc at i on mitiativcs, n ew draft Iegis lc rionl ;

facilitate liaison with 'p a r ti e s at m t er-e st outside of the D ep a r-trn ent

to encourage complern entar y acti on s •

..... _ .....J _ ............ -



GENE HAL ACTIVITIES

-- ~oordination: \"Th e ::::'e ne eded , the uni t would help des i gn linkages

b etwe en action and knowledge d ev elopm ent agencies to f acil itate

exchange of information n e eds , t ech nic al Findinga , e t c. for those

techn ologies n ot a p art of th e annual high - p r i ority proc e s s ,

T echnical Asaistanc e : The unit would respond to requests f'r-crn

th e agencies for- t e chnic al as sis t anc e j.n the ope r ation of th -:: i r

intern e;tl technology m anagem ent s y stems ; it wo uld advis e a gencies

of the l e ssons learned (both positive and negat rve) fr om the

op erat:i.on of the high-p r io r ity sy stem : it would reque s t technical

assistance from the agencies or from outside the Department

relating to cont inuous r-ef'inem ent of the Departm ent! s t e chnology

m an agern ent system ; and i t would provide te chnical a ssistance

to other F ederal and non- F'ed ez-al partie s on their t ech nolo gy

managem ent i nterests.

-- Polisy~: The unit would function as a catalyst an d Dep a rtment a l

focal point Ior th e development and r- efin ement of policies

rela ting to techuo.logy m an agement, an d would p ar t i cip at e in

prepara tion of Ie grs.lattve, budget , and rn anagem ent .proposals

to Implement those policies.

Monitor and Evaluat e : The unit would monitor (on an ad hoc basis )

agencies I m anagem ent of non-prior-iry t echn ologte s and id entify

where t e chrric a l a s sas t anc e is n e ed ed an d where there is n e ed for

formal e valuation a c t iviti e s ; it wo uld identify conc ep t ua l gap s in

knowledge d evelopm ent -and intervention activiti es and p ar-ti.cip a te

in the dev elopment of m odel approa che s to overcom ing thos e d efid-=ncies .

- --------- - - - - - - - - - ._ -- ._ - - -- - -
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-- Liaison: The unit would fu nction a s the Dep a.r tm ent.I s Ioc al poin t

(though not the exclus iv e agent on Ir at son with o uts ide parties and

agencies with which t o link our te chnology rn anagem errt activi.tie s :

to develop collaborative wc.rki.ng r e l at i ons hip s thr-ough which t o

fac ilitate joint a c t i on on sp e cific t ec hnologi es : to monitor other

agencies I r esearch and technology m an agern ent a ctivities and relate

them to the Dep ar-tment vs a ctiv'i ti.e s : t o explor e opportunities for

interagency agreements and joint funding: to p artic ip a t e in

imp r-ovin g the evolving state-or -tha-ar-t of technology m anagem en t ,

Cle aringhous e ~ D ep endin g upon the c ap acity, Ioc ation fs) and

str-uc t ur-e of the mon i tor-in g and s creening compon ent, the unit

migh t take on 11 switching po.int If activities 10:' incoming inquiries

rel ated to health technologies bein g addre s s ed w i thin the Department

and for Inqu i r-Ie s within the D ep artm ent r elating to otb er F e de r al

or non-F ede r al he alth technol ogy - z- e.lated activitie s ,

Severa]. alternative s fo r the organizational Io c us suggest thems e'lve s s OASH (given

the health orientation of this Init.iative) in its pr-ogr-am un it, its policy unit, its

sp e cial health irritiative s offi c e , c r , beca use of i t s s ignal Impor-tanc e, 1;.1. the As sf.s t aut

Secretarv ' e imm ediat e office ; OASPE if considering extending th e system to educations

t echnology. t elecomm unications policy ~ etcv : or some dir ect s t aff arm cf the Secret a r y

or Under Secretary. The scope of thi s ~~ -t: udy do es n ot permit e valuati on of these and

other al'te rnatixvze s , The Sp acial P r o je ct M anageris ':1: 5- d ay analysts (see Sec tion JX) of

the unit 's location. s taffing.. a uth or-i ti e s , e t c •• should m ake a r-ecommendation from

ameng 2L eval uated s et of op t i ons ',



It is r e c omm... en ded t h at the D epar-tmen t adopt in p r-incrple Doth th e t e chn ology

s ystem as outl.ined an d the em p Iacernent of a. Dep ar-tru ent-Jevet technolo gy

m anagem ent unit ; and that fuJ.'the r def'init i on of the LUJ,it and r-ef inern ent of the

system be sought through a 4 5- day

system impIementatrcn study.

analysis and a six -m on te Phase 11
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IX . RECOIVIMENDED NJ-GXT ST E P S

t!
T his r- ep or-t ha s pr e s ent e e (3 st r at egy f or managing m .e di cal t e cl~?logy at DHE IN. It

•
h a s de s crib ed a c ompr-e h ens ive techn ology ays tern and the m ana ge rn errt of th at system.

It: additicn, it has ccrnpar-e ct the t echnology - ba s ed a ct iv iti es of the Ag encies wi t hi n e ach

component of the prop os ed t echnol ogy syst ern and has r- ecomrne n dcd i nit i a t ive s ne e de d

t o close the gap s and .cor-r-ec t th e deficiencies . Those c om pon ent eby -c om pon ent !.' e '::0 1.:1 -

m cn dat i on s a r e e rnbodie d in t he fo l lowing sum mar-y r-ecommendations fo r next s t eps .

R ecommende d Step 1: en dor sernent i.n principle of the development of a De par-tmental

technology sy stern along the line s of the six c crnponent s outl in ed ,

and the establishment, at th e Departmental level , of a unit w it h

the r esponsib i:i.ity fer managing such a s y stem.

R ecommended Step 2: appointmen t of a Special P roj ect Manage r

(a) to pr-epar -e a de cis ion m emor-andum within 4 5 days that

examin e s alter-natives and make s r ecomm endations r eg ar-ding

the technology management unit (e . g . , or-ganiz at t onal Iocatton,

author it.ie s and respon sibilities, s t affing ); an d

(0) co promptly under-take a follow-up to this s tudy to r-e commenc:

these change s in Agencie s ' juris dictions and r e spons ibfl i t ie s

necessary to Irnple rneut e a ch component of th e t echnology

system and to develop a.1J. approach to Departmental c ol.labora t i or;

witt. outside par-ti e s - ar-Interest. See Appendix t ab 13 for out l ine

of th e P hase II study .
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Re cornrn ended Step .3: i n additaon to reIe a s e of this report for b road ci r c ulatjon,

transr..l':'Lission of Ct. c opy t o Sen ator Kennedy in light of his

IT1 2.jor cont r ib uti on to conaider ation of this s ubj e ct .

n ec om nl end ed Step 4 : fo l lowin g c omp let.ion of the De ci s ion Memor-andum d a s c r ibed

in Step 2 ( 8.)# e s tabl.i shm ent of the technology management

unit, and tran..sfer to it of 8 ctivitie s be gun und e r the Sp ecial

F'r-oject 1'J1an2.ger.

Note . On one i s sue r e l at e d to Step 2 (b), the Study 'I'eam did n ot r e a ch coris ensus ,

One opin ion held that i f the Dep ar tment c omrn rtted substantia]. resour ces

t o the P h a se II Study, or gantz a tional change d eci sions c ould be made in six

m onth s , Cons e quently ~ the Nl.H and NCHSR p r opos a l.s should be cons ide r ed

in the context of the Phase II Study, and not advanced fo:,::, a separate Se c r e­

t arial decision at this tim e , Th e con t r-a r-y op inion held that the P has e II

Study and ue c i s i o:nm ak in g process wo ul d t ake a full y e oI' .. and that , whfIe

they might need to be alter e d in ligh t of Ph a s e II r-esults, the NIH and N eBSE

prop os al s shoul d be advanc ed a t once, recognring that the i r approval woul d

provid e n e ed e d c ap abiIity m ore qu .ickly,



GL()8S.L~JlY

MEDICA.L 'I'ECHJ\TOLOGIES: T h e drug s} device s, m e di c al and sur gical p.-oced-":l:8f

used in. m.e di cal c are. Some def.init i orrs of thi s t er m inclu de the organiz3.ti onal a ri d

suppor-tiv e syscern s w ithin which such care i s deliv er ed. For thi s study, however ,

0-.11y the for m e r de finition i s u s e d,

pr imary m i ssion i s t h e d cvel.oprnent of knowl.e dge r el a t ing t o h e alth or hearth care .

These a g enoie s conduct o:..~ s p onsor analy s is .and te s tin g a ctiv itie s . While the i.r

primary m issi on is knowledge development, the y m a y h ave some s ignificant a ction

function s .

~TION AG ENCIES: T hose agen cie s in t h e Depar-tm ent who se pr izn ary rn i s s i on i. s

the a dm.inistz-at ion of pr ogr am s which c an affe c t the deve l opment, diffusion, OT utflI-

z at.ion of m e di cal t e chnol og'i e s , These agen cie s manage th e Int er-v ent ion M e c lianrsm s .

They may however, have scree knowl.edgevdeveloprnerrt c apabilities and funct ions ,

EFFIC.ACY: Potential b enerit fr om 'a medical technology applied for a given rn adic al

problern to individuals i n a defined population, E fficacy is sometimes u sed to r ere r

to b enefit under ideal conditions of car e t o differentia.te it from effectivene ss . whi ch

would then be bene fi t under av erage conditions of care. Vi e h av e not made that. di3iT::IC

t ion h ere : instead, "'N e regard benefit under ideal conditrcns 9.5 a cpe cral ~1. 8S .'3 cJ:

efficacy.

SAF ET"!: The probability that 8. m e dical t e chn ol ogy applied for a gi-,ren medic al

condi tion to in dividu als in a de f'irie d -pcpulati on w ill n ot cause disea s e, inju r y, or

har-m,
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COST -J-3.EN"EF IT l\N.A.LYSIS:

in pr e s ent valu e ter m s) of rutur e b enefits with the monetar-y va lu e of al.I iznrn e diate

and. future c ost s (u sual.lydn pr-e sent value t erms) .

COST-.cFFECT:;:VENESS AN~~.LYSIS : Analysi s whi ch r el at e s r e sour-c e C 0 S CS t o (;;.1 ":;

levels of effect:venes s of alter-narive technol ogie s u nder study. 'I'heiz- g oc.l i s to

i de ntify: 1) the alter-na t.ive th a t m axirn tz e s effe ctiv ene s s for Ct. given re s our c e cost .

or' 2 j t he a l.te rnat.iv e that involves the least re s ource cost t o attain a specified

l ev e l of effectivenes s .

TE CHNOL OGY ASSE SSi'ilFNT: A relatively new appr- oa ch to comcrebeneive DOUCY_______- _ _ _ _ _ _ _ _ _ .4 .L .L v

s tudies whi ch h as a relatively define d s et of conceptual par am et e r s. Th e mos t

commonly accept ed definition of t echn.ology assesment (TA) is:

lfTA i s a class of policy. s tudies whi ch sy s ternat.ic al.Iy examin e s the
effects 011 s ociety t h at may oc cur when a t e chnology is introduced.
extended, or m od ifte d with spe cial em phasis on those cons.equ enc es
that are unintended, indir-ect , i»: delay ed• . . II (J. Coates)

This term is Increas ingly being u sed to r ef'e r t o any t e chnology -ba s e d p olicy analy s i s

or planrung , TV~J f'. h ave r e s tr-i cted our 1.182 of the term t o the firs t sense b e cau s e the

ter-m was coined explLcitly b y the Ccngr-e s s ional, Office of Te chnology As s e sament to

distinguish c ompr-ehens ive technolcgy asse s sment from other te chnol.og y -ba se d s tudie s

which ex amine such discre te a spects as efficacy, cost -benefrt, or cost-ieffe ct Ivene 88 •
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