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The i s sue addr es s ed i s one of excep t i onal impor t ance to the NIH and to
the l arger biomedical res earch cOTI@unity:

What ehou l.d the »ecponei bi.l-itu of NIH be i n aeeur-inq
effec-tive in-b.~oduction i nt o the hea l-t h oare system
of. knoiol.edqe pertinent to dis eas e pr event-ion, detect-ion,
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SUMMARY

1. The manner of introduc ing new knowledge derived f rom re search

into the health care syste m has become an issue of major concern.

2. The National Institut es of Health , as pr i nci pa l support er of bio

medi cal res earch, and the rest of the scientific communi ty , must

assume greater responsibi li ty in the sel ection and use of t ha t

knowl edqe pertinent to disease diagnosi s and treatment, which is

t o become accept ed heal th practice.

3. In order to discharge this respon sibil ity, a mec hanism is propo sed

whereby each NIH Inst itut e , in concert wi t h its National Adv i sory

Council or Board, ass umes an obligati on to identify and foster

evalua ti on of appropriate new knowl edge on th e verge of t ransfer t o

the heal t h care community.

4-. This mechanism requires t he creati on by each Inst itute of more

formal and syst emati c precesses for f dent iftcatt on of importan t new

clinically rel evant research i nformation and fe r development of

consensus concerni ng its llsefulness. These processes mu st encompass

pa rticipation by represent atives from relevant non-governmental

professional and lay or gani zat ions as may be requi red in both con

sensus develo pment and di sseminat i on of r ecommended new knowledge

t hrough existi ng and possibly new pat hways . It i s anti cipated that

dissemi nati on would also occur t hrough the Office of the Assistant

Secret ary for Health and health agencies .
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5. To provide overall advisory assi stance to t he B/I /Os i n t his

process, a. small locus shoul d be esta bl ished in t he Offic e of

th e Director, NIH. Thi s l ocus wou ld serve to ma intain the

essenti al l i nks among Insti t ute efforts , the Director, NIH,

t he Of f ice of the Assistant Secret ary , and health care agencies.

Its acti vi ti es would al so incl ude eva l uati on of the progress

and success of transf er processes .
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THE RESPONS IBI LITIES OF NIH AT THE
HEALTH RESEARCH/HEALTH CARE INTERFACE

I. ISSUE

Hhat shoul d the re sponsi bt l ity of NIH be in assuri ng effective

i nt roducti on into t he health car e syst em of knowledge pertinent t o di sease

prevent ion, det ecti on, diag n6si s, t reat ment, and rehabi litation? How

shoul d t he NIH organize--what processes must be put in t o place-- to di scharge

t hes e responsi bili t i es?

I I. BACKGROUND

In recent t estimony* before t he Senate Labo r and Publ i c Wel fare

Subcommitt ee on Hea lth, t he Director, NIH , mado t he following statement

perti nent to the above i ssue:

lilt seems cl ear tha t in the fu t ur e, the NIH and

t he rest of the sci entific community must ass ume

more responsi bil i t y for the ef fect of re searc h on

t he quality of the hea l th ca re del i vered. The

re search and the health car e comnuni t y and svst ems...;....;;._:.:.c.,. ~-.~_. --Jo: d-~• • _ _

.is a _ma j or i s s u~" [Underli ni ng added].

~lhat in fac t a re t he dimenslons of the problem t o be addressed?

Per t i nent background i ncl udes t he f oll owi ng:

*Hearings before Senator Kennedy's Subcommittee on Hea lth on June 17,1976 .
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1. The problem of how best to assu re effecti ve transfer

of new knowl edge from research to pract i ce is not a new concern. HO\'I-

ever) interest in more effect ively i nterfaci ng biomedtcal research and

health care del ivery has i ntensifi ed i n recent years due to a number

of factors: inc reased societa l expect ations and demands for better

health care ~ great er pressures for improved access to opt ima l health

care , greater cempl exi t y and soph i st i cat ion of new technologies and

thei r attendant effect on health care costs .

B. Abra ham Flexner, in t he early years of thi s

cent ury) was an astute and pers uasive commen-

ta tor on th i s problem. Hi s proposed sol ut i on

was t he coupli ng of research with medical edu-

that deveIopmout of nev.J knowl edqe ..nd H:s di s-

semi nati on could proceed together .* To this day,

t he t eachi ng ho spi t al s of medi cal cent ers repre -

sent far and away the most effective settings for

t.rans f 'e r of new cl i ni call y r el evant knowl edqe

from research into practice. Any proposed sol u-

tions t o the dissemination probl em wi l l have to

ut ili ze th i s effect ive process al ready in plac e.

b. During t he 1950 ·s and early 1960· s , a number of

so-ca l l ed "cont rol and demonstrat t on" progra ms

*Fl exner, A.: Me dical Education: A Compara tive Study, The MacMi l lan
. Co., N. Y., 1925, pp • 283, 291.

L. t J.1 .I I JI I r r-' ......,I I II. I -, , l l f l f l ' i - · ·..... ! J' l { l l t_' ( l l f ~ ;- .t : 'l. " "'-r1: r- , r ' l e
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were developed by NIH and other PHS components t o

deal wit h facet s of the knowledge t ransfer problem.

These programs di ffered fro m t he earlier cont r ol

act i vi ti es i n t he infectious disea s ~ area (whi ch

depended on mass prctect i ve apprc aches ) by seeki nq

to demonst rat e in community setti ngs the feasi bi l i t y

of new diagnos t ic or the rapeutic techniques ari si ng

f rom research. The accomplishments of the se demon

strati on acti viti es were of t en controver st at (the

IIPap Smear" program being an exampl e) and du ri ng

budget t ight erd ng i n the l ate 1960ls most of t he majo r

acti vi t i es in thes e programs were t enni nated.

c. The Regional t'1edi cal Programs (RMP), aut hori zed by

Public Law 89-239 i n 1966. represented a new and

hiq hly st ructured at tempt t o build avenues for t he

dissemi nati on of knowl edge f rom ma j or t eaching and re

searc h cent er s to comrnunity hospi t a1sand 1oca1 pra c-

ti ti oncr s. A number of diss emi nat ion approaches were

t ri ed i n t he vari ous RMP regions, but program emphas i s

event ual ly cent ered on cont inui ng educat ion of prac

ticing physici ans . The li mited success of t his ambit

io us pro gram i n achi evin g its pr i ncipal object-ives

( i.e.~ broadeni ng access t o t he highest quality heal th

care~ par ticul arly for t he major diseases--heart d i sease ~

~. I : I 1 i ' f · I r l \ .'.1 ,..", "" "... " -c \. f -, l ' I U "' ~ ... , ,,,or. ~ 'V'I. .... ,.. .... .... --/ .. ... . .. . ~ .... ._ ..... . .
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canc~r and stroke) had much t o do wi t h st imul ating

passage of the National Cancer Act in 1971, and t he

National Heart and Lung Act in 1972. In both of t hese

Acts, Co ngr essional determi nation to broaden access to

quality care in cancer and heart disease was made cl ear

by t he direct assig nment to the re spective research

institut es of responsibili ty for cont rol and demo n s t ra ~

tion programs , and by th e aut hor i zation for mu ltip le

comprehensive cat egorical cent er s , with maj or health care,

as wel l as health research responsi bi li t i es in each.

d. The President' s Biomedical Resea rch Panel, call ed into

be; n9 by P. L. 93- 352 t o "revi ew and assess II t he bio-

medical and behavioral research progl'ams of NI H (and

ADI-It'lHA) i ncl uded, as an impor t ant facet of its studi es,

the rol e of NI H in the dissemination of new knowl edge.

The Panel recomme nded (i n par t ) that :

"Each Institut e of the NIH (and ADAMHA ) should
organi ze a fo nna 1 str uctu re for knowl edge
app l i cati on and di ssemi nat ion act ivit ies. Each
must provide l eadershi p in th i s effort to assure
t hat the l atest sci enti f ic f indings beari ng on
heal th care are ma de avai l able to th e prof essional
communi ty . . . . *

2. Long-t erm concern for ineffecti ve t ransf er of new knowl edge

from research to health care (as no t ed above) has been accompani ed by a

more recent but gr owi ng concern for the i mpact of new research knowledge

*Report of the President's Biomedical Research Panel, April 30,1976, pg. 8.
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on t he already enormous cost s of health care. There i s concern, foY'

exampl e , over t he high cost of such "haI f -way t echno 1og"i es II as r tJ IDl

dialys i s and some of the compl ex therapi es i n cancer . Wh ile many of

th e cost.-tmpact crit i ci sms of re search are arguable, thes e concerns

may no t be dismissed lightly.

In i denti fyi ng options for NIH i n deal i ng with the gener al

probl em of dis semi nat ion of research r esul t s , defici enci es i n processes

by whi ch t he resea reh community t ransmits its f i ndinqs t o t he health

care del t very syst em and to t he publ i c must be taken in to account.

Whi le mos t Federal health actions are ai med at t he broad array

of pro bl ems percei ved in the or-qani zatton , f unding and del i very of

heal t h servi ces , these defi ci enci es have become a subj ect of i ncr eased

scrut i ny and deba te . At the recent hear i ngs deal ing with Bas i c Issues

i n B'i omed'ical and Behaviora l Research , member s of the Sena te S ll bc o rf~T1ittf e

on Heal th raised questions concerni ng t he ef fect i veness of the dissemina

ti on process for t hose di scover ies ready for general usc . It was sug

gested t hat a l ack of uniform i nformat i on 1'101'1 i n the health syst em is

in part respo nsible for serious unevenness i n t he qual i t y of heal th and

medical care across t he nat ion. There are many rea sons for thi s, more

rel at ed t o i n a deq ~ a c i e s in t he hea lth care system than t o the dis semi nat ion

of informati on~ but th i s does not re l iev e the NIH of "its responsi bility

to play an impor t ant rol e i n helping to assure t hat th e best medica l

in t ervent ions are wide ly uti li zed. As ha s been cl early demonstrated, the

problem is not one of delay between the final development of an i nterven

tion and its application; the deficiency lies in the absence of a
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mechanism whi ch fosters wide uti1"izati on.* To this we shoul d add the

observat i on that the prior evaluati on of content transferred is ex

t remely uneven.

The pot ent ial for disseminating, clini cal ly t esting and uti l i z

ing information pert i nen t to health care del i very and pati ent ma nage

ment is embodi ed i n at least a dozen Federal depar t me nt s and agencies

rang-ing from the Department of De fense to the Na tional Sci ence Founda-

tion. The cumulat ive programmatic scope of these agencies is vast,

encompassing maj or areas of heal t h care del i very, r egulati on and re

search. Wi t hin t his array of Federal agenci es , as was po i nt ed out by

a member of th e Subcommittee, rol es and re sponsi bil ities for di ssemi na

tion and ut i li zation funct ions are no t cl ear l y def i ned at this ti me.

The v/i del y perce i ved gap between res earch prc qrams and heal th

ser vi ce del tv ery i s i n l ar qe measur-e due to t he piec emeal apparatu s for

di ssemi nat i on and t he l ack of fO j'mal ized programs and of fi ces for

t ransf er/ut il i zation within t he government and bet ween the Federa l

agenci es and the hea lth ca r e community. The re are f ew s t r-uc t ur cd mecha

nisms for i nt eragency exchange and commun i cati on that ar e di rect ed t o

deal with i nformat ion validati on, transfer , and ut ilizat ion .

Cl in i cal t r ia l s , the research act i vity whi ch under t akes to

determi ne t he pr imary eff't cacy and safety of a new med ica l regimen or

devic e, lie at the i nterface between re search and health care delivery.

They provi de a port ion of the evaluation process whi ch should be carri ed

*Report of the President1s Biomedical Research Panel, April 30,1976, pg. 9.

• ,. - ··~ "", · "'· ~ _ r """_ _ , _.("'" -- -- - -- f~ '''''' _-J ''''''' ' ' ' - ~~ • • - • • _--.• - ' • •
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out prior to t he wi desprea d i nt roduct i on of an i nt ervention in to the

heal th care syst ems. Although clinical tr i al s do not directly assess

the broader concerns of t echnology asse ssment - social, et hical,

economic - they pl ay an i mpor t ant to le in t he t r ansf er process si nce

at present t hey are t he only formal mecha nism wh i ch foster's t he

ident i f ic at ion of opti mal intervent ions. They th ereby contri but e t o

the limited and poo rly structul"ed consensus-ma king process which exi sts

at present . The knowl edge gai ned from a successf ul , well desi gned

and conduct ed cli ni cal tr i al is di rect ly appl i cable to man, and when

appl i ed, n1O.Y enhance the qual ity of life, its durati on, O ~~ bot h.

Ideall y, it may l ead to i dent i fi cat ion of a new, super ior i nt ervent ion.

When a cl i nical trial i s conduct ed t o compar e an i nnovat ion with a con

venti onal or standard procedure, th e ou t come often resul t s ei t her i n

the va l i dati on or di scredi ting of the es i ' ~ blishGd in t ervent ion.

As do ot her research f i ndi ngs . t he results of cl i ni cal t ri al s

di ffuse i nt o th e pr actf ctno community by m3.l1Y di f f'erer t pathways, in 

cludi ng pu bli cat i ons i n m~dica l an ~ sci ent ifi c j ournal s , profess ional

meeti g5, seminars and conti nuing educat ion programs, and con t rol and

demonstra t i on act i vi ti es ,

There is an el emen t wi thin the se di f fusio n processes th at is

usually mi ss i ng: t he rec i pi ent f requentl y has no way of esta bl i shing

the deqree to \'ihich t he new i nforma t i on i s aut hor itat i ve 0\' refl ect s

the opinion of t he most info rmed among t he research cOffi'llu nity . At

V .... , I I 1 1 1 1 11"1 1 l l f " '- j n l \ l i ...-1 Y · ( ~ I l ""; l f · L1 n i ~ j,,"'· r.l 7 'nc C "": I ! "", '~ ""'. n) "-. A -,,·." r. n "''lr''r'' f -{- r' ,... ·1 ..· ~ .:"".\n . . ......



10.

pres ent th e development of such a consensus follo ws a hig hly informal

process which is often l onger and mo re tortuo us than i f it Vie re better

structured.

Aside f rom the evol uti on of a consensus based on results of

clinical tri als , cont rol and demonst rat ion p ro g rams ~ academic medical

center s and research hospita l s prov ide pr actic inc phys i cia ns with

guidance wh ich involv es at l east some parti cip ation and concurrence

from t he research arena. Once mandat ed, speci f ic cont rol and demon-

strat ion programs are impl ement ed by the NI H on th e recommendations of

expert advisors f rom the academic and res earc h communit i es . The

i nterventi ons chosen for those proqrams have been i dentifi ed by t he

adviso rs as the best avail abl e for a gi ven disease. Academi c medi cal

cent er- s and research t nsti tu t l ons t ake their respons i bt l i ty fa t t he

cont i nui ng education of profess ionals ser iousl y; this re spons i bi l i ty

encompl sses t he provi sion of t he best exi st ing opini uns concer ning

heal th and med ical care .

Highly regarded textbooks and review arti cles i n medic al/

sct ent t f'tc journa'is al so refl ect common or' concurrent opi nions of recoq-

ni zed investigato rs i n a f i el d. They remain a. useful and impor t ant

traditi onal means for acbi evi nq and dissemi nat ing aut ho r ity, but t hey

are no t an adequate soluti on. Not infrequentl y, t he posi ti on expounded

may be the author-' s own or r epresen tat.i ve OJ a minority vi ew. There

is no mi nimum standard of aut ho r ity save t il or t hodoxy of processes

used to derive information, and many value udgments are purposely ex

cluded from this technique. It should also !e noted, of course, that in
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many si t uat ions in medic i ne~ no consensus exi sts , not because ther e is

no mechanism to ass i st t he experts to come t o an agreement, but because

the necess ary dat a are not availabl e to permi t t he development of a

clear recommendati on.

In any fi el d of t echnol oqy wher- e rapi d change "i s occu rri ng, "it

is the r ule t hat gaps exi st between i nvesti gat or s responsib l e for t he

changes and t he appl iers of the t echnology, This i s no less true in

medic i ne t han i n sol id st at e physi cs , Whi l e ma ny physi ci ans (par t icularly

speci ali st s) are abl e to keep abreast of new devel opments in their areas

of i n ter e s t~ for t he average physici an t hi s becomes an extraordi narily

di ff icul t tas k, The cha nges ar e many) var i ed, and rapid and t he demands

on his t ime by hi s pract ice make i t impossi bl e for all but a few to keep

up. Even if a phys i cl an had t ime and energy , t here 'is no avai l abl e

mec ha h i ~ m as i ndicat ed above. wh i ch wo uld enable him to assess new

medical i nno vat ions except from hi s own ci rcumscr i bed perspect ive .

The present di ffu si on process leads t o a si t ua t ion i n wh i ch th e

prac t.i ctnq conmurri t y at l arg e i s not pr epar ed to r eac t prcmpt l y and in

the best i nformed state t o rapid advances in t echno logy , Thi s i s in

spi te of the fact that th e vast maj ori ty of phys icians ar e anxious to

apply the la t est and best informat ion avai la ble and t o provi de t hei r

pati ent s wi t h opti mal car c.

If the exi s t i nc process for dis seminat ion of new in format ion

may all ow undesi rabl e lag i n its appli cati on, it al so fosters th e pre 

mature or inappropriate application of new interventions. This wa s a
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special conc ern of the President ' s Biomedical Research Panel.*

Whil e the Food and Drug Admin i st rat i on has st ri ngent requirements for

safety and effic acy of drugs, biol ogics, and devices, many procedures

exis ti ng in cur rent medical practice and new int ervent ions enteri ng

t he medical care arena and adopted by practit"ioners are not amenabl e

t o such recul ator-y acti on and requi re more crit ic al apprat se l of

effectiveness .

In summary, th e ma j or defici encies i n the present process for

the dissemination of new clinically relevant research knowledge and

for its wide app l i cat i on are:

1. Within the research comnunity, there is inadequa te

structure in the current mechani sms for eval uat ing cli nically re levant

research info rmation for dt ssenrinati on to t he heal th care community.

a . There i s no system for formall y disti~gu~ s h i ng

ing fro m research so that it is recognizabl e to

the practicing physician .

b. Similar ly, there i s need for better i nformation

processi ng within t he res earch community for tdent l -

fying opt imat clin ical procedures (di agnost i c ,

therapeutic, et c . )- -whet her t hese represent new i n-

formati on flowi ng from research , or in t ervent ions

already "in practi ce. Hhen there is controversy

*Repo rt of the Pres i dent's Bi omedical Research Panel, Apri l 30, 1976,
P9. 10.
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over the opti mal i nt erventi on for prevent i on,

diagnosis , or t reatment of a disease, there is no

acknowl edqed responsib i lity and mor e formal process

in place t o re solve conf li ct i ng cl ai ms.

Co. Even when cl inically import ant "informa tion is i dent i 

fi ed, t here is basi s for doubting the effi cacy of

tr-a di tl ona1 mechani sms wher eby the res earch community

pas ses t his t nformatl on to th e health care community

and for the hol der to make the best-info rmed decis ion

to acc ept such i nformation for wide app l ication. Her e

one must make an i mportant di stinct i on. The probl em

i s "i n t'Jide appl i cat ion i n t he health care delivery

system as opposed to : (l) t he t ran sfornat ion of re-

searc h f indinqs in t o pract i cal appl icat i on (as in

cli ni cal t ri al s); or (2) t he ut i lization of clin ical ly

important knowl edge for t he management of pati ents in

cl i ni cal research cent ers . There i s abundant evidence

t hat th e mecha n ~ sm s in (1) and (2) f unction rel atively

d. Neither Congress nor t he Execut i ve Bra nch has assi gned

to exis t ing gover nment agenc ies or proposed creation of

new agenci es wi th speci f i c responsibi l i t ies with respect

*Battell e-Columbus Laborat ori es: Analysis of Sel ect ed Bi omedi cal Research
Programs, Jan. 31, 1976; Comroe , J .H. , Jr. :La gs Between Initial Discovery
and Clinical Application to Cardiovascular Pul monary Me di ci ne and Surgery,
Dec., 1975. Both studies were commissioned by th e Presidentls Biomedi cal
Research Panel.
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to these deficiences i n the heal th spectr um. However ,

members of Congress , as wel l as the Presi dent 1s Biomedical

Research Panel (cited above ) have urged t he NI H to prov i de

l eader shi p in the dissemina t ion and application of res earch

knowledge.

e. There is no qeneral aqreement wit htn the research community

tha t creation of a new system (for identification of new

cl i ni cal ly important knowl edge, or the achi eving of con

sensus on opti mal cl i ni cal procedu res ) is feasi ble, or that

acceptance of r esponsibil i ty for them woul d be appropr i ate

or des i rab1e .

2. Just as there are gaps on t he research si de in pr ocessing

cl i ni cal ly relevant re search fi nd i n g s ~ there are defi ci encies in the

appli cat ion of new f i ndi ngs on t he heal th care si de of t he i nt erface.

a. As i ndi cat ed above , some vali dat ed i nt erventions diff use

re lati vely sl owl y th rough t he heal th deli very system.

b. In the absence of consensus, new i nt er vent i ons may be

appl i ed pr- emat ure ly or i nappropr iately.

With these deficiencies i n mind, t he key quest ions for the NIH

relate to t he extent to which NIH should assu me respo nsibil ity for:

o validation of new and es tabl ished medical and

surgical interventions ;

o improvement of the informal system whereby con

sensus i s reached concerni ng t he valid i ty of the

interventions ari sing f rom r esearch;
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o assessmen t of the impl icati ons of new findi ngs

and t heir readiness for clinical appl icat ion;

o cost contai nment , where research advances may

l ead t o cost ly treatments;

o di ssemi nat ion of research resul t s, beyond tra-

ditional channel s of sci ent ific communicat ion.

It seems clear t hat the t ime has come for NIH and the res t of

t he research community t o ass ume more responsib il i t y for th e effect of

res earch on the quality of the health care delivered. The need for

accelerat i ng the transfer of new information across the i nt er face

between biomedical res earch and t he health care community and syst ems

is a major issue for the NI H. Its actions on this issue are of great

interest and concern t o many.

II I . PURPOSE AND SCOPE

Aga inst this ba ckground, the NIH ha s undertaken a study t o

det ermi ne t he most appropr t ate mechanism for transl at i ng the output of

biomedical researc h and development i nto knowledge) produ ct s, and tech-

niques which can be effectivel y employed i n t he pract ice of medi ci ne

and public heal t h.

This document i s based on severa l crit i cal assumptions :

1. That in t he f uture, the NI H and t he rest of t he bio-

medical research commun i ty must ass ume great er re sponsi bi l ity

for the effect of research on: (a) the quality of heal th care

available for delivery; and (b) i ts potenti al costs.
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2. That t hese new respons i bi l iti es must not carry NIH

and t he research community "int o requl ati on, d-irect health care ,

or establ ishment of rig idly aut ho r i ta r i an st andar ds .

3. That to achieve t hese purposes , t he pr i nci pal need i s

for f ur t her processi ng of research i nformation wi t hi n t he re

search community itse lf. f"1ore specif ically, t he need i s to

assure, with i nvolvement of appropr ia t e members of the res earch

and relevan t conmuni t i es , t hat clinically appl i cabl e nevi informa 

tion f lowing from research i s: (a) syst emati cal ly ident i fi ed;

(b) validat ed for efficacy and safety; (e) assessed (where

appropria t e) for cost , ethica l , or ot her soci al impl icat i ons ;

and Cd) then r ecommended to t he health care conmuni t y i n read il y

access ed form.

The specl f i cations for t he mecha ni sm to discharge t ht s responsi 

bil tty of t he NIH an d t he bi omedi ca 1 research community a r e:

1. As sumpti on of obi i gat "ion by NI H bu reaus . ins t itut es .

and divi sion (8/I/Ds) fo r- the planning, conduct or suppor t, and

eval uation of act i vi t ies l eading t o t he i dent i f i cat i on and

di sseminati on of new research knowl edge deemed opti mal for- t he

prevention, det ection, diagnosis , and treatment of di sease.

2. The effecti ve utili zati on of t he exper tise of the B/I/Ds,

their advi sory bodies, academic medical centers, professi onal

societies and others from the broad community of scienti sts, rel e

vant lay groups, or other organizations as appropriate, in the

performance of these act i vi t ies .
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3. Provisi on for publ i c partic ipat ion i n t his process

relati ve t o impact assessment and to the dis semi nati on process .

4. Creat ion of a cent ral focus in t he 0.0. ~ NIH , to

provi de gui dance and advice in t hese activiti es and t o efrec t

coordi nat ion in issues crossing GjljD li nes .

To aehi eve t hese goal s, the essenti a1 f unct i ons requi i-ed in the

innovati on process have been exami ned and means for strengt heni ng each

of t hese f uncti ona l area s are suggested.

In th e course of prepari ng th i s documen t , a number of opt i ons were

cons i dered, but were l~ejec ted i n favor of the si ngl e comprehensive

approach present ed here. It thus becomes a baselirie for di scussi ons- 

fi rst viithi n NIH ~ t hen more broadly with tile l arger research comnuni ty

and ot hers havi ng an i nterest in these m~tters .

IV . PROPOS/.\, L

Thi s sect ion recommends a ser ie s of process changeS and s ~ ec i f i c

t ask assi gnment s t hrough whi ch the biomedical res earc h communi ty (i ncl ud

i ng the NI H) woul d be abl e t o handl e pr oposed new r-espons i ht ti t ie s fO I~

t he effect i ve i nt roduct ion of rel evant research i nfol~la t ion into health

prac t i ce o

A. Concept s - Concept s underlyi ng t hi s proposal i ncl ude:

Co-equal and separa t e " sel l ers " and II buyers ll
• A rea sonably cl ean

separati on between those who deve lop new research i nformat i on ( the

lise11 er s II ) and t hose who accept it for genera1 use i n health pract i ce

(the II buyers ll
) i ncreases t he i nteg r i ty of transfer processes: There is

less l i kl ihood of premature or unneeded t ransfers ; a clea r basis for
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"feedback" and cr-t t i que , from t hk user ' s perspect i ve, is provi ded;

and the re search community is protected f rom the tempta tion (a:"ld onus)

of direct sett i ng of heal t h prachic e standa rds or regulati on.

Maximum involvement of the resEarch communi t y i n th e advisory
---~._------_.--- ' --_ .._----.....~.----,,. -- -

process . To as sure maximum credi bi 1i t y and i mpact of recomnendat i ens

f rom research vrl thtn t he pract ic i ng heal th comnuni ty, th at advice

shoul d ref l ect - - t o t he maximum d~gree po ss ib le --a researc h comnuni ty

posi t ion rather th an that of a partic ular Federal agency or i ndi vidual

sci ent i st . Processes adopt ed fo ~ generat ing advice on a parti cular

di sease or heal t h problem shoul d have as a princi pal obje cti ve t he
Iobt ain i no of a reasonabl e consens us among those in the community

vi ewed as mos t knowledgeable i n t he probl em area.

Sui 1di i'l.(L_on ex; sti n 9-JJte~Jl"!..~ and pfoc.t~~~'S....l~itl"!1f.1 t hs"l5'2.QBrcLI,__

co.rrJm!n i :~, A number of conspi cuous strengths may be dr awn upon :
I

o A fro me\'~ork fo r addres s i ng the comprchons 'j ve l'0. :J ge

of di seasc and health problems i s already pro vi ded

by t he s t ructu rl nJ of NI H Ins t itut es , the-1r ... S;', r: IC'j-

ated National Advisory bodie s , and the network of

coll aborati ng i nvdstigat ors and re search i n ~ ti tu tions

\,,; t hin t he r esearch community.

o Medica l school teach i ng hos pi ta l s and cat egori cal re -

searc h cent er s cur rent ly represent t he si ngl e mos t

effective transfe~ points for the movement of research

knowl edge i nto heal t h practi ce . These provide an
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underpi nni ng of strength and expertise on whi ch any

new processes must build.

o A number of efforts to improve the dissemination of

research resul t s i nto health practi ce have been

mount ed by va r ious NIH components , i nclu d'jng t he Of f -ic e

of the Di rect or . Some of t hese effor-ts wi 11 wa r rant

ret enti on or even expansion. All (i ncl uding formally

mandat ed contro l and demonstr-at ion programs) will wa rran t

study by any group attempting community-wi de improvement

i n proces ses for movi ng resea rch findings i nto pract ic e .

B. Pri nci pal Features - These, tn very sunmary for m, are th e; ma i n
featu res or tt~e proposal :

1. Identi f ic ation of rel evant cl ini cal research knowl edge.
1/

Assi gn each NIH Insti t ut e Dirr:c t-ot-- - - in concer-t

wit. h his Nati onal Advt sory ConnciLor Boa.rd - ··responsi lJ il Hy

for surveyi nq the nat -ional r es earch scene "i n t he Inst itu t e' s

area of concern , and f or' assu ri ng t hat "usef'u l " new research

knowl edge (i . e. , per tinent to disease preventi on, det ecti on ,

diagnosi s , treat ment, or re habi l i tation) is adequat ely

identifi ed and processed for ef fect i ve t ransfer to t he

health care conmumty. Thi s Incl udes responsi bil ity for

identi fyi ng and recomme ndi ng op~ -i maJ_ modes and processes

for dea ling wi t h partic ular disease or health probl ems ,

where a reasonable and useful consensus in t hese matters can

be achieved.

l/ This phrase is i ntended to inc l ude a l l Bureau , Insti t ute , and Program
Division Directors at the NIH.
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2. Consensus Develo pment

To car ry out these ta sks , each Institu te Di r ector

(wi t h his Co uncil ) wou l d be responsible for designi ng

a credi bl e i dentifica tion/v alidati on/consensus-seeking

process, t o meet needs for his speci f i c research are as .

It woul d be reasonable t o expect considerabl e vari ation

among Institutes in terms of approaches adopted, s ince

each Institut e encompasses a unique sector of biomedi cin e.

(Several diff er ent approaches mi ght need to be t aken

wi t hin a given Insti t ut e if it has mul t ip l e ma j or di sease

probl ems .) Irrespective of problem area, involvement of

knowl edgeabl e members of the r esea r-ch community wo ul d

be an objective in all processes adopted.

o There are a number' of obvious sources of advi sory

compet ence th at Inst itut e Di rect ors might want

t o draw on 'in one cornbinat i on or ano ther in meet

i ng new res pons ib i l i t i es . These include t he Insti

t ut e 's own sci ent i f ic st aff (espec ial ly cli nical

investi gato r s in t he i nt ramural program);

clini ci ans on the Nati onal Advi sory Council; pr i nci 

pal investigators at recognized centers of excell ence

(including comp rehensive centers ) in the particular

disease area; oth er resea rch or health care con

sul t ant s who coul d be engaged in a contract or

ot her sui t able basis.
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o In many instances, Institute Di r-ectors may deci de

tha t the process must exte nd beyond the usual 1inri t s

of t he research community itsel f, to incl ude consul

tation with other agencies of the PHS and the Govern

ment; al so wit h especially interested outside groups~

i ncluding the general and speci ali zed professional

organizati ons and l ay-professional groups oriented

toward specific health problems , such as the knerican

Cancer Soc f et y , Na t ional Heart Association, Cystic

Fibrosi s Foundation, etc. Where the re are prominent

and i nfluen tial bodi es of t hi s latter kind, whose

interests i nclude bOtil researc h and care, a coll abora

tive effo r t bot h i n desIq ninq proces se s -an d in t mpl e

mentat i on wou ld be essentia l .

o In addition to existing suppor t mechani sms, Institute

Directo r s may want to consi der new types of awards for

assi st ing i n carry"irlg ou t new responsl bl l i ti es . F01~

instance, t here mi ght be attract i veness in a specia l

cat.ecory of "Research Extension" grants (or' perhaps,

preferably, contracts ) through which a specifi c center

of competence witht n t he research community could be

induced to carry out, on a continuing basi s, a major

segment of "research info rmation tr-ansfer" activities.
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3. Role of Clini cal Trials

An important consi deration for Inst i t ute Directo rs i n

developi ng effecti ve processes for t ra nsfe r of researc h

fin dings to the health care cOffinunity is t he appropriate

role , avail ability of expert-ise , and requi red l evels of

support for clinical tri als. Again one must expect con

si derabl e va riation amon g program areas. However, addit i onal

clinical t r i al s may be essential to t he val i dation of

promising new research f indi ngs. They may also be requi r ed,

if reasona ble consensus is to be obtain ed, for the identi f i 

cation of opti mal i nterventi ons. [There is a real po tenti al

for a breakdown of research transfer proc esses at t hi s poi nt.

If f unds are no t avail abl e t o mount needed t ri al s , or i f

availabl e exper t i se cannot assure t~at the r i ght quest i ons

are asked and answered, eff'ec ti venes s -i s 1i kel y t o be

i mpai red.]

4. Complex Technol ogies

Some new knowledge i s so complex i n its t echno logy tha t

community hospital s woul d requi re addit i ona l resources and

l ocal health professionals would need special trai ning before

it could be appl i ed effectively. (For exampl e, cert ain

complex t reatment regi mens for chi l dhood l eukemia clea rl y

fall in this category.) v!here such a probl em of t echnologically

compl ex new knowledge is ident i fi ed- -and the priority of the
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disease probl emwoul d appear to warrant the effort --the

creat ion of a con t rol /d emonstration pr-oqr-am woul d be a

cr i tlca l recommendation. Responsibility for this program

might be assigned to the appropriate NIH Insti tute~ al though

when the requisi te compet ence is , or can be made avai lab l e

el sewhere wt t hin the PHS, responsibility wo uld more

properly belong th ere. (When any such program responsi -

bil i t i es are most appropriately reta ined or assigned to t he

NIH, "it is the NIH po sition that speci al earmarked funds

shoul d be provided. This is essential if resources for th e

ot her researc h missio ns of th e Insti tu te in question are to

be protected.)

5. Impact Assessment

Some c1 i nico. 11y t el evan t r esear-ch 'j nf ormation undergo; ng

the val i da t ion and consensus devel opment pr ocess may raise
1/

questi ons concerni ng poten ti al l egal, ethical or cost i m pa c t s~

Where do ubts of this nature cannot be resol ved quickly, the

recommendat i on for transfer of t he new res earch knowl edge

should be deferred for an assessment of these i mpl i cat i ons . As

the primary source of biomedic el r esearch support, NIH has a

~Techi10 1 o gy ass essment or impact assessment as it i s used in this document
- "is a cl ass of policy st udies wh ic h syst ematicall y examines t he ef fect s

on soci ety t ha t may occur when a t echnology is introduced, extended, or
modi fied with specia l emphasis on those consequences that are unint ended ,
i ndi rect, or delayed. II Coat es , J.F. : Some Net hods and Techn iques for

.Comprehens i ve Impact Assessment . Technology Forecasting and Soci al Change
6: 341, 1974.
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resp onsi bil i ty for i nvolvement i n some l evel of impact

ass essment of the innovati ons ari si ng from i t s research.

The exper tise re siding in the biomed ical community,

National Advi sory Council s, and t he Nlrl s taff , encompasses
11

much of t hat requ ired for impact assessment'" conspt cuous

exceptions being t he economi c and l egal aspect s of some

such probl ems. Although NIH can provide i tsel f with such

exper t i se , the heal t h care sector , as the f under and pro-

vider of heal t h care, is in a better position t o ma ke such

assessment s . For NIH t o assume limited assessment respons i -

bil ity, act i ng as an advisory and eval uati ve body , would be

a logical utili zat ion of NIH's f i el d of exper ti se and mission.

In- depth assessment of l egal, fiduci al or ~conomic impact s

shoul d ri ghtfully be placed in t he hands of t hose agencie s

more i nti mat ely i nvol ved wi t h such i ssues.

6. Di sserm nat ion of Reconmended Information

Hhen approprtat e , and per haps per i odical ly, once or twi ce

a year and accordi no to an aqreed- upo n schedu le, Ins titute

1I Such as sessment s have been arbitra ri 1y div i ded i nto at 1east three types :
i>1a.cro-techno "loqy assessments "ar-e compre hen s ive analyses . They generali y
ta ke about t wo to three years t o compl et e at a cos t of approximat ely
$300,000. Mini -as sessments are abou t an ord e r of magni t ude smaller t han
a comp r ehensl ve- feehnol ogy·"assessment. They gener al ly focus on depth or
breadt h but not bot h. A mi ni -assessment mi ght be used t o structure (or
det ermi ne t he ut i 1i t y of) a comprehensi ve assessment, v/hi eh may be under 
ta ken at a l ater ti me, or it can be used as a pil ot or suppl ement ary study
to examine a singl e effect or probl em area associ ated wi t h a comprehensi ve
TA. A mi cro-ass essment is an order of magnitude sma11 er t han a mi ni -asses s
ment. It reli es heavily on approaches such as brai nst orming sessions or
nominal group techni ques. II From Arnst ei n, S. , "Technology Assessment :

. Opportunities and Obst acl es , " a draf t paper, 1\1ay 1976.

,... ......,.. • • 1 ...1 ~ ... ~ _I .. ~... J: . . " . . L. _ ~ "'l J
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Di rect ors wou ld compil e pertine nt recommendations for their

researc h areas , and forward them t hrough the Director , NIH,

to t he Assistant Secret ary for Heal t h, and to other agreed

upon point s. These recommendat i on s would be made in the

name of the appropri ate Nat-iona l Advtsory Counci l, and with

the we i ght beh i nd t hem of rea sona bl e consensus wi t hin the

res earch community. It woul d al so be the responsi bil i ty of

the Insti t ut e Di rector s to fos t er t he di ssemi nati on of suc h

informat i on th rough existing pathways, part tcul arl y those

al ready employed by groups who had part icipated on the con

sensus development process , jo urnal s , medica l school s ,

pr- i nci pal grant ee ins titutions, re le va.nt profess ional societi es ,

the AM,~, etc. The t echnical and archival resources of t he

Na t ional Li brary of Medi cine (NLM) might al so pl ay an impor t ant

role. On rare occasions, f'or items of unus uall y high pri or-i t y ,

the 0.0 ., NIH, might be th e focus for di sseminati on . In the

absence of othe r appropriate mechcnl sms , t he pr inci pal responsl

bi l i t y for effective dissemi nati on to t he practicing health com

rnmi ty woul d li e with the Assistant Secreta ry for Hea l th , or

with agencies or bodie s desig nat ed by him.

The proposed new "t ransfe r " processes are not intended

t o re place or t o i nterfere wi t h no rmal processes for research

informati on di ssemi na. t i on, whi ch woul d continue to depend mai nly

• 'I f""" H I I I , 'i. . f- I t _ I I I""" I I-"I ( 1 " ' 1 r , t t'1 t t t I I' f 1 -' I I t \ i M I .· ·6-I .... f It I '" f ' t:..- \". , \ i ~ f l ~
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on publ i cat ion in the open l i t erat ure. The new mechani sms ,

i f put i nto pla ce , wou l d merely assure t hat some part of

t hi s curr ent i nformat ion f l ow-vt he most "usefu l " pa rt--goes

through an tdentif i cat ton/ vat i da t ion/recomrnendat ion process

which enhances i t s use and accept ance in health practi ce.

7. Rol e of the Office of the Direct or , NIH

The role of the Of fice of the Di re cto r , NIH , in devel op

i ng and implement i ng tra nsfer processes woul d be one of over 

view and faci lita t ion. For t he range of i ssues i nvol ved in

t he effect ive tra nsfe r of researc h findi ngs to hea l th practice)

a locus of techni cal an d advi sory ass i stance woul d be created

i n t he Offi ce of t he Direct or. Thi s woul d be a re lati vely sma ll

organ with cl i nic al ori ent ati on to provi de a focus and act as

a cata lyst in furni shing gu idance and advice t o the si r/os . In

issues cutting across B/I/D 1i nE:S it wou l d ass ume respons "j btl i ty

for coordi nati ng the activities of the r el evant B/I /Ds. The new

of fic e woul d act as an admin i stratiVe i nterface i n t ransfer

matt ers for the NIH with t he Off i ce of t he Ass i st ant Secret ary

and with Gover nment health agencie s . An impor t ant part of i t s

act i vities would i ncl ude evaluat ion of the effect i veness and

progress achi eved i n the t ransfer processes .

Such an office , esta blished at an appropriate organiza

t i onal level, would provide a clear indic ation of the importance
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and priority the NIH attaches to assuri ng the effective intro

ductio n into the health care system of new clinically rel evant

research knowledge.

In addition t o, or ClS a part of an "office of tech nclcqy

transfer,1I there should al so be a l ocus within the 0.0 . for t ech...;

nical and advisol~ assistance t o Institute Directo rs on impact

assessment issues. Its responsi bil ity woul d be t hat of providi ng

guidance and assistance in the initi ation and conduct of t echno logy

assessment; it woul d not initiate such activities except in unusual

circumstances (e. g. , cross -cutti nq quest ions involvi ng two or more

B/I /Ds; large, sensi ti ve issues ).


