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NATIONAL INSTITUTE S OF HEALTH CARE RESE ARCH  ACT OF 1978
TU ES DAY, F E B R U A R Y  7, 1978

U .S . S e n a t e ,
S u bcom m it tee  on  H ealth  and  S c ie n t if ic  R ese arch

of  t h e  C o m m it t e e  on  H u m a n  R es ou rc es ,
Washin gto n, D.C.

The subcomm ittee  met, pu rsu an t to notice, at 9:42 a.m., in room 
357, Russell Senate Office Bu ild ing , Sena tor  Ed ward M. Kenne dy 
(ch airma n of the subcom mitte e) presid ing .

Pr esen t: Senator s Ken ned y, Sch weiker,  and Ja vi ts.
Com mitt ee staff pre sent:  David  Blu me nth al,  M.D., major ity  staff , 

and  M ary  Fran ces Lowe, m ino rity .
Se na tor  K e n n e d y . We will  come to ord er.  I apologize fo r bein g 

late. The fu ll committ ee was heari ng  the  ad min ist ra tio n’s nominee 
for Com miss ioner of the Ad minist ra tio n on the  Ag ing , and we were 
inte res ted  in pu rsu ing some issues in the  areas of nu tr iti on  with him 
in the  tit le  I I I  pro gra ms  of  the Older Am ericans  Act.  So I apologize 
for be ing  lat e and look forw ard to thi s hear ing .

Today , the  Subc omm ittee  on Hea lth  and Scientific Rese arch  holds 
a h earin g on S. 2466, the  Na tion al In st itu tes of He al th  C are  Resea rch 
Act of 1978.

I intr oduce d th is bill las t week, wi th the  cosponsorship of Senators  
Schweiker, Wi lliams, and  Ja vi ts.  The purpose of th is new leg isla tion  
is to give focus, str en gth , and  vi ta lit y to a series of rese arch and  
sta tis tic al act ivi ties aimed at  im prov ing  the  quali ty,  efficiency, and  
effectiveness of healt h services in the  Un ite d Sta tes .

Am eric ans  have an ab idi ng  fa ith th at  new know ledge can  improve  
thei r lives. I sha re th is belie f. I am pro ud  th at  ou r country  has  had 
the  wisdom  to  invest generou sly ove r the  las t 30 y ear s in biomedica l 
and  beh aviora l research  aimed at  the  conquest of disease.

H ar d as it is to believe now, the re was a time when  these  research  
areas were neglected and  undevelo ped.  I t took  a com binatio n of un ­
sti nt ing pub lic fund ing and  c are ful  insti tu tio n-bu ild ing to  br in g them 
to the  po int  the y are toda y. Th at  na tio na l effort  is now pa ying  gen­
erous dividends.

Th e his tor y of  Fe deral  invo lvem ent in biomedica l and beh aviora l 
rese arch offers im po rta nt  lessons fo r the  Congress and the Am eric an 
people . Fo r despite  o ur  N at ion ’s commitment  to  hea lth  rese arch, some 
areas o f hea lth -re lat ed  in quiry  are s til l n eglec ted.

Hea lth  services research , healt h sta tis tics, and epidem iology, the  
eva lua tion of  new and  ex ist ing  m edical tech nology —these disc iplines  
are  support ed  meagerly, if  at  all,  by the  Fe de ral  Government . And 
where money is ava ilab le, it  is oft en  scattere d ha ph az ardly among 
uncoord ina ted  an d compet itive prog ram s.

(1)



Th e result,  I believe,  is th at  valuable  oppo rtu ni tie s to  imp rove the  
lives of our citiz ens  are  bein g lost. It  is time to st ar t bu ild ing these 
are as of inq uiry into powerfu l pa rtn ers  of basic biomedica l sciences. 
I t is time to complete  the  job of bu ild ing  ou r Na tion's  cap aci ty to 
imp rove the h ea lth  of  it s cit izens th rou gh  re search.

Tha t is why I am pro posing to create the  Na tional  In st itu tes of 
Hea lth  Care Research. I t would provide an ins tituti onal home for 
healt h care  research  and relate d act ivit ies,  an advanta ge  which the  
biom edical sciences have  enjoyed fo r decades.

I t would pro vide increased au thor ity  and  direct ion  fo r the  Dep ar t­
ment to dra w tog eth er sca tter ed program s in the  are as of sta tis tics 
and healt h services research.

I t would provide modera te increases in fund ing fo r these act ivit ies,  
^ive HEW  money and  au thor ity  to exp and  and  sys tematize its  work 
in the are a of evalu ati ng  healt h technologies. And it  would provide  
an ins tituti onal umbre lla which could be exp and ed to include  oth er 
research  missions as ap prop ria te . These  could  include , for exam ple, 
selected areas rel ated to disease preven tion and cont rol.

Spec ifica lly, the  bill would  accom plish the  fol low ing : I t  would  
create  a Na tional  In st itu tes of He alt h Care Researc h modeled upon  
and  par allel to  the  Na tional  In sti tu tes of  He alt h. Th is umbre lla 
org ani zat ion  would  pro vide overall  policy guidan ce and coo rdinat ion  
fo r its  component i nst itu tions .

I t  would crea te a Na tional  Cente r for the  Ev alu ati on  of  Medical 
Technolog ies, a new agency located in the Na tional  In st itu tes of 
Hea lth  Care Research. The pur pose of th is new cente r would be to 
assess th e cost a nd effectiveness  of medical  practices  and procedures.

I t  would exp and , red irect,  and  rename the  Na tional  Cente r for  
He al th  S tat ist ics . Th is agency would take  on im po rta nt  new fun ctio ns 
in the  conduct of epidemiolog ic research  and  in the coo rdinat ion  of 
healt h sta tis tics work. I t wou ld become a com ponent insti tut e of the  
Na tional  In sti tu tes of He alt h Ca re Research.

Fina lly , S. 2466 would expan d, red irect,  and  rena me the  Nat iona l 
Cente r for He al th  Serv ices Research. Th is agency would also become 
a component ins titute  of the  Nat ional In st itu tes of He al th  Care 
Research.

[The  tex t o f S. 2466 foll ow s:]
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95tii  CONGRESS 
2d Session S. 2466

IN  TH E SE NATE OF  TH E U N IT ED  ST ATE S

J anuary 31 (legislative  day, J anuary 30), 1978
Mr. Kennedy (for himself, Mr. Sciiweiker, Mr. W illiams, and Mr. J avits) 

introduced the following bill ; which was read twice and refer red to the 
Committee on Human Resources

A BILL
To amend  the Pub lic He alt h Serv ice Ac t to e stab lish  the Nat ional 

Insti tut es  of He alt h Care Re searc h; to extend  and  revise the 
assistance program s for health services research and  hea lth  

sta tist ics ; to establish  the  Na tional  Cente r for the Ev alu ­
ation of Medical Tec hnology , and for oth er purposes.

1 Be  it enacted by the Sen ate  and  House of  Bepresenta-

2 tives of the United  Sta tes  o f Am eri ca  in  Congress assembled,

3 short tit le ; referenc e to act

4 Section  1. (a)  This Ac t ma y be cited as the  “N atio nal

5 Insti tut es  of He al th  Car e Resea rch  Ac t of 1978 ”.

6 (b) Wh enever in this  Ac t an amend ment or rep eal  is

7 expressed in term s of an amend ment to, or repeal  of, a sec-

8 tion  or oth er prov ision , the  refe renc e shall be cons idered to

II
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1 be made to a section or other provision of the Public Health

2 Service Act.

3 Sec. 101. Section 304 and the heading thereto are

4 amended to read as follows:

5 “national institute s of health  care research

6 “Sec. 304. (a) The Secretary shall establish, in the

7 Department of Health, Education, and Welfare, the National

8 Institutes of Health Care Research (hereinafter in this sec-

9 tion referred to as the “Ins titutes” ) . The Institutes shall be

10 headed by a Director appointed by the President, by and

11 with the advice and consent of the Senate. The Director, with

12 the approval of the Secretary, may appoint a Deputy Direc-

13 tor and may employ and prescribe the functions of such

14 officers and employees as are necessary to administer the

15 activities to be carried out through the Institutes.

16 “ (b) (1) The Secretary, acting through the Institutes,

17 shall conduct and support research, demonstrations, evalua-

18 tions, and statistical and epidemiological activities for the

19 purpose of improving the effectiveness, efficiency, and quality

20 of health services in the United States.

21 “ (2) In carrying out paragraph  (1 ),  the Secretary,

22 acting through the Institutes, shall give appropriate emphasis

23 to research, demonstrations, evaluations, and statistical and

24 epidemiological activities respecting—

25 “ (A)  the accessibility, acceptability, planning, or-

►
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ganization, distribution, utilization, and financing of sys­

tems for the delivery of health care,

“ (B) alternative methods for measuring and evalu­

ating the quality of systems for the delivery of health 

care,

“ (C) the collection, analysis, and dissemination of 

health related statistics,

“ (D) alternative methods to improve and promote 

health statistical and epidemiological activities,

“ (E) the safety, efficacy, effectiveness, cost effec­

tiveness, and social, economic, and ethical impacts of 

medical technologies, and

“ (E) alternative methods for disseminating knowl­

edge concerning health and health related activities. 

“ (3) The Secretary, acting through the Institutes,

shall (through National Research Service Awards) under­

take and support manpower training programs to provide 

for an expanded and continuing supply of individuals quali­

fied to perform the research, evaluation, and demonstration 

projects as set forth in sections 305, 306, and 306A.

“ (4) The Secretary, acting through the Institutes, shall 

supervise the administration and operation of the National 

Institu te for Health Policy Research, the National Institute 

for Health Statistics and Epidemiology, and the National 

Center for the Evaluation of Medical Technology in order
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to assure that  (A ) the programs car ried  out through each 

such Insti tut e and  Cen ter rece ive appro priat e and equitable 

support, and  (B) there is coopera tion  among  the  Ins titute s 

and  the Cente r in the imp lem entatio n of such  program s.

“ (c) To imp lement subsection (b ) , the  Sec retary  may, 

in addition  to any other au tho rity which under oth er provi­

sions of this Ac t or any  oth er law  may be used by him 

to imp lement  such subsection, do the following:

“ (1)  utilize  personnel and  equipment,  facilities , 

and oth er phys ical resources of the  De pa rtm en t of 

He al th , Edu cati on,  and  Welfare, permit appro pri ate  

(as determ ined by the  Secre tary) ent ities and indi­

viduals to utilize  the  physica l resources of such Dep ar t­

ment,  provide technical assis tance and advice, make 

gra nts  to public and nonprofit ent ities and  indiv iduals, 

and, when app rop ria te,  en ter  into  con trac ts with public 

and pri va te entit ies and individ uals;

“ (2)  secure, from time  to time and  for such periods 

as the  Secre tary deems advisable, the  assistance  and 

advice of exper ts and consultants  from  the  Un ited Sta tes 

or abro ad. In  addi tion , the  Di rec tor  of the Nat ional 

Insti tu te  for He alt h Policy Resea rch  and  the  Dir ector 

of the Nation al Insti tut e for Sta tist ics  and Epidem iol­

ogy, in order to assist each of them in carry ing  out the  

funct ions set forth  in sections 305  and  306 respectively ,

k
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and  withou t regard  to any oth er prov ision  of this  Act , 

are  each  authorized to obta in the services of not  more 

tha n fifteen exp ert s or consultants who hav e appro pri ate  

scienti fic o r profess ional  quali fica tions; and

“ (3)  acqu ire, construct, improve , rep air , ope rate , 

and  mainta in labora tory , research , and  oth er necessary 

facilities  and  equipment,  and such oth er real or pe r­

sonal pro perty  (inc luding pa ten ts)  as the Secre tary 

deems  necessary ; and acqu ire, wi thout reg ard  to the 

Ac t of March 3, 1877 (40 U.S .C.  3 4 ),  by lease or 

otherwise, through the Adminis tra tor  of Gen eral  Serv­

ices, buildings or parts  of build ings  in the  Dis tric t of 

Colum bia or communities  located adjac ent to the  Dis­

tric t of Columbia .

“ (d) The Secre tary shall coordinate all researc h, eva l­

uatio n, demons trat ion,  and  stat istical and epidemiological  

activitie s refe rred to in subsection (b) und ertake n and sup­

ported thro ugh  units  of the  De pa rtm en t of He alt h, Educa­

tion , and  Wel fare . Such  coordina tion  shall he car ried  out 

through the Ins titu tes .

“ (e)  The Direc tor  of the  Insti tut es  shall subm it a re ­

po rt to the Sec retary  for simu ltane ous transm itta l, no t later 

tha n October 30 of each year,  to the  Pre sident and  to the  

Com mit tee on Hu ma n Resources of the Senat e and the 

Com mitt ee on In te rs ta te  and Fo reign  Com merce of the
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House  of Repre sen tati ves  sett ing  forth the pro gra m accom ­

plishments of the Ins titute s in the preced ing  fiscal year and 

the  objec tives  and prio rities for the current fiscal ye ar .” .

Sec. 102. (a)  The  hea ding for section 305  is amended 

to read  as follows :

“national INSTITUTE  FOIt health policy eeseaecii” .

(b) Section 305(a ) is ame nded to read as follows: 

“ (a)  The re is established in the Nat iona l Insti tut es  of

He al th  Care  Resea rch  the  Nat ional Insti tu te  for He alt h 

Pol icy  Research (he reinaf ter  in this section refe rred to as 

the ‘Ins tit ute’) which shall be under the  direction of a  Direc­

tor who shall be app oin ted  by the Secre tar y and supervised 

by the Dir ector of the  Nat iona l Insti tut es  of He al th  Care  

Resea rch .” .

(c) Section 305  (b) is am ended by—

(1) str ikin g “304 (a)  ” and inserti ng in lieu thereof 

“ 3 0 4 (b )” ;

(2)  str ikin g “Ce nte r” and inserti ng in lieu thereof 

“I ns tit ut e” ;

(3)  str iking  “m ay underta ke” and  insert ing  in lieu

thereof “ shall  u ndert ake” ; ,l;

(4)  str ikin g “a nd ” afte r “e valuat ion ,” and insert ­

ing in lieu t hereof “a nd /o r” ;

(5) str iking “tech nolog y,”  in pa ragrap h (1)  ;

I

J
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7
(6)  stri king “a nd ” aft er “m an po wer;” in pa ra­

grap h (2 );(7) striking the period in pa ragrap h (3) and  in­

ser ting  in lieu thereof “ , and ” ; and

(8) add ing  at  the  end thereof the following new 

pa ra gr ap h:

“ (4) the  uses of computer science in health services  

del ivery and  medical  in form ation sys tem s.” .

(d) Section 30 5( c)  is amended by stri king “Ce nte r” 

and inserti ng in lieu thereof “I ns tit ut e” .

(e) Sections 305(d ) (1)  and  305(d ) (2) (A) are 

amend ed by inserti ng “, act ing  through the  In st itu te ,” afte r 

“ Secre tar y” each place it occurs.

(f) Subsection (e) of section 305  is red esigna ted  sub­

section (f) and  is ame nded by  (1)  str iking “3 0 4 (b )” and 

insert ing  in lieu thereof “ 3 0 4 (c )” and  (2)  str iking  “ (b ),  

(c ) ,a n d  (d) ” and  insert ing  in lieu thereof “ (b ), ( c ) , (d ),  

and  ( e ) ” .

Sec. 103. (a) The  hea ding to section 306 is ame nded 

to rea d as  follows:

“national  ins tit ut e for hea lth  statistics and 

epidemiology”.

(b) Sect ion 306  (a) is amended to read as follow s:

“ (a) There  is established in the  Nation al Insti tut es  of 

He al th Care Eesea rch  the  Na tional  Insti tut e for He al th  Star
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tistics and Epidemiology (he reinaf ter  in this section refe rred 

to as the ‘Inst itu te ’) which shall be under the  direc tion 

of a Directo r who shall be appoin ted  by the  Secre tary and 

supe rvised by the Direc tor  of the Na tional  Insti tut es  of 

He al th  Care  R esearch.” .

(c) Section  3 06 (b) is amended by—

(1) str iking “3 04 (a) ” and insert ing  in lieu thereof 

“3 0 4 (b )” ;

(2)  striking “Ce nte r” and  insert ing  in lieu thereof 

“I ns tit ut e” ;

(3) str ikin g “m ay ” and insert ing  in lieu thereof 

“s hal l” ;

(4)  stri king “a nd ” afte r “dissolution” in pa ra­

graph (1) (I I)  ;

(5) inserti ng “o r bo th”  afte r “contr ac t” in pa ra ­

graph (2 ) ;

(6) str iking “a nd ” afte r “d emons trat ions,” in pa ra ­

graph (2) and insert ing  in lieu thereof “a nd /o r” ; and

(7)  add ing  at  the end thereof the  following new  

pa ra gr ap h:

“ (3) und ertake  and sup port (by  gran t or con trac t 

or both) epidemiological  research , demons trat ions , and 

evaluat ions  on the  ma tte rs refe rred to in pa rag rap h 

(1)

(d) Section 306 (c) is amended by—

I
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(1) striking “Center” and inserting in lieu thereof 

“In sti tut e" ;

(2) by inserting “and epidemiological” after “ statis­

tical” each place it occurs; and

(3) striking “Labor  and Public Welfare” and in­

serting in lieu thereof “Human Eesources”.

(e) Section 306 (d)  is amended by striking “Center” 

and inserting in lieu thereof “Ins titute” .

(f) Section 306 (c) is amended by—

(1) inserting “, through the Institute,” after “Sec­

reta ry” ;

(2) inserting “to he known as the Cooperative 

Health  Statistics System” after “levels” in paragraph 

( i ) ;

(3) striking “such cooperative system” each place 

it occurs and inserting in lieu thereof “such System” ;

(4) inserting “or both” after “contract” in para­

graph (3) ;

(5) striking “system” in paragraph  (5) and 

inserting in lieu thereof “System”.

(g) The first sentence of section 306 (f) is amended 

by inserting “, through the Insti tute,” after “Secretary” .

(h) Section 306 (g) is amended by inserting “ , through 

the Insti tute,” after “health data, the Secretary”.

S. 2466----- 2
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(i) Section 306 (i) (1)  is ame nded by str iking  “U nited 

State s” .

(j)  Section 306 is a mended by add ing  a t the  end thereof 

the  follow ing new  subsect ion:

“ (j)  In  ca rry ing  out the requirements of sections 304  

(d)  and  pa ragrap h (2) of subsection (e ),  the  Sec reta ry,  

act ing  th rou gh the  I ns titute, shall coordinate health stat istical 

and epidemiological activitie s of the De pa rtm en t of He alt h, 

Educa tion, and We lfar e by—

“ (1)  develop ing in consultation with the  Nat ional

Com mitt ee on Vi tal  and He alth Sta tisti cs, promulga ting 

by regula tion , and ma intain ing  the min imum sets of data  

need ed on a con tinu ing  basis to fulfill the  collection  

requirements of subsection (b) (1 ),

“ ( 2) after consultat ion with the Na tional  Com mit­

tee on Vital and  H ea lth  Stat istic s, esta blishing , by regu­

latio n, standards to assure the qua lity  of heal th stat istical 

and epidemiologica l da ta collection, processin g, and 

analysis ,

“ (3)  rev iew ing  periodically  all exi stin g health 

stat istic al da ta collections of the De pa rtm en t that were  

prev iously app rov ed pursuant  to the  Federal  Repor ts 

Ac t of 1942  to determine wh eth er such collect ions con­

form with the  minimum sets of da ta and the  stan dards 

promulga ted  pursu an t to parag rap hs  (1)  and (2 ).  If

i
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any  such collections are found not to be in conformance, 

the Sec retary  shall take the  nece ssary action to assure 

that  any  future collections  (effec tive nin ety  days after 

the  rev iew ) are  in confo rmance,

“ (4)  rev iew ing  all prop osed health sta tist ica l da ta 

collect ions of th e De pa rtm en t that  require appro val pu r­

sua nt to the  Federal  Re ports  Ac t of 1942 to determ ine  

wh eth er such prop osed collect ions conform wi th the  

min imum sets of da ta and  the standa rds  promulga ted  

pursuant  to parag rap hs  (1)  and  (2 ).  If  any such pro ­

posed collections are  found not  to be in conformance, 

the Secre tary shall take the  necessa ry acti on to bri ng  

them into conformance  before such prop osed collec tions 

are ini tia ted .” .

Sec. 104.  Titl e I I I  is ame nded by add ing  after sect ion 

306 the  following new h ead ing  a nd s ec tio n: •

“national cent er for the evaluation of

MED ICAL TECHNOLOGY

“Sec. 306A . (a)  There  is establish ed in the  Na tional  

Insti tut es  of He alt h Care Resea rch  the  Na tional  Ce nte r for 

the Evaluatio n of Medical Tec hno logy  (here ina fte r in this  

section refe rred to as the  ‘Cen ter’) whi ch shall  be und er 

the  direction of a Di rec tor  who shall be app oin ted  by the 

Secre tary and supervi sed by  the  Di rec tor  of the  Na tional  

Insti tut es  of H ea lth  Care  Resea rch .

28 -790  0  -  78 - 2
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“ ( b) The Secre tary, act ing  throug h the Cen ter,  shall— 

“ (1) establish , in consultation with the  Council for 

the Evaluatio n of Medical Technology , prio ritie s for re­

search, demons trat ions , and eva luat ions  of medical tech­

nologies  as prescribed  by pa rag rap h (2)  ( A ) . I n  estab­

lish ing such prio ritie s, partic ula r emphasi s should be

placed on—

“ (A ) the actual or pot ent ial  risks and  the  ac­

tual or pote ntia l benefi ts to pat ien ts associated  with  

the use of the medical tech nolo gy,

“ (B ) pe r use an d/o r aggre gat e cost of the 

medical technolo gy,

“ (C)  the rate of ut iliza tion of the medical tech ­

nology, and

“ (D ) the  stage of development  of the medical 

techno logy; and

“ (2)  und ertake  and sup port (by  gr an t or con trac t 

or both) research , demons trat ions , and eva luat ions  con­

cern ing—

“ (A) the  safety, efficacy, effectiveness , cost 

effectiveness, and social, ethical,  and  economic im­

pact of par ticu lar  medical tech nolo gies ;

“ (B)  the factors tha t affect the utilization  of 

medical technologies throug hou t the United  Sta tes ;

“ (C)  alte rna tive methods for diss eminating in-
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formation on medical technologies to health profes­

sionals ;

“ (D) alternative methods for measuring the 

quality of health services; and

“ (E) the effectiveness, administration, and en­

forcement of quality assurance programs.

“ (c) To assist in carrying out this section, the Secre­

tary, acting through the Center, shall cooperate and con­

sult with the National Institutes of Health, the Veterans’ 

Administration and any other interested Federal depart­

ments or agencies and with State and local health depart­

ments and agencies.

“ (d) (1) The Secretary, acting through the Center, 

shall, by grants or contracts, or both, assist public and /or 

private nonprofit entities in meeting the costs of planning and 

establishing new centers, and operating existing and new 

centers for multidisciplinary research, evaluations, and dem­

onstrations respecting the matters referred to in paragraph 

(2) of subsection (h ). To the extent practicable, the Secre­

tary shall take such actions, in accordance with the require­

ments of this subsection and section 308, to assure that three 

such centers shall be operational by September 1, 1981.

“ (2) (A) No grant or contract may be made under this 

subsection for planning and establishing a center unless the 

Secretary, acting through the Center, determines that when

23

24



16

123
4

5678
910111213141516171819202122232425

14

it is operational it will meet the requirements listed in sub­

paragraph (B ), and no payment shall be made under a 

grant or contract for operation of a center unless the center 

meets such requirements.

“ (B) Each center shall meet the following require­

ments :

“ (i) there shall be a full-time director of the center 

who possesses a demonstrated capacity for sustained 

productivity and leadership in research, demonstrations, 

and evaluations respecting the matters referred to in 

paragraph (2) of subsection (b) , and there shall be 

such additional full-time professional staff as may be 

appropriate ;

“ (ii) the staff of the center shall have expertise 

in the various disciplines needed to conduct multidisci­

plinary research, evaluations and demonstrations re­

specting the matters referred to in paragraph (2) of 

subsection (b) ;

“ (iii) the center shall be located within an estab­

lished academic or research institution with departments 

and resources appropriate to the programs of the cente r; 

and

“ (iv) each center shall meet such additional re­

quirements as the Secretary may by regulation prescribe. 

“ (e) (1) There is established in the Center a National
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Council for the  Evaluatio n of Medical Technologies (he re­

ina fter  in this  subsection referred to as the  ‘Counc il’) to 

be composed as foll ows:

“ (A ) the Surgeon General , the Di rec tor  of the 

Na tion al Insti tut es  of He al th , the  chief med ical  officer 

of the  Ve terans ’ Adminis tra tion, the  Chairma n of the 

Na tional  Professional Sta ndard s Review Council (or 

the ir de sig ne es ), and  thre e oth er emp loye es of the  De ­

pa rtm en t of He alt h,  Educa tion , and  We lfar e (or  the ir 

designees) app oin ted  by the  Sec retary , shall  be ex 

officio members of the Council .

“ (B) Sixteen  mem bers  app oin ted  by the  Sec retary . 

Seven of the  app oin ted  mem bers  shall be selec ted from 

among  lead ing  medical or scient ific au tho rit ies ; two of the  

app oin ted  mem bers  shall be selec ted from  members  of the 

gen era l public who are  lead ers  in the  field of economics; 

two  of the  app oin ted  mem bers shall  be selec ted from mem ­

bers of the  gen era l publ ic who are lead ers in the  field of 

law; and five of the app oin ted  mem bers  shall  be selected 

from outstanding mem bers  of the  gen era l publ ic who , based 

on the ir interest s, discip lines, an d/o r expertise, would be 

appro pri ate  members of the Council.

“ (2)  (A ) Eac h app oin ted  member of the  Council shall 

be appoin ted  for a term of four yea rs, except  th at —
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“ (i) any  member appoin ted  to fill a vacancy  oc­

cur ring prior to the  exp irat ion  of the term  for which his 

prede cesso r was app oin ted  shall he app oin ted  for the 

rem aind er of such te rm ; an d

“ (ii) of the mem bers  first appoin ted  aft er the ef­

fective  date  of this section , five shall be app oin ted  for a 

term  of four yea rs, five shall be appoin ted  for a term  of 

three yea rs, five shall be appoint ed for a term of two 

yea rs, and three shall be appoint ed for a term  of one 

yea r, as designated by the  Secre tary at the  time  of 

appoin tme nt.

Appointed mem bers  may  serve  afte r the exp irat ion  of the ir 

term s until the ir successors  have taken office.

“ (B) A vacancy in the Council shall not  affect its 

activitie s, and twelve mem bers  of the Council shall con­

stitute a quorum .

“ (C) Mem bers  of the Council who  are  not  officers or 

employees  of the  United States shall receive for each day 

they are engaged  in the  performa nce of the functions of the 

Council compensatio n at rates  not  to exceed the  daily  

equ ival ent  of the.a nn ua l rat e in effect for grade GS -18  of 

the  General  Sche dule , inclu ding  trave ltime ; and all mem­

bers,  while  so serv ing  away from the ir homes or regula r 

places of bus iness, may be allowed trav el expenses,  including

25 per diem in lieu of subsis tence,  in the same manner as such
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expenses  are  auth orized by section 570 3 of titl e 5, Un ited  

Sta tes  Code, for persons in the  Government  service em­

ploy ed interm itte ntly.

“ (3)  The  Council shall annual ly elec t one of its ap ­

pointed  members to serve as Chairm an unti l the next election.

“ (4)  The  Dir ector of the Cente r shall (1 ) designate 

a member of the  staff of the  Cente r to act  as Exe cut ive  

Sec retary  of the  Council, and  (2) make ava ilable to the 

Council  such staff, informat ion,  and  oth er assis tance as it 

may require  to carry out its functions.

“ (5) The Council  shall meet at the call of the Chair­

man, but  not  less often than  four times a year.

“ (6) The Council  is auth orized to—

“ (A ) advise , consul t with, and  make recommenda ­

tions  to the  Sec retary , the Di rec tor  of the Na tional  In st i­

tutes  of He alt h Care  Res earc h, and the Dir ector of the 

Cente r with respec t to carry ing  out the prov isions of 

this secti on ;

“ (B)  afte r consultation with appro priat e publ ic 

and  privat e entit ies, advise the  Secre tary concerning 

the safety , efficacy, effectiveness , cost effectiveness , and  

the  social and  economic impac t of parti cular  medical 

tech nologies;

“ (C)  after consult atio n wi th appro priat e publ ic 

and  pri va te ent itie s, deve lop, when appro priat e and
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to the extent  practic able, exe mplary  stan dards, norms, 

and crit eria  concerning the utili zation of partic ula r 

medical techno log ies;

“ (D) publ ish, make avai lable and  disseminate, 

thro ugh  the Nat ional Lib rar y of Medicine, pro mp tly  in 

understandable  form and  as widely as possible, but, 

at  a minimum, to all hea lth  systems agencies, to all 

Professional Standards Rev iew  Organizations and  to the 

hea lth facilities of the Ve ter ans’ Adminis tra tion the 

standard s, norm s, and crit eria  deve loped pursu ant to 

parag rap h (C) ; and

“ (E ) rev iew  and  app rove any  gran t that the Cen­

ter  proposes to mak e and any contr act  the Cente r pro ­

poses to enter  pursu ant to this section if such gran t or 

con trac t is in an amo unt  exce eding $3 5,0 00  of direct 

costs.

“ (f) Fo r purposes  of this section, medical technology 

means any discrete and  ident ifiable medical or surgical 

reg ime n or modali ty used to diagnose or treat illness, pre­

vent  disease, sup port life, or mai nta in pa tie nt wel l-being.” .

Sec . 105. (a)  The  hea ding to section 308  is amended 

by  str ikin g “ 304,  305, 306,  an d 307” and  insert ing  in lieu 

thereo f “ 304,  305, 306, 306A, and 307” .

(b) Section 308  ( a) (1)  is repeale d.

(c) Section 308(a ) (2)  is amended by (1) redesig-



21

]

123456
789101112131415161718192021

232425

19

na tin g it as section 308  (a) (1 ),  and (2)  str iking “the Na ­

tional  Cen ter for He al th Services Resea rch  and  the Na tion al 

Cente r for Health Sta tis tics’’ and inse rtin g in lien thereof 

“ the Nat ional Ins titu tes  of He alt h Care Re sea rch ” .

(d)  Section  308(a ) (3)  is rede signated as section 

308(a ) (2 ).

(e)  Section 308(h ) (1) is amended by inse rtin g 

“3 06 A,” after “3 06 ”.

(1) Section 308(d ) is amended by (1)  insert ing  

“3 06 A,” before “or  30 7” and  (2)  by inse rtin g “o r cpide- 

milogical” afte r “s tat istical” in parag rap h (1 ).

(g)  Section 308(e ) is ame nded by insert ing  “30 6A ,” 

aft er “3 06 ” each place  it occurs.

(h) Sect ion 308(f ) is ame nded by str iking “o r 30 6”  

and  inserti ng in lieu thereof “3 06,  or 30 6A ” .

(i) Sect ion 30 8( g)  (2)  is ame nded by  str iking “a nd 

30 6” and inserti ng in lieu ther eof  “3 06,  and 30 6A ” .

(j) Section 308(h ) (1)  is amended by  str iking  “o r 

30 6” each place it accurs and insert ing  in lieu thereof “306 , 

or 30 6A ” .

(k) Section 308 (i)  (1)  is amended to read as follow s:

“ (i) (1) Fo r hea lth  services researc h, eva luat ion,  and

dem ons trat ion activ ities undertaken  or supported  und er sec­

tion 304  or 305 , the re are  auth orized  to be appro pri ate d 

$34,0 00 ,00 0 for the fiscal ye ar  end ing  Sep tem ber  30,  197 9;

22
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1 $40,0 00 ,00 0 for the  fiscal ye ar  end ing September 30, 1980;

2 and  $45,0 00 ,00 0 for the fiscal year ending Septe mb er 30,

3 1981. Of the funds appro pri ated under this pa ragrap h for

4 any fiscal yea r, at least 15 per  centu m of such funds shall

5 be ava ilable only for hea lth  services researc h, evaluation,

6 and  demons trat ion activitie s directly  und ertake n by  the  Na-

7 tional Insti tute for He alt h Policy Resea rch  and  at  leas t 5

8 pe r centum of such funds or $1,00 0,0 00 , wh icheve r is less,

9 shall  be avail able only  for dissemination activitie s directly

10 under taken by the  Cen ter .” .

11 (1) Section 308 (i ) (2)  is ame nded to re ad  as follows:

12 “ (i) (2) Fo r hea lth  statistica l and  epidemiological ac-

13 tivit ies under taken or supported und er section 304 or 306,

14 the re are  authorized to he appro pri ate d $60,00 0,00 0 for the

15 fiscal year  ending Sep tem ber  30, 1979, $6 5,00 0,00 0 for the

16 fiscal ye ar  ending Sep tem ber  30, 1980, and $70,0 00 ,00 0 for

17 the fiscal year  end ing Sep tem ber  30, 1981. Of the  funds

18 appro pri ate d under this pa rag rap h for any fiscal year  com-

19 men cing after September 30, 1978, at  leas t 15 per centu m

20 of such funds shall be avai lable only  for health stati stica l

21 and  epidemiological  activ ities  dire ctly  undertaken by the

22 National  Insti tut e for He al th  Stat istic s and  Epide miology.” .

23 (m)  Section 308 (i)  is amended by add ing  at the end

24 thereof the following n ew pa ragr ap h:

25 “ (3)  Fo r medical tech nology  rese arch, evaluat ion, and
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demonstration activities undertaken or supported under sec­

tion 304 or 306A, there are authorized to be appropriated 

$25,000,000 for the fiscal year ending September 30, 1979, 

$35,000,000 for the fiscal year ending September 30, 1980, 

and $50,000,00 for the fiscal year ending September 30, 

1981. Of the funds appropriated under this paragraph for 

any fiscal year commencing after September 30, 1980, at 

least 15 per centum of such funds shall be available only for 

medical technology research, evaluation, and demonstration 

activities directly undertaken by the National Center for the 

Evaluation of Medical Technology.” .

Sec. 106. (a) Section 472 (a) (1) (A) is amended by—

(1) striking “and” after “private institutions,” 

in clause (iii) ;

(2) redesignating clause (iv) as clause (vii) ; and

(3) inserting after clause (iii) the following:

“ (iv) research at the National Institutes of

Health  Care Research,

“ (v) training at the National Institutes of 

Health Care Research to undertake such research,

“ (vi) research on the matters set forth in sec­

tion 304 (b)  (2) at public institutions and at non­

profit private institutions, and” .

(b) The last sentence of section 472 (a) (1) is amended
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1 by inserti ng “, Nation al Insti tut es  of He alt h Care  Re sea rch ,”

2 afte r “N atio nal  Insti tut es  of Hea lth ” .

3 Sec . 107. Par t K  of title  I I I  is repealed in its ent ire ty.

4 Sec . 108. Tit le IV  is ame nded by add ing  at the  end

5 thereof the  follow ing new  sect ion:

6 “S ec . 477. The Direc tor  of the  Na tional  Insti tut es  of

7 He alt h shall mak e ava ilable annually to the Na tional  Cente r

8 for the  Evalu ation  of Medical Techno logy  and the  Counci l

9 for the  Evalu ation  of Medical Techno logy  a list of all tech-

10 nologies (as defined  in section  30GA (g)  ) of whi ch he is

11 aware  that  are  und er develop men t and that  appear likely

12 to be used in medical practice in the  near fut ure.” .

V.
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Senator Kennedy. Before hearing testimony, I would like to comment on several of these proposals. The creation of a National Center for the Evaluation of Medical Technologies is a key element in our bill and deserves a few words of explanation.Last summer, the subcommittee heard 2 days of testimony on a problem which is of growing concern not only to the Congress, but to many thoughtful medical and social scientists throughout the country.It  has been estimated tha t one-half of the annual increase in the cost of 1 day of hospital care can be attributed to the use of more technology in medical practice. That means tha t between 1966 and 1976, expenditures on medical technology added betw’een $8 and $12 billion to our national hospital bill.
What  are we buying with this outlay of funds for additional tech­nology ? Are these expenditures improving the health of  the American people? According to the testimony we heard last summer, in many cases, we simply do not know.
I yield to no one in mv desire to see the products of biomedical research transferred rapidly and appropriately  to the bedside. But we must recognize that  we also pay a high price for the overly rapid  application of new’ technologies.
The creation of a National Center for the Evaluat ion of Medical Technologies, like the one proposed here, seems to us a reasonable and essential first step tow’ard assuring tha t the health practices commonly employed in the United States are efficacious and cost effective.
Just one more point. S. 2466 makes changes in the mandate, loca­tion, and authorization of the National Center for Health  Statistics. I view the gather ing of health statistics as a vital function of Government.
Statistics are the Nation’s window on its own health. They tell us what our health problems are, and how to begin solving them.In this regard, I w’ould like to say how impressed I was with the recently published HEW report, “Health , United States, 1976-77.” It  is an example of Government statistical repor ting and analysis at its very best.
It  is because of the importance of health data-g ather ing that  I am so distressed at the Department’s continuing inability  to coordi­nate its own data-gathering activities.
The Federal  Paperwork Commission has commented on this prob­lem. It  estimates tha t the Nation would save $200 million if the current overlap and duplication in health data-gathering wTere elimi­nated at the Federal level.
S. 2466 addresses this issue by increasing the authority of the revised National Center to coordinate health statistics. We will be interested to hear the administration’s plans for dealing with the statistics coordination problem.
In health statistics, as elsewhere, S. 2466 has ambitious goals. In ­stitution building is no easy job. It  will be argued that  the proposal moves too fast and too far, tha t it is too disruptive  of established organizations, that  the health disciplines involved are underdeveloped and need time to mature.
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Un fortu na tely , the situa tion could  h ardly be worse th an  i t curre ntl y 
is. The  b urd en is on those who would  go slow t o prove they can do th e 
job w ith out a co mprehensive new ini tia tive.

S. 2466 will give us a solid  st ar t at  com ple ting the  job of bu ild ing  
ou r N at ion’s hea lth  research  c apacity . I look forw ard to  the comments 
of  our witnesses.

Ou r firs t witnesses are  good fri ends  of  th is committ ee, I)r. Ju liu s 
Richmond, accompanied by Ru th  Il anft , Dorothy  Rice , Dr . Ger ald  
Ros enthal , and  Carol Emmot.

Dr . Richmond is, of course, the  Assis tan t Secre tary for He alt h, 
Sur geo n General  of the  Public He al th  Service. We hav e enjoyed ha v­
ing  you in the  p as t and  look forw ard  to your tes tim ony th is morning .

STATEMENTS OF DR. JULIUS B. RICHMOND, ASSISTANT SECRETARY
FOR HEALTH, SURGEON GENERAL OF THE PUBLIC HEALTH SERV­
ICE, ACCOMPANIED BY RUTH S. HANFT, DEPUTY ASSISTANT
SECRETARY FOR HEALTH POLICY, RESEARCH, AND STATISTICS;
DOROTHY P. RICE, DIRECTOR, NATIONAL CENTER FOR HEALTH
STATISTICS; DR. GERALD ROSENTHAL, DIRECTOR, NATIONAL
CENTER FOR HEALTH SERVICES RESEARCH; AND DR. CAROL
EMMOT, OFFICE OF LEGISLATION, DHEW, A PANEL

Dr. R ichmond. Tha nk  you very  much, Mr. Ch airma n. I am pleased 
to a pp ea r ag ain , along  with my colleagues------

Se na tor  K ennedy. I  am sor ry you are so far  away from  us here, but 
I  can see you and hear  you well.

Dr . R ichmond. Fin e. We are pleased to ap pe ar  b efore you tod ay to 
discuss the renewal o f auth or iza tio n fo r the  na tio na l centers for H ealth  
Stati sti cs  and  He al th Serv ices  Research , and  to discuss issues of tech­
nology assessment and use, and the proposal for ce rta in  changes in the  
str uc ture  o f thes e pro gra ms  embodied in your  bill, S. 2466, which you 
have ju st  descr ibed fo r us.

Res earc h and  sta tis tic s exp end itures—as you have  alr ead y indi ­
cated—a re an investment in the  fu ture—in our ab ili ty  to make sound 
decis ions  that  can  improve  o ur  h ealth  care del ive ry system . Y ou r s up ­
port,  and that  of your  subcommittee over the  years  for our hea lth  
services research  and  sta tis tics act ivit ies , is grea tly  appre cia ted  by  all 
of us  in the Department.

Yo ur  continuing  concern with both  the  prom ise and prob lems of 
health technolo gy has  been a ca talys t for im po rta nt  new actions  in the 
De partm ent, which I  will out line  in my rem arks. \

I might ju st  m ention, Senator , th at  the  hearings we pa rti cip ate d in 
las t summer, which  you ref err ed  to, set in motion a cha in of even ts 
which ha ve been very  im po rta nt  to all  of us  and , we th ink,  to the health 
of th e N atio n, ul tim ate ly.

The work  of the  centers make s invalua ble , although, un fortu na tely, 
not  always visible, contrib utions to policy  delib era tions,  he alt h leg isla ­
tion, Federal  hea lth  pro gra ms , and  the  decis ions of health care 
providers .

Th e comprehensiv e pro gra m of the  N ational Ce nte r f or  H ea lth  S ta ­
tist ics  includes more than  20 da ta systems, which produce inform ation 
on healt h sta tus of  the  populat ion , health resources, uti lization  of
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healt h services , n ut rit ion,  fam ily  g row th,  and  the  N ation 's pa tte rns of 
bir ths , dea ths,  marriage s, and  divorces.

You have  alread y men tioned ‘‘He al th , U.S.A. ’’ as one of the  pu b­
lica tions, Senator.  I would also call your  a tte nti on  to the  “C har tbook 
on He alt h, U.S.A.*’ which are im po rta nt  pro ducts  and  which repre­
sent, I th ink , some o f the  most comprehensive da ta on health sta tis tics 
presen ted  anywhere in the  world , nationally.

A few examples will  ill us tra te  the  impor tance of these  acti viti es. 
Among  the  specific contr ibu tions  of  the  inf orma tio n that  has  been 
gen era ted  is an awareness of the  healt h care  tre nds th at  form the 
fac tua l bac kdrop fo r many im po rta nt  decis ions in the  healt h field, in 
cost con tain ment, quali ty,  distr ibu tio n of services, and  con trol  of 
toxic  substances.

Fo r exam ple,  the  Hospi tal Discha rge  Sur vey  has  shown  the  inc i­
dence of hysterectom ies ris ing  subs tan tia lly  from  734 per 100,000 
females 15 years  and  older  in 1971, to 850 in 1974.

More  recently, there appears  to be a down tur n, pe rhaps due to 
heig hten ed vis ibi lity  of the phen omen on, stimu lated in no small  meas­
ure, we th ink , by the da ta which have  become available .

The He al th  a nd Nu tri tio n Ex am ina tio n Surve y m easures the prev a­
lence of hyper tension among  a du lts -----

Se na tor  K ennedy. Have tons illec tomies done the same th ing . Do c­
tor?  B oth  were ta rgete d problems.

Dr . R ichmond. Yes. Indeed , th ere  ha s been a ve ry sign ificant  decline 
since th is has  been made more visible—a very  s ign ific ant  decline, and 
we will men tion  t ha t, perha ps,  la ter .

The He al th and  Nu tri tio n Ex am ina tion Sur vey  measures the  p reva ­
lence of hyper ten sion among ad ul ts and  ind ica tes  t ha t the  prevalence 
ra te  among blacks is nearly twice  as high as that  amo ng whites.

New epidemiologic tech niqu es in ma pp ing in fant  mor tality and 
oth er m or tal ity  ra tes  to de term ine geo gra phic dif ferent ials  can identi fy  
va ria tions  due to lack of  access to care  or exposure to env ironmental 
hazards.

We intend  to make m uch more use o f these kin ds of geo gra phic d if ­
fer en tia ls in our pla nn ing fo r hea lth  services as we move for ward.

The  Na tional  Cente r fo r He alt h Serv ices  Research plays a par allel 
role in services research. The  National  Ce nte r for  He al th  Services 
Resea rch -supported resea rch and demo nst rat ion  act ivi ties produced 
the  fac tua l jus tificat ion  fo r new leg isla tion  which  pro vides fo r reim­
bursement of physician ass istant s and  nurse pract ion ers  prac tic ing in 
ru ra l clinics .

Ot he r Nation al Cente r fo r He al th  Serv ices  Research research  has 
produced the  hea lth  sca rci ty index fo r iden tif ying  sh ortage  a reas.

The  E xperi me nta l Medical Care Review Organiz ati on  pro jec t in iti ­
ated in  1970 prov ided the  workin g model fo r the  profe ssional sta nd ards  
review  o rganiz ations.

The C enter  has become inc reasingly  sensitive-----
Sena tor  K ennedy. Tha t budget  went down th is ye ar ; did  it not?
Dr . R ichmond. Yes.
Sena tor  K ennedy. I t  went down in real  term s, and  of course, with 

inflation, i t went down abou t 10 percent , in terms  of  real-----
Dr.  R ichmond. Yes. that  is tru e.
The  Ce nte r has become increa singly  sens itive  to the  dem and  for  

pol icy-relevant  r esea rch and  is pr ep ar ing to fun d research  on cost con-
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tainme nt  speci fically tai lor ed  to the  needs  of  local health systems 
agencies.

I t has  ini tia ted a se ries of na tio na l medical care  e xpendit ure  stu dies 
as a m ajo r com ponent o f it s in tra mur al  prog ram .

Data fo r th is study is being deve loped  in col labora tion  wi th the  
Na tional Ce nte r for  He al th  Stati stics.  The pro duct of th is effort  will  
pro vid e valuab le inf orma tio n fo r evalu ating  alt erna tiv e financing 
mechanisms  fo r he alth ca re in  the  Un ite d S tates.

More de tai led  inf orma tio n abou t the  act ivi ties  of  the  Cen ters  is 
being sub mi tted for th e record.

[The  following  m ate ria l was subseque ntly  received for t he rec ord:]
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For the Record - Supplement to 
• Dr. Richmond's Opening Remarks

Ever since the term "statistics", meaning the numbers describing the 

situation in the state, came into use it has been recognized that 

statistics are essential to statecraft. Man manages his affairs better1 

if he has access to quantitative information on the condition of the

state. The National Center for Health Statistics has an illustrious 

history in providing such quantitative information in the health field.

The National Center for Health Statistics was organized in August 1960 

upon the recommendation of the Surgeon General's Study Group on Mission 

and Organization of the Public Health Service. In its final report in 

June 1960, the Study Group cited a real need for such a statistical 

operation to serve as the health statistical arm of the Public Health

Service with this statement:

"The needs of the Nation and the responsibilities of the 

Public Health Service require broad regional and national 

data with respect to the character and dynamics of health 

problems, their trends and implications. While States and 

other organizations contribute valuable data, national 

intelligence requires a center for the collection, evalua­

tion, analysis, and Interpretation of data from many sources.

The Public Health Service has primary responsibility at the 

Federal level to provide national intelligence on matters 

relating to health - blAhs, deaths, illness, disability, 

health services, marriages, divorces."

28-790 0  -  78 - 3



30

2

Although the Center was formed In 1960, some of its activities developed

much earlier. For example, questions about births, marriages and deaths

were included in the 1850 census and in the century that followed the

Bureau of the Census (Department of Commerce) was given increasing re- f

sponsibility to collect, compile and publish vital statistics.

In 1946 these functions were transferred to the Public Health Service,

and the National Office of Vital Statistics was established to admin­

ister the program and provide a single authority for collecting vital

records at the Federal level.

As early as a century ago it was recognized that records uf deaths 

alone could not provide a complete picture of the impact of illness 

and disease on the population. In 1878, the Congress authorized the 

collection of data on cholera, plague, smallpox, and yellow fever, and 

in 1893 a bill was passed to collect weekly morbidity data from States 

and cities throughout the United States. This system of notifiable 

disease reporting has continued until the present time.

Development of vital registration and of the system of notifiable disease 

reporting still left large gaps in our health intelligence. Information 

was needed which could be obtained only from the people themselves, 

from examinations of samples of the population, or from the providers 

of health services. Particularly missing was knowledge of those 

conditions that do not have high .rates of fatality but which have high 

Impact in terms of disability, economic loss, and the social and

environmental concomitants.
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The establishment of survey methods to measure morbidity has occurred 

only in recent years because the techniques and tools did not exist 

earlier. During the 1940's and 1950's research conducted within 

universities, as well as methodological work sponsored by the Federal 

government, resulted in refinements of questionnaire design and inter- 

viewing techniques which substantially reduced errors in survey data.

The theory and application of techniques for sampling of human popula­

tions was developed to a point where relatively small samples of the 

population could provide Information about the population as a whole, 

within stated margins of error and at reasonable cost. And finally, 

the electronic computer had proved its worth in processing of large 

volumes of complex survey data, in converting the answers to estimates 

for the entire population, and in tabulating and analyzing the results. 

By the time the National Health Survey Act was passed In response to 

increased demands for health Information, the basic methods had been 

devised for producing the data. Continued improvements have been made 

in sampling, survey, analytic, and computer technology, concurrent with 

the development of new health statistical systems.

Pioneers in such survey techniques applied these methods to study the 

w Impact of the influenza epidemic of 1918 and in a number of community

based surveys on child health, nutrition, dental disease, tuberculosis, 

costs of medical care, and many other aspects of morbidity that were of 

concern during'the first third p f  this century. The economic depression 

of the 1930*s provided the Impetus for a national health survey in order
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to try to rela te  n u tr it io n , ph ys ical  growth, he al th  st atu s and he al th

se rv ic es  to  the economic co nd it io ns  of  the  tim es . Res ul ts  of th is

survey , conducted  In 1935-36 In over 700 ,000 household:* In 83 urban

ar ea s,  were used during the  nex t 20 years to  provide  base li ne data

to the he al th  pro fe ss io ns,  and to  plan and promote pu bl ic  he al th  pro­

grams .

By mldccntury  dramatic changes had taken pla ce . The country had pu lle d

through a major de pr essio n and a major war; the  pos t-w ar baby boom and

migr ation  had re su lted  In po pu latio n sh if t s ;  the  growth In he al th

Insurance  and in  use of sp e c ia li s t  se rv ic es  had changed the  pa tter ns

of  me dical care;  and the su cc es s of Immunization programs and of new

th er ap eu tic  products had alter ed  medical pra ct ic es  and modes of tr ea t­

ment. Resul ts of the  e a r li er  urban survey and community st u d ie s were

no long er  re leva nt  to  the  emerged and un folding problem s of  in ju r ie s ,

d is a b il it y , chronic  i l ln e s s ,  and the  pr ov is io n of  re sources to  cope

with them. In 1956 Congress passed the Na tional Hea lth Survey Act to

’’provide  for a co nt inuing  surv ey and sp ec ia l st ud ie s to  secure  on a

non-corapulsory basi s ac cu rate and curre nt s ta t i s t ic a l  inf ormation  on

the  amount, d is tr ib u ti o n , and e f fe c ts  of  I ll n e ss  and d is a b il it y  In the

United Statcu  and Lite se rv ic es  re ce iv ed  fo i or  because of such  co nd it io ns ."

The basi c  hou seho ld in te rv iew survey  st art ed  In July , 1957, has  been In

continuous oper at ion  si nce that  dat e and has been emulated by many

co un tr ie s of  the wor ld. Throughout the  years  Information has been

co ll ecte d  on a very la rg e number of he al th  co nd it io ns  In re la ti on  to

the  so c ia l and economic ch aracte ris ti c s of  the  nati on's  pe op le . *
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In  1960 th e  N a ti o n a l O ff ic e  o f V it a l S t a t i s t i c s  an d th e  N a ti o n a l H ealt h

Su rv ey  we re  a d m in is t r a t iv e ly  jo in e d  in  a new o rg a n iz a t io n , th e  N a ti o n a l 

C en te r f o r  H ealt h  S t a t i s t i c s .  D uring en su in g  y e a rs  t h i s  C en te r has 

su c c e s s iv e ly  ad ded new d a ta  sy st em s to  f i l l  th e  many ga ps  in  h e a l th  

in fo rm a ti o n . A H ealt h  E xam in at io n Su rv ey  was s t a r t e d  in  1960 to  o b ta in  

d a ta  on c h ro n ic  d is e a s e s ,  p h y s io lo g ic a l norms and ra n g es , d i s t r ib u t i o n s  

and a b n o rm a li ti e s  o f v i s io n  and h e a r in g , gr ow th  and de ve lo pm en t o f  

c h il d re n , p h y sc h o lo g ic a l t e s t  m ea su re m en ts  and , in  re c e n t y e a r s , l e v e l s  

o f n u t r i t i o n a l  s t a tu s .  La ck  o f unif orm  n a t io n a l  h o s p i t a l  d a ta  ab out 

th e  num ber  o f p a t i e n t s ,  le n g th  of s t a y ,  d i s e a s e s , and  s e rv ic e s  re ce iv e d  

le d  th e  C en te r to  e s t a b l i s h  a H o sp it a l D is charg e  Su rv ey  in  1965 . O th er 

n a ti o n a l  su rv ey s  ha ve  be en  e s ta b l is h e d  w it h in  th e  p a s t dec ad e to  d e te r ­

mine th e  c h a r a c t e r i s t i c s  o f r e s id e n ts  o f n u rs in g  home s, th e  d ia g n o ses 

and  s e rv ic e s  to  p a t i e n ts  se en  in  p h y s ic ia n s ’ o f f i c e s ,  and th e  e x p e c ta ­

t io n s  fo r  fa m il y  s iz e  and o th e r  f a c to r s  a f f e c t i n g  f e r t i l i t y  and  f u tu re  

p o p u la ti o n  ch an ge.

In  J u ly ,  19 74 , th e  H ealt h  S e rv ic e s  R ese arc h , H ealt h  S t a t i s t i c s  and 

M ed ic al  L ib r a r ie s  Ac t (I’ .L . 93 -3 53 ) s t a t u t o r i l y  e s ta b l i s h e d  th e  

N a ti o n a l C en te r fo r  H ealt h  S t a t i s t i c s  an d p ro v id ed  th e  C en te r w it h  

e x te n s iv e  a u th o r i ty  fo r  th e  c o l l e c t io n ,  a n a ly s i s ,  and p u b l ic a ti o n  of 

h e a l th  s t a t i s t i c s  hv c o n s o l id a t in g  and  r e v is in g  fr ag m en te d and  o u t- d a te d  

s e c ti o n s  o f th e  P u b li c  H ealt h  S e rv ic e  A ct.  The  law  a ls o  p ro v id ed  

a u th o r i ty  fo r  c o o rd in a ti o n  of h e a l th  s t a t i s t i c a l  a c t i v i t i e s  th ro ugh

th e  C en te r and s tr e n g th e n e d  th e  m an da te  fo r  d ev e lo p in g  a c o o p e ra ti v e
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Gy8tcm fo r  p ro ducin g  co m pa ra bl e h e a l th  s t a t i s t i c s  a t  th e  N a ti o n a l,  S ta te ,  

and lo c a l  le v e ls  In c lu d in g  a s p e c i f i c  p ro v is io n  fo r  p ro v id in g  to  S ta te s ,  

th ro ugh  g ra n ts  o r c o n t r a c t s ,  th e  F e d e ra l sh a re  o f d ev e lo p in g  and o p e ra ti n g  

h e a l th  s t a t i s t i c a l  sy s te m s.

The  ch ro nolo gy o f de ve lo pm en t o f the.  N a ti o n a l C en te r fo r  H ealt h  

S t a t i s t i c s  shows c le a r ly  th re e  p la n s  in  e v o lu ti o n . That  i s ,  an  e a r ly  

p e r io d  o f  10 -1 5 y e a rs  devote d  to  d ev e lo p in g  th e  armor y o f  co n ti n u o u s , 

co m pre hen si ve,  f l e x i b l e ,  and soun d h e a lt h  s t a t i s t i c a l  sy st em s to  p ro v id e  

a c o n ti n u in g  so u rc e  of h ig h - q u a l i ty  h e a l th  in fo rm a ti o n  about th e  h e a lt h  

o f  th e  Am er ica n p e o p le , th e  h e a l th  s e rv ic e s  th ey  r e c e iv e , and  th e  h e a l th  

re so u rc e s  a v a i la b le  to  p ro v id e  th e se  s e r v ic e s .

A noth er  te n  y e a rs  of e f f o r t ,  19 62 -1 97 2,  was a p e r io d  o f conce nci ous 

e f f o r t s  to  bo th  im pr ov e th e  b a s ic  sy st em s to  a s su re  t h e i r  co n ti nued  

p ro d u c t iv i ty ,  and  a t  th e  same  tim e dev el op m et hods,  te ch n iq u es  and  

d e m o n s tr a ti o n s  o f th e  a p p l ic a t io n  of th e se  d a ta  to :  in c re a s in g  our 

kn ow ledg e base d  in  h e a l th  m a t te r s ;  g u id in g  h e a l th  p o li c y  de ve lo pm en t;  

d i r e c t in g  h e a l th  pr og ram  p o li c y  and e v a lu a t io n ;  and , p ro v id in g  th e  

re se a rc h  com munity , w it h  th e  g r i s t  o f b a s ic  re se a rc h  d i r e c t io n .

More r e c e n t ly ,  th e  d i r e c t io n  o f th e  C en te r has s h i f t e d  on ce  ag a in  in
4

re sp o n se  to  h e a l th  d a ta  dema nds. In  kee pin g w it h  th e  movement to war ds  

more lo c a l  and S ta te  au tom ony in  th e  p ro v is io n  and  f in a n c in g  o f h e a lt h  

c a r e , th e  N a ti o n a l C en te r fo r  H eal th  S t a t i s t i c s  has be gu n to  d e c e n tr a l iz e  *

many o f  i t ' s  d a ta  sy st em s to  a s su re  th a t  d a ta  i s  c o l le c te d  in  su ch  a
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way as Co meet needs for such information at lower levels of geo-pol I deal 

decision-making in health.

y The major health data programs of the National Center for Health

Statistics today include: '

4 National Vital Statistics Program: This program plans and administers

activities to provide statistics on births, deaths, fetal deaths, 

marriages and divorces reported in the national registration system.

This program promotes the uniform collection of data on these vital 

events, provides technical assistance to the registration areas, con­

ducts followback surveys to expand the scope of national vital statis­

tics, and prepares life tables. This program also conducts the biennial 

Family Growth Survey. This household interview survey collects data on 

fertility, family planning, and infant and maternal health from a prob­

ability sample of ever-married women.

The Health Interview Survey: Oldest of the Center's surveys, the Health 

Interview Survey was started in 1957 to provide a continuous flow of 

health data from interviews of a sample of households spread across the

Nation. Data arc collected week after week. Questionnaires arc revised 

v  annually so that information on new health topics can be compiled as .

the need arises. *

A  About 42,000 interviews are conducted annually, covering about 134,000

persons, by skilled interviewers from the Bureau of the Census. They
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use questionnaires to obtain a general health history of each family. 

Questions designed to produce "yes" or "no" answers are asked on a 

variety of health subjects.

For example, questions might include asking if any member of the house­

hold had experienced such diseases or conditions as asthma, tuberculosis, 

chronic bronchitis, high blood pressure, or heart trouble. If they have, 

then more detailed Information is sought.

Data from this survey measure the social rather than the physiological 

dimensions of health; the total amount of illness, how it affects 

people's lives, what actions they take to prevent or cure Illness, and 

what the relation of health and medical care is to a wide variety of 

social, economic and demographic variables.

The Health and Nutrition Examination Survey: In contrast to the Health

Interview Survey, the Health and Nutrition Examination Survey collects

nutritional, physiological and diagnostic data through specially designed 

health examinations, using objective measurements and tests. Like the 

Health Interview Survey, this is a continuing operation. Direct health 

examinations are given to pre-selected samples of persons of various 

age groups. The sample in each case represents national proportions of

race, economic and educational levels, as well as rural areas, small

towns, medium-sized cities, and metropolitan areas.
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Recent data from the survey includes information on dietary intake, 

clinical findings, growth and development measurements, laboratory 

test, results on blood and urine, prevalence of emphysema, derma- 

y  tologists* findings on skin disease, measures of auditory acuity, and

assessments of pulmonary function.

4 The Health Resources and Health Resources Utilization Programs; These

programs are designed to develop statistics on national resources in 

health manpower and health facilities and the uses made of these re­

sources. The specific surveys include:

. Master Facility Inventory: Maintains a file containing 

Census-type data on the nation’s health facilities, their 

services, and staff. This file serves as a universe 

from which probability samples may be selected for 

particular surveys and it also services as a current

source of baseline statistical data. Because censuses

are conducted on the facilities, data arc available 

for small geographic areas. This file is the only 

source o.f comprehensive data on health facilities that 

is available and suitable for local health planning.

. Resident Places Survey: Data is collected through • 

interview surveys from a sample of long-term inpatient 

* facilities listed in the Master Facilities Inventory.

Statistics arc published on the services provided by
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these facilities, the education and experience of their 

staff, and the expenditures they incur in providing 

care. Statistics are also developed on the soclo-dcmo- 

graphlc characteristics and health status of residents 

in these facilities. The results of these biennial 

surveys are used for planning purposes at both the

national and local levels.

Hospital Discharge Survey: Demographic and medical data 

on persons discharged from short-stay, non-Federal 

hospitals is collected, analyzed, and published. The 

data is collected through a survey of hospital summary 

sheets and ledger records. Reports are prepared and 

published providing Information on demographic and 

medical characteristics of the patients ns well us 

data on type and location of hospitals participating

in the survey.

National Ambulatory Medical Care Survey: The purpose 

of this -survey is to provide statistics describing 

services to ambulatory patients including statistics

on demographic characteristics, diagnoses, diagnostic *

procedures, and patiept management. Physicians’ offices 

arc the site of the greatest volume of health care and
X
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t h is  su rv ey  pro vid es  in fo rm at io n th a t ha s been  

I n s u ff ic ie n t  In th e p a st,  about th is  Impor tan t 

seg ment o f th e h ea lt h  ca re  sy st em . T his  annu al  

>' su rv ey  c o l l e c t s  da ta  from a sam ple  o f  ap pr ox im at ely

3,0 00 p h y sic ia n s .

4 . Fam ily Plann in g S t a t i s t i c s :  l l i i s  a c t iv i t y  dev el op s

s t a t i s t i c s  on th e u t i l i z a t io n  o f  fa m ily pl an ni ng  

f a c i l i t i e s  and s e r v ic e s . S t a t i s t i c s  ar c a ls o  de ve lope d 

on th e number, c h a r a c te r is t ic s , s e r v ic e s  o f fe r e d , and 

s t a f f  o f  a l l  cu rr en t f a c i l i t i e s  o f fe r in g  fa m ily p la n- 

. n ln g s e r v ic e s . Th ese  s t a t i s t i c s  w i l l  be  used  to

e f f i c i e n t ly  implement ex pa nd ing fa m ily pla nni ng pro gra ms.

The C oo per at iv e Hea lth  S t a t i s t i c s  Sys te m : The develop me nt o f th is  

System i s  th e ne we st en de av or  o f th e N ati onal Cen ter fo r Hea lth  S t a t i s t i c s .  

The pu rp ose o f th e Syste m i s  to  pro vi de un ifo rm , hi gh  q u a li ty , co mpa rable, 

h ea lt h  da ta  a t th e N a ti o n a l,  S ta te  and lo c a l l e v e l s . I t  w i l l , pro vi de fo r 

th e c o l le c t io n  o f any p a r ti cu la r  da ta  ele men t by th nt le v e l o f  gove rnm ent 

b e st eq uipp ed  to  c o l l e c t  i t ,  and th e in fo rm at io n th en  w i l l  be sh ar ed  with 

th e o th er l e v e l s .  As now en v is io n ed , when th e Coo pe ra tive  Systum i s  In 

f u l l  oper ati on  i t  w i l l  in c lu d e se ve n com ponents in  th e ar ea  o f  h ea lt h

and v i t a l  s t a t i s t i c s .

Some exam ples  o f  major are as  o f a p p li c a ti o n  o f  Cen ter da ta  to  su pp or t 

k DHEW h ea lt h  programs ar e:
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Access and Unnecessary Utilization .

There has been a great deal of concern In recent years with ensuring 

equal access to medical care among all subgroups of the population.

By monitoring trends in the National Center for Health Statistics data 

over the past several years, it is apparent that the large increases 

in Federal health programs have had a substantial impact on accessibility.

For example, data from the Health Interview Survey shows that in 1964, 

before the enactment of Medicare and Medicaid, the poor averaged 17 

percent fewer doctor visits per person than the uonpoor (age-adjusted).

By 1976, however, the poor reported 10 percent more visits per person 

than the nonpoor (age-adjusted). Similarly, a recently published study 

(C. Bombardier, et al., NEJM 297: 669-705, 9/29/77) based on the 1963 

and 1970 Health Interview Surveys show large increases in surgical 

operations among disadvantaged groups: the aged, the lower educated

and non-whites in urban areas.

Despite these encouraging results, however, there is clear evidence 

that substantial gaps in access remain. For example, a special supple­

ment to the 1974 Health Interview Survey collected information about 

usual source of medical care. Seventy-eight percent of the poor reported 

that they had a usual source of care compared to 82 percent of the non- 4

poor. Yet, when asked about the provider.of their usual source*of care,

35 percent of poor blacks in metro areas identified a hospital clinic 

or emergency room compared to only 3 percent of non-poor whites in metro

areas.



41

13

Another indication of unequal access is provided by data from the 

1973 Health Interview Survey supplement on preventive care. Among 

black women aged 45-64, 30 percent have never had a Pap smear to detect 

cervical cancer compared to only 16 percent of white women in the same 

age group. Since cervical cancer is amenable to effective treatment 

if detected at an early stage, the health consequences of this type of 

unequal access are particularly revealing: the death rate among Black 

wonen in this aRe group due to cervical cancer is more than three times 

the corresponding white rate.

The other side of the access issue is the question of unnecessary

utilization of medical services. This issue has been raised most

seriously in the hospital sector and particularly with respect to un­

necessary surgery. The rate of surgical operations per 100,000 popu­

lation has increased nearly 25 percent between 1971 and 1976. Careful 

monitoring of specific procedures, however, is needed to better under­

stand the reasons for and possibly control the increase. For example, 

in 1971 tonsillectomy was the most frequently performed operation, with 

a rate of 478 per 100,000 population. A number of reports dealing with 

the appropriateness and demonstrating the lack of effectiveness of 

tonsillectomy led to a dramatic 40 percent decline in the rate by 1976.

It still remains, however, one of the more frequently performed pro­

cedures and shows narked variation by region: the region with the highest 
/V*

rate (North Central) showed nearly 60 percent more tonsillectomies per

100,000 than the region with the lowest rate (Northeast).
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A procedure which has shown marked increases over the years is 

'Cacsearcan section. In 1971, 6 percent of all deliveries were by

Caesearcan section. This rate doubled to 12 percent by 1976. Regional 

variation is also large: from 11 percent in the North Central region ♦

to 15 percent in the Northeast. The increase from 6 percent to 12 per­

cent represents 188,000 additional Cacsearcan sections per year and 

(based on the 3.2 additional days per delivery for Cacsearcan section)

6 million hospital days.

Of course, these data raise a number of questions which require further 

study. What wa3 the reason for the increase? Why did it vary by region?

Does the regional varatlon in the incidence of Cacsearcan section relate

to regional differences in the incidence of conditions which are indica­

tions for surgery or to regional differences in surgical practice?

Finally, before implementing policy to control unnecessary surgery, 

even more difficult questions must be addressed: what are the appro­

priate Indications for the procedure? Under what conditions will this 

procedure improve the individual's health? What arc the potential risks? 

llow do alternative therapies compare in terms of risks and benefits?

Finally, it should be emphasized that not all increases in surgery are 

"unnecessary." The Bombardier study cited earlier illustrated Increases „

in surgical rates which may have reflected greater access to needed

services.
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Prevention
*
Another example of the Center's statistical support of the Department's 

program planning and evaluation activities is in the area of health 

promotion. The Department is attaching Lop priority to the reduction 

of the incidence and the abatement, through secondary prevention, of 

the burden of disease and Injury. Given the vast number of options 

that might go into a health promotion program and the scarcity of re­

sources, it is imperative that the component initiatives be systemat­

ically articulated in a structure which minimizes redundancy and attacks 

as broad a range of preventable illness as possible.

The Center's surveys provide information that has been extremely 

valuable in targeting health promotional efforts. Knowledge of the 

extent and nature of the burden caused by various health conditions Is 

needed in establishing preventive program priorities. The Center's 

statistics are also used to determine the modifiable personal habits 

and environmental factors that occor with sufficient frequency and 

consequences to warrant intervention. In planning a program, it is

necessary to identify the population groups with the greatest need for 

preventive activities of various types. For instance, the Health and 

Nutrition Examination Survey points to women in low-income households 

as being particularly prone to obesity. Obesity has been shown to 

* increase the risk of early dejifeh. Information regarding eating habits,

physical activity, attempts to lose weight, and other considerations
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relevant to prevention is obtained through several of the Center's 

surveys. Sirollnrly, the Center provides data essential to planning, 

monitoring, and evaluating prevention activities aimed at smoking,
♦control of high blood pressure, accidents, and n variety of other 

personal and environmental factors.

4
Small-Area Data for Local Health Planning

The national health planning legislation passed in 1974 (P.L. 93-641) 

explicitly states that where possible, the newly-created planning 

agencies use existing data, including those provided by national pro­

grams, for planning activities. Furthermore, the high cost of conduct­

ing surveys and collecting data increases the demand among local areas 

for reliable data specific to their areas for health planning. Questions 

arise as to the feasibility of using data derived from national surveys 

for local purposes, if such use is deemed feasible, and to the appro­

priate methodology to be employed in utilizing national data.

Over the past fifteen years the National Center for Health Statistics has

responded to these requests-for small-area data in several ways. First,

the Health Interview Survey (HIS) was designed to provide estimates of

illness, disability, utilization of medical resources, periodic cstl- «

mates of medical care costs, and other health-related topics for the

Nation, four broad geographic Regions, and the 31 largest standard
v' at

metropolitan statistical areas (SMSA's). In addition, state estimates
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of disability based on HIS data have been published for 1962-4, and 

similar State estimates of disability and utilization o f  medical

services have been published for 1969-71. Both of those publications
r

employed the "synthetic" estimation technique, which operates as follows. 

Hany of the health characteristics referred to above are related to age, 

sex, race and other demographic factors. The HIS can provide national 

and regional estimates of the particular health variable for each demo­

graphic (age, sex, race, etc.) group. These national (or regional) rates 

are then disaggregated to the State level by multiplying by the propor­

tion of the State's population in the demographic group and adding over 

all demographic groups.

It is recognized that there are numerous problems associated with 

synthetic estimates, not the least of which Is that they are subject 

to biases which are, to date, not quantifiable. A large empirical study 

recently conducted by the National Center for Health Statistics has 

indicated that improved estimation -of small-area health characteristics 

can be achieved by combining a synthetic estimator with an estimator 

directly derived from survey observations taken in the local area of 

interest. A publication using this improved methodology with 1974-76 

• data from the HIS is currently in press.

The application of the methods described above to areas smaller than 
fI*

States (except for the 31 SMSA's already mentioned) is still in the 

research stage. The following two examples, however, illustrate uses

28 -790  O -  78 -  4
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-of NCHS data at the local level In somewhat different contexts, one 

Involving HIS data, the other using data from the vital statistics

registration system.
♦

Our National concern for equal access to health care has been translated 

into a large number of Federal laws which give special emphasis to 

medically underserved or health manpower shortage areas. The most com­

prehensive attempt to go beyond health manpower to population ratios In 

identifying undereerved areas is the Index of Medical Underservice (IMU) 

which Is used to designate medically underserved areas (MUAs) under the 

HMO Act and other health service programs. The IMU is a composite of 

four variables (infant mortality rate, physician to population ratio, 

percent of population below poverty level, and percent of population 

over 65). These variables are weighted to predict the areas that a 

group of informed experts would judge as medically underserved.

The use of such indirect measures to designate MUA's is the result of

a lack of uniform small-area indicators across the United States which

are more directly related to.access to medical care. Although the 1IIS 

collects a great deal of information on utilization of health resources

and, in 1974, included a special supplement on medical care needs, it
. *

does not provide sufficiently reliable geographic detail to directly 

designate MUA's.

It is possible, however, to use the 1I1S data to assist In critically 

examining MUA designations. Such a study is now in progress, and the 

preliminary results for non-metropolitan areas show that the differences
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between MUAs and non-MUAs are not ns great as might be expected. For 

example, there was little difference between MUA and non-MUA respon­

dents in the proportion with a usual source of care (80 percent in 

MUAs vs. 83 percent in non-MUAs). The proportions with no physician 

visit within the past year were also similar (29 percent in MUAs vs.

27 percent in non-MUAs), and the numbers of physician visits per person 

per year were identical (4.5).

It is possible to go even further and use the 11IS data together with 

Census data, vital statistics, and manpower data, which arc available 

for small areas, to define an index which is better able to discriminate 

between underserved and non-underserved areas. By choosing a few key 

variables which reflect access (e.g., availability of a usual source 

of care, absence of problems which delayed or prevented needed care, 

etc.), it is feasible to use multivariate statistical methods to choose 

those variables available at the local level which best predict medical

underservicc.

The use of natality and infant mortality data in planning maternal and 

child health programs is an areas In which health status data is relevant 

to health planning. For example, despite the large decreases in Infant 

mortality in recent years, there remain very large geographic variations 

in mortality during infancy. In fact, during the period 1974-1975, the 

infant mortality rate for certain medium-sized non-metropolitan countiesr '
was 19 percent higher for both white and black Infants than the corres­

ponding rates for suburban counties of large metropolitan areas. The



48

20

white/black differences also remain large: in 1975 the black infant

mortality rate was C5 percent higher than the white rate. The black

rate was fully 25 years behind the white rate! These considerations

have led to a new effort on the part of the Bureau of Community Health 4

Services to revitalize State maternal and child health programs. The

vital statistics system allows the planner to examine county infant

mortality rates over long time periods. Thus, the planner can identify

areas with consistently high rates or unusual shifts in rates which

indicate the need for appropriate intervention.

Natality data can also be useful to the planner for a number of purposes.

First, in 42 States, data on the birth certificate indicate the month or 

trimester in which prenatal care began and the number of prenatal visits.

These data provide an Indication of areas or population subgroups (e.g., 

teenage mothers with no high school education) who arc not receiving

adequate prenatal care. Furthermore, intervention to improve the level 

of prenatal care can be evaluated rpther quickly and Inexpensively by 

using birth certificate data. Although the evidence is not conclusive,

there are indications that adequate prenatal care is a determinant 

of healthy newborns.

Another example of the use of natality data at the local level Js in a

planning and evaluating family planning programs. A priority of family 

planning programs is the reduction of birth rates among mothers at *
highest risk of infant loss (e.g., teenagers, women over 35 or 40, 

women with large numbers of children, etc.). The distribution of births
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by these characteristics can be used in targeting programs to meet 

the needs of high-risk, women, and by following births over a period 

of time, in evaluating the success of the programs. Tt is also rela­

tively easy to "translate" the distribution of births into expected 

infant mortality rales which can then be compared with actual rates.

Finally, the infant's birth weight (which is given on the birth 

certificate) provides another health status measure which should be 

examined to identify those mothers at risk of low birth weight infants.

Still another example of the uses of mortality data which goes beyond 

the population of mothers and infants is the examination of small area 

death rates fur specific causes. Dr. David Rutstcln and his colleagues 

have listed causes of death which arc preventable under current medical 

knowledge. Thus, areas with high rates for these causes could be ex­

amined to detect any deficiencies in their health care delivery system.

We are beginning to study geographic variations in these cause-specific 

death rates. * .

Epidemiology Program

Under the Public Health Law 93-353 discussed earlier, the National Center 

for Health Statistics (NCHS) is authorized to become involved in environ­

mental and social studies that arc related to health; "The Center may 

collect statistics on environmc’ntal, social, and other health hazards; 

determinants of health." For many reasons, NCHS has not emphasized 

these aspects during Its first few years of Implementation of the law. 

However, changes are underway.
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The July, 1977, report of the Technical Consultant Panel to the 
U.S. National Committee on Vital and Health Statistics, on Statistics
Needed for Determining the Effects of the Environment on Health, con-

*tains eight detailed recommendations. These include the cstablIshment 
of a National Death Index, the strengthening of the epidemiologic
capabilities of the NCllS, mainly concerned with analyzing, and inter- 4

preting epidemiologic data related to environmental exposures, and the 
resultant health status. The panel encouraged the use of the Health 
Interview Survey and the Health and Nutrition Examination Survey for 
the collection of data on environmental exposures, morbidity, and other 
environmentally relevant effects. They also recommended collecting 
more detailed information on occupational and industrial exposures in 
such national surveys.

The Center is responding to each of these recommendations. A national 
working group has been formed to implement the establishment of a 
National Death Index. This development is of great importance to the 
epidemiologic community for it will facilitate followup of persons 
exposed to suspected health hazards without violating standards of 

confidentiality.

AAnother major initiative in this area Is the establishment of an 
epidemiology program at NCllS. While epidemiologic activities to
varying degrees exist throughout the Center, there will be a focal <*
point in the Office of Statistical Research. Tills office has already 
undertaken several epidemiologic studies.
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A major purpose of this new program Is to Integrate the data needs 

of researchers In environmental health with the resources available

at the National Center for Health Statistics. Toward thLs purpose it 

is proposed to more extensively analyze the existing data available at 

NCHS to answer questions currently arising in the field of environmental 

epidemiology. It is also proposed to alter some of the ongoing surveys 

within NCHS to provide explicit new information useful to epidemiologists.

Another important new epidemiologic activity is establishing a national 

health monitoring program on a more systematic basis. Thia involves 

developing statistical and computer methodology for displaying and de­

tecting unusual disease time trends and levels by age group, race, sex, 

and geographic region. The forthcoming (1978) National Atlas of Mortality 

depicting racc-scx-disease specific age-adjusted death rates for all 

major diseases by State Economic Arens is a first step in this direction 

by NCHS. This publication is a followup to the innovative mortality 

atlases published by the National Cancer Institute.

Such monitoring of primary cause of death, combinations of contributing

causes, and unusually young deaths, will be conducted on a ugc-spccific 

as well as age-adjusted basis. Hopefully, the methodology can be ex­

tended to birth defects from birth and infant mortality records, the 

Hospital Discharge Survey, and to morbidity mapping of Health Interview 

Survey data as well. There is evidence that important epidemiologLe 

clues are being missed by failure to systematize such monitoring.
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Should unusual di sease pat terns present themselves such that  fi e ld  

stud ies  appear warranted, epid emiolog ic in ve st igat ion un its  in appro­

pr iate  Federal agencies would be not if ie d.

Valuable data that  has been and is  now being co lle cted  at the Nat iona l *

Center for  Health S ta ti st ic s can be analyzed and interp reted in the 

li ght of  known and po tent ia l environmental hazards. There arc also  

surveys in ex ist en ce  that  could be supplemented or al tered in order 

to obtain  addit ion al inform ation on the re lat ion ship of environmental  

fac tors  to hea lth  stat us . Table 1 l i s t s  the rele van t ongoing data 

systems at NCHS. Table II descr ibe s po ss ib le new data co ll ec ti on  areas 

for  environmental epidemiology which could be handled within  the ex is t­

ing  data systems.

Clearly new ana lyses of NCHS morbidity and mortality  data , in combination 

with  demographic and he alth ,hab its  information, w il l con trib ute  si gn i­

fi ca ntly to epidemiology. Also, new information on natio na l hea lth  habit s 

w il l be invaluable in  ev alu at in-g  prevention programs aimed nt maintaining 

and Improving he alt h.

I t should be pointed out that the Center can work co lla bo ra tiv ely with 

the many Federal  agencie s whose primary functions inv olv e environmental 

cond ition s. NCHS can provide for  these agencie s the outcome oc. the

eff ect tha t has .been produced by hazardous agents ex is ting in the environ-
y*ment. Some reimbursable work programs in th is  area have begun with the 

Environmental Prote ction  Agency.
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NCliS DATA IN ONGOING

DATA SYSTEM

I .  V i t a l  S t a t i s t i c s

2 .  H ea lt h  In te rv ie w  
Sur ve y

3.  H o s p it a l D is ch a rg e
Sur ve y

4. H ealt h  and  N u tr it io n  
E xam in ation Sur ve y

(HANES)
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SYSTEMS AVAILABLE FOR EPIDEMIOLOGIC ANALYSES

SELECTED DATA ITEMS TYPES OF ANALYSES

M o r ta li ty  (p ri m ar y  
and sec on d ary  . 
c a u se s )
I n fa n t  M o r ta li ty

N a t a li t y  
( b ir t h  r e c o r d s)

T im e-s p ace  ma pping

M orbid it y

M orbid it y  and 
M o r ta li ty

Blo od  and  u r in e  
sa m ple s

I n v e s t ig a t io n  o f  
b ir t h  d e f e c t s  p o s s ib ly  
r e la te d  to  en v lr on m en ta l 
e f f e c t s .

R e la te  p re v a le n c e  o f  
a c u te  r e s p ir a to r y  o r  
o th e r  i l l n e s s  w it h  
p erso n a l c h a r a c t e r i s t i c s  
su ch  a s  h e a lt h  h a b lt s  
and  o c c u p a tio n .
M orb id it y  m ap pi ng .

I d e n t i f y  unusu al 
p a t te r n s .

D e te c t io n  o f  en v ir on m en ta l 
ex p o su res  and  r e la t e  to  
h e a lt h  s t a t u s  
e h a i a c t e r l s t l c s .

A



54

26

DATA SYSTEM

1 .  V i t a l  S t a t i s t i c s

2 .  H e a lth  I n t e r v ie w  
S u rv ey

TABLE I I

POTENTIAL NEW STUDIES IN EPIDEMIOLOGY

UTIL1Z1NC EXISTING DATA SYSTEMS

NEW DATA ITEMS

O c c u p a t io n a l  d a ta  fr om  
d e a t h  c e r t i f i c a t e s

I n f a n t  M o r t a l i t y  an d 
B i r t h s

3 .  H e a lth  an d N u t r i t i o n  
E x a m in a ti o n  S u rv ey  

(HANES)

More d e t a i l s  on  h e a l t h  
h a b i t s .  L e i s u r e  ti m e  
a c t i v i t i e s .

Now e n v ir o n m e n ta l  
e x p o s u r e  m ark ers

TYPES OF STUDIES

A n a ly s e s  o f  r a t e s  by  
o c c u p a t io n .

F o l lo w -b a c k  s u r v e y s  t o  
i d e n t i f y  r i s k  f a c t o r s  
r e la t e d  t o  b i r t h  d e f e c t s .  
Som e may i n v o lv e  e n v ir o n ­
m e n ta l c o n d i t i o n s .

M o r b id it y  r a t e  a n a l y s e s .

4

4

S u b -s u r v e y s  t o  a n sw er  
s p e c i f i c  q u e s t io n s  i n  
e n v i  r o n m en ta l  
e p id e m io lo g y .

A
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S ta ti st ic a l a c ti v it ie s  conducted by the National Center for Health 

S ta ti st ic s arc the major Department ef fo rts  In the  coll ec ti on , an al ys is , 

and dissem ination  of a wide range of general purpose hea lth  s ta t is t ic s  

that shed li gh t on current and projected hea lth  problems of the Nation, 

the resources av ai lable to address those problems, the types of  healt h 

se rv ic es  provided, and the qu al ity  and co sts of those se rv ic es .
*

The Center has a unique standing  in i t s  po si tio n as an imp art ial fa ct ­

fin der, fre e of ei th er  actua l or perc eived di ct at ion by others  with re­

spe ct to what i t s  findin gs should be. There is  widespread rec ognit ion  

within  the Department and throughout the hea lth  community that NCHS is  

the pr inc ipa l health s ta ti s ti c a l agency in  the Department of  Health , 

Education, and Welfare. The Of fice of  Management and Budget (OMB) has 

designed NCHS as one of the fi ve  general  purpose s ta t is t ic a l age ncies 

in  the Federal  S ta ti st ic a l System—the one charged with carrying  out 

major in te ll ig en ce  programs in the health fi e ld . OMB has urged that  NCHS 

assume an even larger  ro le  In th is  are a, s t i l l  rbcognlz lng that  numerous 

other  agencies have important data gathering and an aly sis  functio ns that 

* are cl os el y re lated to sp ecif ic  subst antive hea lth  and so ci a l programs, 

and which often ar ise as by-products of  those programs. The concept  of 

Federal General Purpose S ta ti st ic a l Agencies is  centra l to the government's 

de sir e—almost ne ce ss ity —that there  ex is t In each broad so cia l and 

» economic area an imp art ial fa ct -f in di ng  org anization that  embraces high

standards, top pr ofes sio na l and tec hn ica l ca pab il ity,  and acceptance by 

both thos e who must supply information and those  who use s ta t is t ic s  for  .
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planning and management. A few agencies, notably the Census Bureau, 
the Bureau of Labor Statistics, and the National Center for Health 
Statistics meet these specifications, and have established themselves 
as Invaluable sources of unprejudiced quantitative background and

♦
baseline data. These general purpose statistical agencies aro a precious 
asset. Because they are impartial and protect the confidences of
respondents, they are able to secure truthbul reporting from persons g
and establishments, and thus to provide evidence that Is pertinent and
closer to the truth than is otherwise obtainable.

It is essential for NCHS to continue to meet these broad needs for
health data, such as in local areas and in Federal program management; 
medical audit and utilization reviews; planning and policy making; 
epidemiological Investigations; production of Official U.S. Life Tables; 
actuarial projections by the Social Security Administration; lntercensal 
population estimates and population projections by the Bureau of the 
Census; anu a multitude of uses by private Industries dealing not only 
in health services and resources, but also In many other kinds of consumer 
services and products. NCIIS produces data for or related to all of these
purposes.



THE NATIONA L CENTER TOR HEALTH SE RV IC ES  RESEARCH
Sin ce  th e  N a ti o n a l C ente r fo r  H eal th  S e rv ic e s  R es ea rc h was e s ta b l i s h e d  
in  1968 , t h i s  o rg a n iz a ti o n  ha s be en  th e  p r in c ip a l  so u rc e  of  su p p o rt  in  
t h i s  coun tr y  fo r  g e n e ra l re se a rc h  on pr ob le m s in  th e  d e li v e ry  of h e a l th  
s e r v ic e s .  A lth ou gh  o th e r  Government  ag en c ie s  su p p o rt  h e a lt h  s e rv ic e s  
re s e a rc h , th e  NCHSR ha s be en  and re m ai ns  un iq u e . Fo r in  c o n tr a s t  w it h  
re se a rc h  undert aken  in  co n ju n c ti o n  w it h  o p e ra ti n g  pro gra m s,  th e  re se a rc h  
o f t h i s  o rg a n iz a ti o n  i s  not c o n s tr a in e d  by th e  ne ed s and  d e fi n e d  p o l ic i e s  
of  a giv en  pr og ram . As a r e s u l t ,  i t  i s  p o s s ib le  fo r  th e  NCHSR to  
u ndert ake  s tu d ie s  th a t  r ig o ro u s ly  q u e s ti o n  e x is t in g  p o l i c i e s ,  th a t  
ex p lo re  new a re a s  and  th a t  g en era te  a n a ly se s  th a t  w i l l  c o n tr ib u te  to  
p o li c y  d e c is io n s  in  th e  fu tu re  as  w e ll  as  th e  p re s e n t .

When th e  NCHSR was g iv en  a s t a tu to r y  bas e in  1974 , th e  l e g i s l a t i o n  
not only  p ro v id ed  a br oa d manda te fo r  re se a rc h  bu t ad ded a d d it io n a l  
r e s p o n s i b i l i t i e s  in  th e  form o f a re q u ir e d  R es ea rc h C en te rs  Prog ram 
and  an in tr a m u ra l re se a rc h  e f f o r t .

R es ea rc h  su p port ed  by th e NCHSR prog ram ha s d i r e c t l y  in fl u e n ce d  
p o li c y  d e l i b e r a t io n s ,  h e a l th  l e g i s l a t i o n .  F e d e ra l h e a lt h  pro gra m s,  
and  o p e ra t io n a l  h e a lt h  s e rv ic e  d e li v e ry  sy st em s.

I t i s  p o s s ib le  to  id e n t i f y  s e v e ra l p r o je c ts  su p p o rt ed  by th e  NCHSR 
th a t  ha ve  d i r e c t l y  in f lu e n ce d  th e  p ro v is io n s  of  re ce n t h e a lt h  l e g i s ­
l a t i o n .  The s tu d ie s  of L e s te r  Sre sl ow  on h e a l th  s t a tu s  and l i f e  s t y l e ,  
lo ng  su pport ed  by t h is  C en te r,  a re  s p e c i f i c a t l l y  c it e d  by co m m itt ee  
re p o r ts  as  j u s t i f i c a t i o n  fo r  th e  N a ti o n a l D is ease  C ontr o l and  Consum er 
H ca lt n  Pro m ot io n Act of  1975. A st udy  by R ob er t Weis s and  o th e r s ,  
su pport ed  in  p a r t  by th e  NCHSR th ro ugh i t s  re se a rc h  c e n te rs  pro gr am , 
p ro v id ed  d i r e c t  ev id ence  of  th e  pr ob lem s a s s o c ia te d  w it h  th e  in f lu x  
of Fore ig n M ed ic al  G ra duat es and is  c it e d  as  a b a s is  fo r  th e  FMG 
p ro v is io n s  in  th e  H eal th  P ro fe ss io n s  E duca tion  A ssis ta n c e  Act of 
1976.

Recen t ame ndm ents to  th e  S o c ia l S e c u r it y  A ct , P .L . 95 -2 10, th e  R ura l 
H ea lt h  C li n ic  S e rv ic e s  A ct , per m it  paym ent of  p h y s ic ia n  a s s i s t a n t s  
o r n u rs e  p r a c t i t i o n e r s  when s e rv ic e s  a re  re n d ere d  by su ch  in d iv id u a ls .  
The N ati ons]  C en te r fo r  H eal th  S e rv ic e s  R ese arc h , th ro ugh i t s  e a r ly  
su p p o rt  of th e  Prime:-:,  Mt-dex, and  v a r io u s  o th e r  p h y s ic ia n  e x te n d e r 
re sea rc h  and d em o n str a ti o n  pr og rams has  be en  d i r e c t l y  re sp o n s ib le  
fo r  th e accep ta n ce  of th e se  p h y s ic ia n  s u b s t i t u te s .  A s u b s ta n t ia l  
num ber of th e  a r t i c l e s  us ed  in  th e  r e p o r t ,  " Is su e s  in  P h y s ic ia n  
Exte nder  R ei m bu rs em en t,"  p re pare d  by th e  C on g re ss io n a l R es ea rc h 
S erv ic e  and  us ed  by th e  Co mmi tte es  wh ich i n i t i a t e d  t h i s  b i l l ,  we re
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fu nd ed  by th e  NCHSR. The p r o je c ts  d e sc ri b e d  in  th a t  r e p o r t  p ro v id ed  
ev id ence  t h a t  p h y s ic ia n  e x te n d e rs  a re  c o s t e f f e c t iv e ,  r e p re s e n t  no 
th r e a t  to  q u a l i ty ,  and  a re  a c c e p ta b le  to  th e  p o p u la ti o n s  th ey  s e rv e .

V ar io us co ir an it te es  and  a g en c ie s  of  th e  Con gr es s ha ve  made e x te n s iv e  
us e of  f in d in g s  from re se a rc h  p r o je c ts  su pport ed  by th e  N a ti o n a l 
C en te r fo r  H ea lt h  S e rv ic e s  R es ea rc h in  t h e i r  p o li c y  and  w or ki ng  do cu ­
m en ts . The r e p o r t e n t i t l e d ,  " C a ta s tr o p h ic  H ea lt h  In su ra n c e " , p u b li sh e d  
by th e  C o n g re ssi o n a l Bu dget  O ff ic e  in  1977 i s  ba se d l a r g e ly  on in fo rm a­
ti o n  p ro v id ed  by a s e r i e s  o f s tu d ie s  fu nd ed  th ro ug h c o n tra c t  by th e  
NCHSR. The re p o r t on th e  "P o li c y  Im p li c a ti o n s  o f M ed ic al  In fo rm a ti o n  
Syst em s" , p re p are d  by th e  O ffi c e  of  Tec hn olog y Ass es sm en t and p u b li sh e d  
November  19 77 , i s  bas ed  e n t i r e ly  on p ro je c ts  i n i t i a t e d  and  fu nd ed  by 
th e  NCHSR. E x te nsi ve  us e i f  made of  re se a rc h  f in d in g s  fro m NCHSR 
su p p o rt ed  p r o je c ts  in  a w or ki ng  p ap e r,  "A du lt  Day F a c i l i t i e s  f o r  
T re a tm en t,  H ealt h  C ar e,  and  R e la te d  S e rv ic e s ,"  p re p a re d  in  1976 by 
th e  S p e c ia l Co mm itte e on Agi ng , U ni te d S ta te s  S enate .

I t  i s  a ls o  p o s s ib le  to  docum ent  th e  im pa ct  o f th e  N a ti o n a l C en te r 
fo r  H ealt h  S e rv ic e s  R es ea rc h on th e  pr og ram s of  th e  Dep ar tm en t o f 
H e a lt h , E duca tion  and  W elf are . T his  C en te r su pport ed  th e  de ve lo pm en t 
o f th e  h e a l th  s c a r c i ty  in d ex , wh ich  i s  now bein g  us ed  to  i d e n t i f y  
th o se  s h o r ta g e  a re a s  th a t  mu st by law  be gi ve n p r i o r i t y  in  re so u rc e  
a l lo c a t io n  d e c is io n s , T h is  in de x i s  us ed  in  s e t t i n g  p r i o r i t i e s  fo r  
Community H ealt h  C e n te rs , in  d e te rm in in g  p r i o r i t i e s  fo r  H ea lt h  
M ai nt en an ce  O rg an iz a ti o n  g r a n ts , and  in  a s s ig n in g  p r i o r i t i e s  f o r  
g ra n ts ' f o r  h e a l th  ca re  f a c i l i t i e s  de ve lo pe d un de r th e  P la n n in g  A ct .
The NCHSR dev el oped  and dem onst ra te d  th e  f e a s i b i l i t y  of th e  C o o p e ra ti v e  
H ea lt h  S t a t i s t i c s  Sy ste m which  i s  be in g  im plem en ted by th e  N a ti o n a l 
C en te r fo r  H ea lt h  S t a t i s t i c s .  The M ed ic al  Ca re P.eview O rg a n iz a ti o n  
p ro je c t  i n i t i a t e d  in  1970  p ro v id ed  th e  wor ki ng  model  fo r  th e  P ro fe s s io n a l  
S ta n d ard s Review O rg a n iz a ti o n s  (PSRO). 'Th e NCHSR is  r e s p o n s ib le  fo r  
th e  i n i t i a l  de ve lo pm en t o f  a s im u la ti o n  model  fo r  g e n e ra ti n g  n a t io n a l  
h e a l th  in su ra n c e  e s ti m a te s  which  th e  H ealt h  Ca re F in ancin g  A d m in is tr a ti o n  
i s  now em pl oy in g in  a m od if ie d  v e rs io n  to  exam ine th e  p o t e n t i a l  c o s ts  
o f v a r io u s  NHI p ro p o sa ls .

• The d i r e c t  in f lu e n c e  o f t h i s  re se a rc h  prog ram on o p e ra ti n g  h e a l th  ca re  
sy st em s and  co ns um ers i s  more d i f f i c u l t  to  do cumen t. But i t  i s  p o s s ib le  
to  c i t e  n t le a s t  a few ex am pl es . A m ed ic al  in fo rm a ti o n  sy st em  cu rt  . n t ’ly 
be in g  em ploy ed  by th e  H ar va rd  Community H ealt h  P la n to  p ro v id e  most of  
th e  in fo rm .i t io n re q u ir e d  fo r  p a t ie n t  c a r e , p a t ie n t  managem en t, and  
a d m in is t r a t iv e  su p p o rt  was de vel oped  w it h  fu nd s fro m th e  NCHSR. R es ea rc h 
d e m o n s tr a ti n g  th e  f e a s i b i l i t y  and  c o s t - e f f e c t iv e n e s s  of  co m pu te r a s s i s t e d  
e le c t ro c a rd io g ra p h ic  a n a ly s is  can  be  a t t r ib u t e d  to  t h i s  o r g a n iz a t io n .
The gr ow th  in  th e  us e and accep ta n ce  of  p h y s ic ia n  e x te n d e rs  ca n be tr a c e d

-  2 -
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to  th e  re se a rc h  and  d em onstr a ti on  p r o je c ts  o f t h i s  pr og ra m . F in a l ly , . 
a man agem ent in fo rm a ti o n  sy st em , who se d em o n str a ti o n  and  e v a lu a t io n  
was fu nd ed  by th e  NCHSR, ha s be en  shown to  r e s u l t  in  sav in g s of  $3 .0 0 
to  $5 .0 0 per p a t ie n t  da y.  Were su ch  sy st em s in  us e g e n e ra l ly , th e  
sav in g s fro m th i s  one  in n o v a ti o n  wo uld be  in  excess of  $1 .0  b i l l i o n  
a n n u a ll y .

Per ha ps more  im p o rt a n t,  bu t h a rd e r to  do cu men t, i s  th e  g e n e ra l im pa ct  
of th e  NCHSR pr og ram . A s u b s ta n t i a l  p a r t  of  th e  ex p e rt  te st im ony  
pro v id ed  in  Co mm itte e h e a ri n g s  i s  g iv en  by re s e a rc h e rs  who , by v i r tu e  
of  su p p o rt  fro m t h i s  o rg a n iz a t io n , ha ve  be en  ab le  to  a c q u ir e  t h e i r  
in fo rm a ti o n  and  e x p e r t i s e . The in f lu e n c e  of  t h i s  sm all  bu t a c t iv e  
pr og ram i s  pe. rv as iv e in  th e  h e a l th  a re a  and  i t s  e f f o r t s  a re  c r u c i a l  to  
th e  fo rm u la ti o n  of  soun d and  re sp o n s ib le  l e g i s l a t i v e  and  pr og ram 
i n i t i a t i v e s .

In  a ver y  r e a l  se n se , th e  NCHSR i s  a s e rv ic e  o rg a n iz a ti o n  w hi ch , on 
th e  one han d, has  th e  r e s p o n s ib i l i ty  fo r  id e n t i fy in g  th e  in fo rm a ti o n  
ne ed ed  by v a r io u s  k in ds of  d e c is io n  makers an d, on th e  o th e r , fo r  
s ti m u la ti n g  and  su p p o rt in g  bo th  th e  p ro d u c ti o n  of  th a t  in fo rm a ti o n  
and  i t s  d is s e m in a ti o n  to  th o se  w it h  a ne ed  to  know. The NCHSR h a s , 
th e r e fo r e , ex pe nd ed  c o n s id e ra b le  e f f o r t  in  develo p in g  a p ro cess  fo r  
id e n t i fy in g  th e  re le v a n t is s u e s  and  c r i t i c a l  q u e s ti o n s  th a t  ne ed  to  
be add re ss ed  by th e  re se a rc h  comm uni ty.  In  c o n ju n c ti o n  w it h  t h i s  
p ro c e ss , th e  o rg a n iz a ti o n  ha s moved fro m a ro le  o f p a s s iv e ly  a c c e p ti n g  
re se a rc h  p ro p o sa ls  su bm it te d  acco rd in g  to  th e  p re fe re n c e s  o f r e s e a rc h e rs  
tc  an a c t iv e  ro le  as  a s o l i c i t o r  of  re se a rc h  on c ru c ia l  pro ble m s.

The p ro g re ss  made in  im pr ov in g th e  d is se m in a ti o n  of re se a rc h  f in d in g s  
has  p a r a l le le d  th e  p ro g re ss  made in  th e  p la n n in g  a re a . The NCHSR 
now ha s a re g u la r  and e x te n s iv e  p u b l ic a t io n  pr og ram . The em ph as is  in  
th e se  p u b l ic a t io n s  i s  on b re v it y  and  c o m p re h e n sa b il it y . More th an  
30 t i t l e s  ha ve  ap pea re d  in  th e  p a s t y e a r , w it h  c i r c u la t io n  ra ng in g  
be tw ee n 10 ,0 00  and  20 ,0 00  co p ie s de pe nd in g on th e  n a tu re  o f th e  
m a te r ia l . To comp lem ent  th e  p u b l ic a t io n  .a c t i v i t y ,  th e  NCHSR ha s 
i n i t i a t e d  a prog ram of d is se m in a ti o n  wor ks ho ps . Th ese m ee tings a re  
bei ng  h e ld  in  v a ri o u s  p a r ts  of  th e co u n tr y  w it h  sm all  gr ou ps  o f s t a t e  
and lo c a l  o f f i c i a l s  th a t  ha ve  ex p re ss ed  t h e i r  i n t e r e s t  in  h e a ri n g  
re s e a rc h e rs  d is c u ss  pr ob lem s of  im med ia te  i n t e r e s t .

F in a l ly , I would  li k e  to  no te  th a t one o f th e  most  s ig n i f i c a n t  p ro ­
v is io n s  of P .L . 93 -3 53  is  th e  re qu ir em en t th a t th e  N at io nal  C 'n tc r  
fo r H ea lth  S e rv ic e s  R es ea rc h e s ta b l is h  an in tr a m u ra l re se a rc h  pr og ram .
T his  a c t i v i t y  has  r e s u l te d  in  a t t r a c t i n g  a num ber  of  pr om in en t r e s e a rc h e rs  
to  ta k e  p o s i t io n s  w it h  th e  NCHSR as  v i s i t i n g  s c i e n t i s t s  o r S e rv ic e  F ell o w s.  
The p re se n ce  o f t h i s  t a l e n t ,  not  h e re to fo re  a v a i la b le  to  th e  P u b li c  H ea lt h  
S e rv ic e , has  made i t  p o s s ib le  to  ex pand  th e  a n a ly t ic  c a p a b i l i ty  o f t h i s  
o rg a n iz a ti o n  to  th e  ad van ta ge of  th e  Dep ar tm en t and  th e  g e n e ra l re se a rc h  
pr og ram of th e  C en te r.
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I. b e li e v e  i t  i s  c r i t i c a l  to  em ph as ize th e  im port an ce  of m a in ta in in g  
an in dep en den t re se a rc h  pr og ram in  th e  Dep ar tm en t of H e a lt h , E duca tion  
and  W el fa re . I t  i s  im p o rta n t,  in dee d e s s e n t i a l ,  to  dev el op and  m ain ta in  
a re se a rc h  prog ram th a t  p ro duce s s c i e n t i f i c ,  v a li d  in fo rm a ti o n  fo r 
fu tu re  as  w e ll  as  im med ia te  need s , th a t  i s  f re e  to  be in n o v a ti v e  
r a th e r  th an  c o n s tr a in e d  by c u rre n t pr og ram e f f o r t s  and  p o li c y  i n i t i a ­
t iv e s  o r d e c is io n s .

-  4 -
♦



61

CONSULT /\NTS - NO (SR REVIEW

S tu a r t Al tm an , Ph.D.

Lewis H. B u tl e r,  LLB

» M ar ga re t H ae ger ty , M.D.

*

Jo hn  Ho gn css, M.D.

S ta n le y  Jo ne s

Law rence Le vin

David Mechanic, Ph.D .

Nora P io re

Owe rdne ha rd t, Ph.D.

David W il li s

Dean, F lo re nce  H e ll e r Sc hool 
Brn nd ci s U n iv e rs it y  
Waltham, M as sa ch us et ts

H ea lth P o li cy  Cen te r 
U n iv e rs it y  o f C a li fo rn ia  
San F ra ncis co , C a li fo rn ia

C orn ell  U n iv e rs it y  
M ed ical Sc hool 
I th a c a , New York

P re s id en t
U n iv e rs it y  o f Wash ing ton  
S e a t t le , Wash ing ton

I n s t i t u te  o f Med ici ne  
W ashing ton,  D.C.

Lewin A ss oc ia te s 
W ashing ton,  D.C.

U n iv ers it y  o f W isc on sin  
Ma dis on , W isc on sin

New York C ity  
New York

P ri nce to n  U n iv e rs it y  
P ri n ce to n , New Je rse y

Milbank Memorial  Fund 
New York  C it y , New York

28 -790  O -  78 » 5



62

HEALTH TECHNOLOGY MANAGEMENT

AT THE

DEPARTMENT OF HEALTH. EDUCATION, AND WELFARE
*

<

Final Phase I Report for the Se cretary 

Prep ared  by

Office of the Assi sta nt  Secretary for Plan ning  and Evaluatio n 

and the

Office of the As sis tan t Se cretary for Health 

Decem ber  22, 1977



63

TABLE OF CONTENTS.

INTRODUCTION

I. THE CONCEPTUAL FRAMEWORK FOR A TECHNOLOGY SYSTEM 

H. MONITORING AND SCREENING

A. Des crip tion  of Monitoring and Screen ing Component
B. Agency Act ivit ies and Deficiencies
C. Recommended A pproaches 

HI. ANALYTIC AGENDA

A. Descr ipti on of Analytic Agenda Component
B. Agency Act ivit ies and Deficiencies
C. Recommended Approaches

IV. ANALYSIS AND TESTING

A. Des crip tion  of Analysi s and T est ing  Component
B. Agency Act ivit ies and Deficiencies
C. Recommended Approaches
D. NCHSR Pro posal  for Com prehensive Technology Assessm ents

V. REVIEW AND SYNTHESIS

A. Des crip tion  of Review and S ynthesis Component
B. Agency Act ivit ies and Deficiencies
C. Recommended Approaches
D. NIH P roposa l for  "Co nsen sus-Bui lding"

VI. DECISIONMAKING

A. Des crip tion  of Decisionmaking Component
B. Agency Act ivit ies and Deficiencies
C. Recommended A pproaches

VII. INTERVENTION MECHANISMS

A. Des crip tion  of Interventio n Mechanism Component
B. Agency Act ivit ies and Defic iencies
C. Recommended Approaches

VIII. DEVELOPMENT AND MANAGEMENT OF THE TECHNOLOGY SYSTEM
A. Development  of the Propose d Technology System
B. Management  of-the Proposed Technology System
C. Recommended Approach 

K . RECOMMENDED'NEXT STEPS

APPENDICES (following page)



64

APPEND ICES

TAB 1 GLOSSARY

TAB 2 AGENCY REPOR T OUTLINE

TAB 3 BUREAU OF COMMUNITY HEALTH SERVICE S, HSA, PHS

TAB 4 BUREAU OF HEALTH PLANNING AND RESOURCES
DEVELO PME NT,  HRA, PHS

TAB 5 CENTER FOR DISEASE CONTROL. PHS

TAB 6 FOOD AND DRUG ADMINISTRATION, PHS

TAB 7 HEALTH CARE FINANCING ADMINISTRATION

TAB 8 NATIONAL CEN TER  FOR HEALTH SERVICES RESEARCH.
PHS

TAB 9 NATIONAL CEN TER  FOR  HEALTH STATISTICS. PHS

TAB 10 NATIONAL INSTITUTES OF  HEALTH. PHS

-TAB 11 OF FIC E OF QUALITY STANDARDS. PHS
(new ti tl e:  Off ice of Health P ra ct ic e A ss es sm en t)

TAB 12 STUDY TEAM AND TASK FOR CE MEMBERS **

TAB 13 OUTLINE FOR PHASE II STUDY **

** The se  ap pend ix  lt e m s^ a re  a tt a c h e d



65

NTRODUCTION

— How man y to nsi ll ec to m ie s per fo rm ed  in th is  co un try a re  n e c e s sa ry ?

— What a re  the hea lth ou tc om es  from  co ro nary  by pas s su rg e ry  v ers u s 
dru g th er ap y ?

— How ca n new  la b o ra to ry  fin ding s be  lin ke d with be dsi de  p ra c ti c e ?

4 — Wha t in st it u ti onal  o r  p ro fe ss io nal qu al if ic at io ns sh ou ld  be re qu ir ed  of
th os e p ro posi ng to perf o rm  open h e a r t su rg e ry ?

— What m ark e t in ce nt iv e m ec han is m s ca n be  us ed  to st im ula te  de ve lo pm en t 
of  l ag gi ng  or ab se nt  be nef ic ia l and  cost -s av in g  he al th  te ch nol ogi es ?

Fh er e is  w id es pre ad  ag re em en t th at  tw en tiet h ce ntu ry  bi om ed ic al  r e se a rc h  and te ch ­

no lo gi ca l in no va tio n ha ve  be en  re sp onsi b le  fo r pr ofou nd  im pro vem en ts  in  hu m an  

he al th . Some  d is e ases  ha ve  be en  era d ic a te d ; o th ers  ca n now  be  pr ev en te d; li fe  it se lf  

has  be en  ex tend ed ; and  muc h pa in  and su ff er in g  ha s be en  al le via te d .

T her e is  now em er gin g, ho w ev er , a co nse nsu s th at  man y te ch no lo gi es  ha ve  be en  

vide ly ad op ted  in to  m edic a l p ra c ti ce  in the fa ce  of d is tu rb in g ly  sc an ty  in fo rm at io n  abou t 

th ei r hea lth ben ef it s,  cl in ic al  r is k s , co s t- e ff ec ti v en ess , and  so c ie ta l s id e -e ff ec ts ; th at  

the  us e and over use  of o th er  te ch no lo gi es  has  p e rs is te d  lon g a f te r  it  was  ev id en t th at  

the y w er e of m arg in al u ti li ty , ou tm od ed , o r  ev en  ha rm fu l;  and th at  s ti ll  o th er w el l-  

va lida te d in no va tio ns  ha ve  be en  in ord in ate ly  slo w in  fin ding  th e ir  way to  pat ie n t c a re .

The co nse quen ce s of su ch  fa il u re s  - -  in cl ud in g sp ir a li n g  co st s wi th  le s s  than  co m m en - 

-•ura te hea lth  im pro vem en ts  and ia tr ogen ic  he al th  pro b le m s - -  a re  now po sing  m ajo r 

ii ie m m as fo r p ro v id e rs , p la n n ers , pa ti en ts  and th ir d  part y  p ay ers  ab ou t th e u se s of 

?x ist ing and  em er gin g te ch no lo gi es  .



Th e He alt h Te chno logy  E nv iron m en t

Evide nc e of a ra is ed  he al th  tech no logy  co nsc io usn es s is  ac cu m ul at in g:

— Do ze ns  of a r ti c le s  abou t the us e and ab us e of te ch no logy  ha ve  be en  

w ri tt en  re ce ntly  by pro m in en t hea lth  off ic ia ls  and re s e a rc h e rs :

— Bl ue  Sh iel d has  an no un ced th at  it  will  no lo nger  re im b u rs e  ro ut in el y 

fo r 28 m ed ic al  and  su rg ic a l p ro cedure s;

— Two Nat iona l co m m is si ons on bi om ed ic al  r e se a rc h  ha ve  be en  cre a te d  in  

re cen t y ea rs  one of wh ich  wa s P re si d en ti a ll y  ap po in ted;

— Se na to r Ke nnedy  ha s he ld  a s e r ie s  of heari n g s,  and C ongre ss m an  M os s ha s 

pro pose d tech no logy  co n tr o l- re la te d  le gi sl at io n;

— Th e Of fic e of Te ch no logy  A sse ss m en t ha s is su ed  fiv e re p o rt s  on m ed ic al  

tec hn olog y,  and the In st itu te  of Med ic ine wi ll so on  p ub li sh  the  re su lt s  of a y ea r- lo n g  

stud y on the  p ro cess  of ad op tio n and  di ffus io n of har d  tech no logy ;

— Pu bl ic  in te re s t gr ou ps  are  de man ding  in cre ase d  co nsu m er  pro te ct io n ;

— P ri v a te  in su re rs  and  em pl oye rs  a re  se arc h in g  fo r gu idan ce  on the re la ti o n ­

sh ip  be tw een the  use of tech no logy  and so ari ng  he al th  c a re  co s ts .

Whi le th ere  is in cre asi ng  (thoug h fa r from  un iv er sa l)  ad vo ca cy  fo r m an ag in g he al th  

tec hn olog y toward se rv in g  the pu bl ic  m ore  ef fici en tly and  ef fe ct iv el y,  th ere  are  

d iv er gen t p e rs pec ti ves on who wou ld ta ke  the lead  ro le  in in te g ra ti ng  ef fo rt s 

to w ar d th at  end  and the  m ea ns to be  em pl oy ed . F o r  ex am pl e:

— M any  re se a rc h  sc ie n ti s ts  vie w a st ro n g er go ve rn m en t ro le  as  a th re a t 

to ben ef ic ia l te ch no lo gi ca l inno va tio n;

— M any p ra c ti c in g  p hysi c ia ns view such  ef fo rt s as  co m pro m is in g  the  ph ys ic ia n 

pa ti en t re la tionsh ip  and  th e ir  inde pe nd en ce  of p ro fe ssi onal judg em en t;

— Many dru g and de vi ce  m anufa ctu re rs  a re  co nc er ne d abou t go ve rn m en t 

in te rf e re n ce  with the m ark et p la ce  and ad di tion al  re s tr ic ti o n s  with wh ich  it  is  

co st ly  to co mply;



67

- -  S ti ll  o th ers  a re  co nc er ne d abo ut ov er -m an ag em en t and it s  po te n ti al  fo r 

in cre asi ng  de la ys in  the flow  of ben ef ic ia l inno va tion s to be ds id e p ra c ti c e .

Th e m ult ip le  pro b le m s a ri si n g  from  tech no logy  de ve lo pm en t and u ti li za ti on  ha ve  no t 

em er ged  over ni gh t,  and ev en  the m ost  ca re fu ll y  de vis ed  D ep ar tm en t in it ia ti ve  is  

unl ik ely  to pr ov id e a "q ui ck  fix " to the ex tr ao rd in a ri ly  co mplex  se t of p ro b le m s 

in vo lv ed . T his  re p o rt  p ro pose s a m ajo r m an ag em en t in it ia ti ve , bu t it  is  on ly one 

st ep  toward a lo ng-r an ge so lu tion  th at  m u st  take  in to  ac co un t the  co m ple x it ie s of 

tech no logy  d ev e lo p m en t/ tr an sf e r/ u ti li za ti o n , and  the d iv er gen t p r io r it ie s , 

p e rs p ec ti v es , and  val ue s of the  var io us p a r t ie s -a t - in te re s t .

Th e al te rn ati ve  to ad op tin g a new  s tr a te g y  is  to co nt inue  the  cu rre n t esse n ti a ll y  

la is s e z - fa ir e  ap pro ac h wh ich  too fr eq ue ntly  le av es  de ve lo pm en t and ad op tio n of 

te ch no lo gi es  to the in te ll ec tu a l cu ri o si ty  of re s e a rc h e rs , the m ar ket in g  s tr a te g ie s  

of m anufa ctu re rs , the slo wly  ev olving  co nse ns us of p ra c ti ti o n e rs , the  de m an ds  of 

usu al ly  un in fo rm ed  co nsu m ers , and the in ce ntive s of the  re la ti v e ly  unco ns tr ai ned  

he al th  m a rk e t.

Th e D ep ar tm en t of H ea lth,  Edu ca tio n,  and W el fa re

T hi s re p o rt  fo cu se s on m ed ic al  te ch no lo gi es  (d ru gs , de vic es , and  m edic a l and  

su rg ic a l p ro cedure s)  with which  th is  D ep ar tm en t is  invo lved  in  th re e  p r im a ry  ways: 

- - i t  de ve lo ps  te ch no lo gi es  bo th in tr a m u ra ll y  th ro ug h em pl oy ee  sc ie n ti s ts  and 

in novat ors , and ex tr am ura ll y  th ro ug h su ppo rt  of re se a rc h  and  de ve lo pm en t 

ac ti v it ie s:

- - i t  ev al uat es  ex is ting  and em er gi ng  tech no lo gi es  to at te m pt to unde rs ta nd 

th e ir  va lue and  th e ir  im pli ca tions fo r he al th  and  so ci et y;
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— it  re cogn iz es te ch nolo gie s by re gu la ti ng  th em , by bu ying  th em , by 

re im b u rs in g  fo r th em , o r by o th er w is e  contr ib uting  to th e ir  use  o r  non-u se .

Ye t fo r a ll  of it s in volv em en t,  the  D epar tm en t has  no s tr a te g y  fo r sy s te m ­

a ti call y  lin ki ng  the li fe  cy cl e of tech no lo gy  dev el opm en t,  ev al uat io n, t ra n s fe r , 

dif fu si on, u ti li za tion  and  p h ase -o u t.  Nor  ha s it  e it h e r  ex pec te d su ch  a 

s tr a te g y  of it s  ag en cie s (wi th th e ex ce ption of FDA ) o r pro v id ed  re so u rc e s  to 

c o n str u c t on e.  Con se qu en tly,

- -  th e "k nowl edge  dev el op m en t"  ag en ci es  (li ke  NIH and  NCHSR) ea ch  de ci de 

in de pe nd en tly wh ich  te ch nolo gie s th ey  w ill  ex am in e,  how they  w il l ex am in e 

th em , and how th ey  w ill  ha nd le  the re su lt s ;

— th e "a ct io n agencie s"  (suc h as  HSA, M edic are , M ed ic ai d, and  the PSRO  

p ro g ra m ) la ck  b oth the te ch nic al  in fo rm ation  to  c a r ry  ou t th e ir  re sp o n sib il it ie s  

and the links to the kn ow ledg e de ve lo pm en t ag en ci es  th ro ug h which  to neg otiat e 

ex am in at io n of  the te ch nolo gie s fo r wh ich  they  ne ed  acti on -s upport in g  in fo rm ­

at io n;

— re su lt s  of te chn ic al ev al uat io ns appea r in  the re se a rc h  li te ra tu re , bu t of ten 

do no t co me to the a tt en tion  of  p ra c ti c in g  physi c ia ns o r th ose  o ff ic ia ls  re sp o n ­

si b le  fo r m ak in g re im b u rs em en t decis io ns,  and  de ve lo pi ng  re gu la ti ons,  

le g is la ti on  and  st an d ard s;

— tech no lo gy  ev al ua tion  ac ti v it ie s a re  exte nsi ve,  bu t ex is ting  te ch nolo gie s 

(p a rt ic u la rl y  m ed ic a l and  su rg ic a l p ro ced u re s)  rece iv e  too  li tt le  at te ntion;

- -  consi dera b le  eff ort  is  fo cu se d on ef fica cy  and  sa fe ty  eval uat io ns,  bu t li tt le  

is  do ne  abou t the cost -b en efi t and  co st -e ff ec ti v en ess  im pli ca ti ons and  v ir tu ally  

no th in g is  done to ex am in e g en era l so c ie ta l im pac ts ;
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— the  li nkag es  be tw ee n tech no logy  st ud ie s and  ac tio n to im pe de  or 

st im u la te  tech no logy  tr a n s fe r  and  u ti li za ti on  a re  ad hoc and  of ten fa il .

As a re su lt , DHEW is  cu rr e n tl y  se ek in g a new  st ra te g y  fo r ha nd lin g m ed ic al 

te ch no lo gi es  to a s su re  th at  the y a re  m o re  care fu ll y  sc ru ti n iz ed  fo r th e ir  

ef fica cy  and  ef fe ct  on hea lth  outc om es , m o re  ra pid ly  in troduce d o r phas ed  

ou t of  p ra c ti c e , m ore  ef fi ci en tly  org an iz ed  and  eq uitab ly  d is tr ib u te d , and  m ore  

appro pri a te ly  an d ef fe ct iv el y use d. Suc h a st ra te g y  m ust  be  ab le  to pro v id e  a 

bal an ce  be tw ee n co n tr o ll in g  cost s of heal th  ca re  and o v er- co n tr o ll in g  te ch no­

lo gic al  in no va tio n at  the ex pe ns e of qua li ty  of hea lt h  c a re .

F ro m  our p a s t exper ie nce wi th d ru g s,  it  is  kno wn th at  ex pa nd ing tech no lo gy  

m an ag em en t will  pl ac e dif fi cu lt  and se nsi ti ve  deci si onm ak in g a u th o ri ti e s  in  the  

ha nd s of  gover nm en t.  Al tho ugh exte nsi ve in tr a -D ep art m en ta l and  e x tr a -  

D epar tm en ta l co nsu lt at io n  is  pl an ne d,  in  th e fi nal  analy si s DHEW  off ic ia ls  w ill  

ha ve  to we igh  uncert a in  ev id en ce  of sc ie n ti fi c  in qu ir y  ag ai nst  th e ir  e s ti m a te s  

of the va lue of qua li ty  of li fe  and  c o st s.  Suc h deci si ons ca nn ot  be  m ad e wi thou t 

th e ir  in ev itab le  r is k s  and  e r ro r s .  N ev ert h e le ss , the Study Tea m  be li eves that  

the sy s te m ati za ti on  of  cu rr en tl y  fr ag m en te d  p ro c e sse s  and  the re n d eri n g  ex plici t 

of p re sen tl y  im p li c it  deci si ons and  act io ns sum to a ju st if ie d  and  re sp o n si b le  

s te p . '

Th e Cha rg e to the Stu dy Tea m

On Ju ly  20, duri ng  h is  te st im ony bef ore  the Se na te  Su bc om m it te e on H ea lth  and 

Sci en tif ic  R ese arc h , A ssi st an t S ec re ta ry  fo r Hea lth  D r.  Ju li u s Ri chmon d wa s 

as ke d by Sen at or Ke nnedy  if the  D ep ar tm en t co uld de ve lo p an ou tli ne  fo r a DHEW
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sy s te m s ap pro ac h to tech no logy  m an ag em en t.  At the  sa m e ti m e. A ssi st an t 

S ec re ta ry  fo r Pla nn in g and  E val uat io n Hen ry  Aar on  had ad vi se d S e c re ta ry  

Cal ifan o th at  h is  st af f wa s p re p ari n g  a dec is io n  m em ora ndum  on tech no logy  

m  a na  ge m  ent . in  the D epar tm en t.  As  a re su lt , the  Off ice of the A ssi st an t 

S ec re ta ry  fo r Pl an ni ng  and E val uat io n (P ), in co ll abora ti on  wi th the  Of fic e 

of the  A ss is ta n t S ec re ta ry  fo r H ea lth  (H), wa s as ke d to co nd uc t a m onth -long 

Phase  I stud y of th is  is su e . P and H st af f m et  jo in tl y  with  re p re se n ta ti v e s  of.  

the D ep art m en t' s heal th  ag en cie s and as ke d them  to pro duce,  with in  te n cay s,  

re p o rt s  of th e ir  agen c ie s'  te chnolo gy-r e la te d  ac ti v it ie s . (See Ap pend ix Tab  2 

fo r the Agency  Rep or t O utl in e .)  Th e re su lt in g  re p o rt s  (Appendix  Tab s 3 

th ro ug h 11) wer e an alye d and co m par ed  wi th the  Study T eam 's  co nce ptu al  

fr am ew ork  fo r tec hn olog y m an ag em en t to fo rm  the  b a s is  of  th is  re p o rt .

Focu s of the  Phas e I S tudy

Th e fo cu s of th is  stu dy  is  the de ve lo pm en t of a D epar tm en ta l s tr a te g y  fo r 

ensu ri ng  th at  em er gin g o r exis ting  hea lth  te ch nolo gie s a re  sy s te m ati ca ll y  

ev al ua te d and  th at  re su lt s  of th os e ev al uat io ns a re  link ed  to  exp li c it  act io ns — 

us in g in te rv en ti on  m ec han is m s av ai la ble  to the  D epar tm en t - -  to st im u la te  o r 

re ta rd  de ve lo pm en t; e n co u ra g e /d is c o u ra g e /o r p la ce  co n str a in ts  on u ti li za tion; 

o r ef fe ct  p hase -o u t.

Th e Stu dy Tea m  ex am in ed  cu rr e n t D epar tm en ta l a c ti v it ie s to d is c e rn  (1) w he th er  

th ere  ex is ts  in  the  D ep ar tm en t s tr u c tu re s  and p ro c e sse s  fo r sy s te m ati ca ll y  

ev al uat in g and ac ting  to in flu en ce  th e de ve lo pm en t and use  of te ch nolo gie s,  and 

(2) w he th er  tech no lo gi es  a re  in fa ct  be in g sy st em ati ca ll y  ad d re ssed . It wa s 

co nc lu de d th at  n e it her was  the c ase . Th e Tea m  th en  de ve lo pe d a lin ke d.
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si x-c om ponen t co nc ep tu al  des ig n th ro ug h wh ich  sy s te m ati c  ac ti on  co uld occu r,  

co m par ed  c u rre n t D epar tm en ta l te chnolo gy-r e la te d  a c ti v it ie s to th at  des ig n , 

id en ti fi ed  defi c ie n c ie s,  and  re co m m en ded  re m ed ia l ac ti ons.  It wa s re c o g ­

ni ze d th at  the D ep art m en t' s re so u rc e s  co uld no t supp orx su ch  th or ou gh  

sc ru ti ny  of a ll  the ne w, ex is ting  and  de ve lo pi ng  hea lt h  te ch nolo gie s (e xper t 

pst im  atps  of wh ich  ra nge fr om  8, 000 to 150, 000) and  th at  m an y did no t re q u ir e  

th at le vel of a tt en ti on . Whil e the ag en ci es  would  co nt in ue  to ad d re ss  o th er 

im port an t te ch nolo gie s th ro ug h dev el op m en t of  th e ir  own an al y ti c ag en das , th is  

re p o rt  p ro pose s th at  the D epar tm en t,  th ro ug h a b ro ad -b ase d , p a rt ic ip a to ry  

p ro c e ss , an nu al ly  se le c t a sm all  num ber  of h ig h -p ri o ri ty  te ch nolo gie s,  and  

su bje ct  th em  to an  e sp ecia ll y  ri g o ro u s ev al uat io n and ac ti on  p ro c e ss .

Th e Stu dy Tea m  co nc lu de d th at  in  o rd e r  fo r su ch  a sy st em  to o pera te  ef fe ct iv el y , 

it  shou ld  be  m an ag ed  by an of fice  at  the D ep ar tm en t le vel wh ose fu nc tio ns  would 

in clud e the  fo llo wing:

— de ve lo ps  opera ti ona l p ro ced u re s in  co ll abora ti on  wi th DHE W ag en cie s,  

o th er  F e d e ra l ag en ci es  ( e .g . ,  VA, DOD, OST P,  NASA, NSF) and  outs id e 

p a r ti e s  at  in te re s t ( e .g . ,  ac ad em ic  hea lt h  sc ie nce c e n te rs , m ed ic al sp ec ia lt y  

gr oups,  p ro v id e rs , in su re rs , pu bl ic  in te re s t g ro ups,  In st it u te  of M ed ic in e,  

m anufa c tu re rs ):

— m anages  the an nu al  p ro c ess  re la te d  to h ig h -p ri o ri ty  te ch nolo gie s;

- -  p ro v id es te ch nic al  a ss is ta n ce  to DHE W agen ci es  in  th e ir  m an ag em en t of 

n o n -p ri o ri ty  te ch nolo gie s (b as ed  on exper ie nce with the  h ig h -p ri o ri ty  sy st em  and  

ta rg e ts  of op po rtun ity );

- -  se rv es  as a c a ta ly st  fo r fo rm ula ting  D epart m en ta l po li c ie s on  te ch no lo gy  
m an ag em en t is su e s ;
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— fu nc tio ns  as  the D ep art m en t' s fo ca l po in t fo r (th ough  no t excl usi ve  

ag en t of) li a is o n  wi th o th er F e d e ra l agen ci es  and  ou ts id e p a r ti e s  a t in te re s t;

— fu nc tio ns  as  a "s w itch in g po in t"  fo r in co m in g in q u ir ie s  re la te d  to  hea lt h  

te ch no lo gi es  be ing ad d re ss ed  with in  the D epar tm en t and  fo r D epart m en ta l in q u ir ie s 

ab ou t re la te d  ac ti v it ie s ou ts id e the  D ep ar tm en t;

— m onit o rs  DHEW  agencie s'  m an ag em en t of te ch nolo gie s on an ad hoc  

b asi s to obta in  feed ba ck  on agen cy-b as ed  te ch ni qu es , and  to id en ti fy  ga ps  

and  ta rg e ts  of  op po rtun ity  fo r te chn ic al a ss is ta n ce  o r the ne ed  fo r fu rt h e r 

co nc ep tu al  de ve lo pm en t o r  fo rm al ev al ua tion .

L im ita tions of the Phase  I Study

Th e Phase  I stud y is  no t in tend ed  to r e su lt  in  a fu ll -f le dged  p re sc r ip ti o n  

fo r DHEW tech no logy  m an ag em en t,  bu t to pr od uc e a co nce ptu al  fr am ew ork  

to be  us ed  as  a foun da tio n fo r des ig nin g su ch  a sy st em  in  the fu tu re .

C on se qu en tly , th is  re p o rt  do es  no t' a tt em p t to pro vid e in fo rm ation  on 

(1) the te chnic al ab il it ie s of the kn ow ledg e de ve lo pm en t ag en ci es  and th e ir  

st a ff s to co nd uc t o r sp onso r the  ty pe s of te ch nic al  st ud ie s th at  ne ed  to be 

ap pl ie d;  (2) the qu al ity  of su ch  st ud ie s as  a re  now be ing do ne ; (3) th e ab il it ie s 

of  the  ac tion ag en ci es  o r th e ir  st aff s to wi eld the in te rv en ti on  m echan is m s 

th ro ug h which  DHEW ca n im pe de  o r st im u la te  de ve lo pm en t o r u ti li za ti on  

of a tech no logy  ; (4) the vari ous options,  wi th th e ir  p ro s  and  co ns , fo r re so lv in g  

the defi c ie nc ie s id en ti fied  by the  stud y te am .
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Im port an t stud y li m it s  w er e:

(1) in fo rm ation  was  lim it ed  to re p o rt s  p re p are d  bv the  ag en cie s with in  

te n d av s; the Study Tea m  had no tim e to  do in de pe nd en t data  ga th eri ng  o r 

v e ri fi ca ti on ;

(2) a c ti v it ie s with in  PH EW  on ly w er e ex am in ed  ex cl ud in g si gn if ic an t and 

re le v an t a c ti v it ie s  of  su ch  F e d e ra l agen ci es  as th e VA, DOD, NS F,  NASA, 

OST P,  and  OT A, and  su ch  p ri v a te  en ti ti e s as  m an u fa c tu re rs , m ed ic a l sp ec ia lt y  

gro ups,  ac ad em ic  hea lt h  sc ie nce c e n te rs , the In st it u te  of M ed ic in e,  and  

p ro v id e r and consu m er gr ou ps ;

(3) an aly si s was  re s tr ic te d  to p ro g ra m m ati c  and  sy s te m s appro ac hes  

and sp ec if ic a ll y  did no t co n si d er wh ich o rg an iz ati onal e le m en ts  with in  DREW 

m ig ht be  ass ig ned su ch  fu nc tio ns  o r  th e le ve ls  of any ad dit io nal  st aff in g  o r  

fund ing th at  m ig ht be  re q u ir ed ;

(4) m ed ic al  te ch no lo gi es  only w er e exam in ed ; th us,  hea lt h  c a re  sy st em  

m an ag em en t,  re h ab il it a ti on , m en ta l hea lt h  and envir onm en ta l te ch nolo gie s w er e 

ex clud ed  as  w er e re se a rc h  and de vel opm en t a c ti v it ie s  p e r  se .

Con se qu en tly , it  is  re co m m en ded  th at  a P hase  II stu dy  be  p ro m ptly  in it ia te d  

and  th at  it  fo cu s on th os e asp ects  wh ich wi ll no t be  in cl ud ed  in  th is  f ir s t 

re p o rt . Th e d im ensi ons of th e Phase  II stud y a re  d esc ri b ed  in  Ap pend ix 

Tab  13.

Two Im port an t D is ti nct io ns

Th e te chnic al te rm s  us ed  in th is  re p o rt  a re  p re se n te d  in  the G lo ss ary  

(Appe ndix Ta b I). How ev er , two d is ti nc ti ons a re  ne ed ed  a t th is  po in t to 

sh arp en  th e d is cuss io n :
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(1) the tec hn olog y sy st em  vs.  "t ec hn ol og y a sse ssm en t"

Thi s re p o rt  fo cu se s on a m an ag em en t p ro c ess  and a s tr u c tu re

(a sy st em ) fo r ex am in in g and  in flue nc in g te ch nolo gie s as  th ey  move

fr om  de ve lo pm en t in to  p ra c ti c e . Th e popula r te rm  "tec hn ol og y

asse ssm en t"  re fe rs  on ly  to one  typ e of te chn ic a l stu dy  th at  m ay  be

ap pl ie d to a give n tech no lo gy , and it  is  ad d re ssed  as  one p a r t  of *

Se ct io n IV.

(2) kn ow led ge  de ve lo pm en t ag en ci es  v s.  ac tio n agen ci es  «

F o r  the purp ose  of th is  re p o rt , the Study Tea m  ha s co me to view

ag en ci es  (o r p a r ts  of ag en ci es ) as  ha vi ng  as  a p r im a ry  o ri en ta ti on  

e it h e r the  de ve lo pm en t of kn ow led ge  about te ch nolo gie s (e . g . , NIH 

o r  NCHSR) o r the use  of th at  kn ow ledg e to underg ir d  o r ju st if y  

ac tions take n to im pe de , p ro m ote , o r o th er w is e  se t co nd it io ns  on the 

us e of a tech no logy  ( e .g . , HSA or  HC FA ). It is  re co gniz ed  th at  th is  

d is ti ncti on  is  overs im pli fi ed  - -  m ost  kn ow ledg e de ve lo pm en t ag en ci es  

ha ve  so m e ac tio n dim en si on (even if  it is  co nf ined  to  publi ca tion  of 

in fo rm at io n) and so m e ac tio n ag en ci es  ha ve  de ve lo pe d consi dera b le  

kn ow led ge  de ve lo pm en t cap abil it y  (e . g. O PPR  in  HC FA ). Su bs eq ue nt  

st udie s of m an ag em en t ch an ge s will  ne ed  to  we igh the d e s ir ab il it y  of 

m ai nta in in g th es e  dupli ca tive and ov er la ppin g fu nct io ns.  Th e ty ping  

of agen cie s'  p ri m a ry  fu nc tio ns  is  use fu l fo r p u rp o se s of ex am in ing 

m is si n g  o r in ef fe ct iv e lin ka ge s and th e ir  c o st s.

A Note About  Leg is la tive Step s in the  P ro c e ss

Sev er al  le g is la ti v e  au th o ri ti e s wi ll exp ir e  th is  F is c a l Y ea r (e .g . NIH, 3H PR D,

NCHSR, NCH S). Th e Study Tea m  bel ie ves  th at  no new  le g is la ti v e  au th ori ty

- /a -



75

is  re q u ir ed  fo r the in it ia l st eps n e ce ssa ry  to  in it ia te  the p ro pose d tech no lo gy  

m an ag em en t p ro c e ss  and  s tr u c tu re . The y a re  with in  the D ep art m en t' s ad m in is ­

tr a ti v e  au th ori ty , and  th ere  is  consi dera b le  C ongre ss io na l in te re s t in ha ving  die 

D epar tm en t m ov e fo rw ar d  on the m a tt e r . How ev er , sh ou ld  new  le g is la ti on  

pro ve d e s ir ab le  fo r su ch  p ro p o sa ls  as  ta rg e te d  appro pri a ti ons and posi ti ons,  

th e tim e avai la b le  to ad va nc e them  fo r C ongre ss io na l consi dera ti on  w il l be 

v e ry  sh o rt .
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I. THE  CO NC EPTU AL  FRA MEW ORK  FOR A PRO POS ED TECHNOLO GY SYSTEM

M ed ic al  te ch no lo gi es  fr eq ue nt ly  mov e from  a de ve lo pm en ta l st ag e th ro ug h a f ra g ­

m en te d and hap ha za rd  p ro cess  into u ti li za tion  in the  he al th  c a re  sy st em  w he re  they  

m ay  as su m e a li fe  of th e ir  own unre la te d to pr ov en  ef fica cy , co s ts , r is k s , o r 

ben ef it s.  S im il a rl y , the p ro cess  of tech no logy  de ve lo pm en t and tr a n s fe r  'within

DRE W is  a t le a s t as  frag m en te d and  hap haz ard . D if fe re nt  ty pe s of te ch no logy  e

st udie s are  sca tt e re d  th ro ug ho ut  the D ep ar tm en t,  and th ere  is  no ce n tr a l c le a r ­

ingh ou se  to  pr ov id e in fo rm at io n abou t ex is ting , new , ahd  em er gin g m ed ic a l

te ch nol ogi es . M ore over , stu dy  re su lt s  from  know led ge de ve lo pm en t ag en ci es  *

a re  no t lin ke d sy st em ati ca ll y  to ac tion  ag en cy  m ec han is m s to r e s t r ic t  or  

st im ula te  tr a n sfe r  and u ti li za tion  of te ch nol ogi es , and no D ep ar tm en ta l un it  is  

re sp onsi b le  fo r addre ss in g  t hes e is su es  co m pre hen si vel y .

Re co gn iz ing that  the  D ep ar tm en t cu rr e n tl y  ha s n e it her a st ra te g y  fo r m an ag in g 

m ed ic al  tech no logy  nor an  an al yt ic al  par ad ig m  upon which  to  de ve lop su ch  a 

st ra te gy , the Study Tea m ha s de si gn ed  a pro pose d tec hn olog y sy st em  and  ha s 

st ru c tu re d  th is  re p o rt  in te rm s of the pro pos ed  sy st em . F ig u re  1 on the  ne xt  pa ge  

dep ic ts  the  co nc ep tu al  fr am ew or k fo r the  sy st em  wh ich  in cl ud es  a si x-c om ponen t 

p ro cess :

1. Id en ti fica tion  and sc re en in g  of  ca nd id at e tech no lo gi es
2. C en tr al iz ed  p ri o ri ty  se tt in g  of te ch no lo gi es  to be sc ru ti n iz ed
3. Co nd uc t or  m onitoring  of the  te ch nic al  st ud ie s
4. T ra nsl a ti on  of te ch ni ca l fin ding s fo r re le van t u se rs
5. Coo rd in at ed  de ci si on m ak in g to r e s tr a in  o r st im ula te  the  tec hn olog y
6. In te rv en tion m ec han is m s to im ple m en t the de ci si ons

As shown in  the fol low ing  se ct io ns of th is  re p o rt , two of the si x  sy st em  

co mpo ne nts ha ve  a re as on ab ly  st ro ng  bas e of ac ti v it ie s wi th in  the  D ep ar tm en t 

wh ile  fo ur  o th ers  ar e ab se nt  o r ver y  we ak . Th e Study Tea m  ha s

conc lude d th at  it  is  im port an t to c o rre c t the def ic ie nci es  of the ex is ting  

co mpo ne nt s and to est ab li sh  the  ab se nt  co m po ne nt s be ca us e a ll  of the m

-a -
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are  ne ed ed  to a s su re  th at  m ed ic al  te ch no lo gie s ar e ex am in ed  and th at  ex pli ci t 

• dec is io ns a re  m ad e ab ou t th e ir  va lu es  and  li m it s .

Th e co m po ne nt s of  the  pro pos ed  sy s te m  and an an aly si s of wha t is  now be ing do ne , 

as  wel l as  wha t is  no t be ing do ne , w ith in  ea ch  co m po ne nt  co nst it u te  the su bs eq uen t 

se ct io ns of  th is  re p o rt :
*

M on ito ring  and  Scr ee ni ng  (S ec tio n II):  p ro pose s de ve lo pm en t of a te ch no lo gy  in fo r 

m at io n base , and  a p ro cess  fo r "c o a rs e  sc re e n in g "  of hea lt h  ne ed s and ex is ting  

♦ and  de ve loping  te ch no lo gi es  to be  an al yz ed  o r  te s te d .

Dev elop m en t of an Ana ly tic  Age nd a (S ec tio n III) : p ro pose s a p ro cess  of su bj ec ting  

te ch no lo gie s wh ich pass  the  "co ars e  sc re e n "  to a fin e sc re e n  re su lt in g  in  ap pr ov al  

of  an An nu al Tec hn olog y A na ly si s Age nd a fo r the D ep ar tm en t.  It al so  in cl ud es  

dec is io ns ab ou t wh at ty pe s of  st udie s a re  to be  co nd uc te d and th e ir  as si gnm en t to 

ap p ro p ri a te  ag en ci es .

A nal ysi s and T es ting  (S ec tio n IV): outl in es  fiv e c la s se s  of te ch nic al  st u d ie s by 

wh ich  m ed ic al  te ch no lo gi es  might  be  sc ru ti n iz ed . ~

Re vie w and  Sy nt he si s (Sec tio n V): d is c u sse s  sy n th esi s and  " tr an sla ti o n "  of  

re su lt s  of  te ch nic al  st ud ie s and  o th er expert  op in ion in to  a fo rm at fo r po licy  and 

p ro g ra m  ac ti ons.

Dec is io nm ak in g (Sec tio n VI): p ro pose s de ve lo pm en t of a p ro cess  fo r ex p li ci t 

dep art m en ta l dec is io ns wh ich  link  find ings  wi th co ord in at ed  in te rv en ti ons to 

re s tr a in  dev el op m en t o r st im ula te  te ch no logy  t ra n s fe r  and  u ti li za ti on .

Im ple m enta tion /I n te rv en ti on  M ec ha ni sm s (Sec tio n VI I): ou tl in es  in te rv en ti on  

ac tion s flo wi ng  fr om  co or din at ed  ag en cy  dec is io ns and fe ed ba ck  of  the  in te rv en ti on  

im pac ts  to the  m on itor in g and  sc re en in g  co m po ne nt .

Vj -
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II. MONITORING AND SCREENING

- What sys tem  is available to iden tify and catalog 
exis ting and em erging technologies  ?

- How could exis ting and emerging  technologies be scr eened 
to d ete rmine  which might wa rra nt high pr iorit y scr uti ny?

- How can the Depa rtment identi fy and moni tor the health needs 
in or de r to judge which problem s wa rrant high pr io rit y 
scrut iny ?

A. Des crip tion  of Monitoring and Screening Component

The Monitor ing and Screening component iden tifie s those technologies 

which should be regard ed as serio us  cand idate s for  detailed study.

This component con sis ts of three eleme nts . The fi rs t is a dat a base  of 

info rmation  about exist ing and em erging tech nologies , which se ts the fi rs t 

rough boun daries on the range of technologies  to be con sidered.

The second element is an inventory of the causes  of health im pa ir ­

ments and d isa bil iti es . This inve ntory would not only rank the causes  

of death for  v ario us age grou ps, but also ar ray the cau ses  of v ario us 

levels  of imp airm ent such as inabili ty to work or  confinement to bed. 

Information from  the moni toring of health  impairm ent s would thus help 

in select ing  those  technologies which deser ve se rio us  con sidera tion for 

intensive  shady. Information from  the impai rment s inve ntory could 

also help provide guidance for new technology development efforts.

The thi rd elem ent in the Monito ring and Screen ing component is a s at 

of cr it er ia  for "co ars e scr eenin g"  to ident ify spe cifi cal ly the technolo ­

gies  that are cand idates for  deta iled  study. The screenin g cr it er ia  

might  be based  on such fac tor s as magnitude of the hea lth problem  to

- / /  -
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which the technology addre sse s its elf , the pote ntia l do lla r and 

soc ial  costs  of the technology, prominence  of problems conc erning the 

util iza tion of an ex isting technology, or  the urgency  of safe ty con cer ns.  

After cand idate  technologies have been iden tified through the app lica ­

tion of "coa rse  screen ing " cr iter ia , they would move on to the phase 

of Agend a-se tting  (See Section HI) where they would be subjected to 

"One scr eenin g"  cr it er ia  to produce the Annual Analyt ic Agenda of 

technologies  which would ac tual ly be studied in d eta il.

B. Agency Activ ities and Def icien cies 

1. Monito ring and Screen ing of Technologies.-

Analysis of the agencies' repo rts  reve als  that the re is curre ntl y no 

sys tem  to identi fy exis ting and deve loping technologies  or to 

provide the "coarse  sc reen " to se lec t candidate technologies  to be 

studied.  Not only is the re no catalog of such technologies , eit he r in 

or  outs ide of the Departm ent,  but expert es tim ate s of the total 

number involved range widely from 8; 000 to 150, 000 ma jor  and 

mino r pro ced ure s and products . While none of the agencies has a 

sys tem ati c moni toring and scre ening mec hanism,  four of them repo rt 

act ivit ies  which could contribute to the development of the needed 

sys tem .

NCH5 re po rts  that its 20 data sys tem s include con siderable  macro  

data on u tiliz atio n and dif fusion of select ed exis ting medical tech ­

nologies and that it would be feasibl e to add to i ts ongoing survey s som 

questio nna ire items  about additional technologies . Fo r example,

NCHS can curre ntl y provide macro  data which show inc reases  or 

de creases ove r time of diffe rent types  of sur gic al pro ced ure s such

- / r -



as  ca rd ia c ca th et er iz at io n and hip  ar th ro pla st y.  Si m ilar ly , the 

ann ual  ho sp ita l su rv ey  supp or ted  by NCHS inc lud es  ite ms vhich 

enabl e the ce nt er  to tr ac k  the  dif fus ion  ra te  of such hosp ital -b as ed  

tec hnolog ies  as open heart  su rg ery  u ni ts , radi oi so to pe  fa ci li ti es  and 

he mod ia lysis  (Appendix Tab 9, pages 3-6 ).

FDA re port s tha t it  maintains  a co mpu te riz ed  sy st em  fo r post -m ar ket  

su rv ei llan ce  of app rov ed dr ug s.  Th is sy stem  st o re s ad ve rs e drug  re ac tion  

re port s rece iv ed  f ro m m an uf ac tu re rs , ho sp ital s,  ph ys ic ians , the  

World Health Organ iza tio n and ot he r so ur ce s,  inc lud ing  the  li te ra tu re . FDA 

also ha s a sy st em  that li st s appro ved dru g pr od uc ts .

NIH r ep ort s that  dev eloping tec hnolog ies  ar e un de r continuous su rv eil ­

lanc e by the  In st itu tes as par t of th eir  ongoing cycle  of pr og ra m  plan ­

ning, but  th is su rv ei llan ce  ac tivi ty .is  in fo rm al .

NCHSH. re port s tha t it s in tr am ura l st af f have developed a con cept 

de sig n fo r an "id ea l sy st em " to ide nti fy,  sc re en , tr ack , and fo re ca st  

develop ing tec hn olog ies , and that th is con cept de sig n fo r a c om pu te r­

ize d sy stem  has now been  embodie d in an RF P in  ord er to have an ou t­

sid e co nt ra ct or  exa mine both  it s fe as ib il ity and it s co st -e ff ec tiven es s.

The sy stem  is  desig ned to prov ide NCHSP. with a sy st em at ic  way of 

identi fying the  un iv er se  of public and pr iv at el y funded em erging  te ch ­

no log ies  tha t should  be ca nd idates  fo r it s tech nolog y stud ies pr og ra m  

and, mor e pa rt ic ul ar ly , to pro vid e the  ba se  fo r de te rm in ing the  op ti­

ma l tim e at which to con duc t thes e stud ies - -i . e . , be fo re  the tech ­

nology  i s too fa r adv anced to modify through  pub lic po licy in te rven tio n 

and yet suffi cie nt ly  dev eloped so that it is po ss ib le to ob tain ade qua te 

info rm at ion abou t the technolo gy and it s po ten tia l ap pl icat ions . Since
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it  w ill  ta ke  so m e tim e to d em o n str a te  the fe asi b il it y  of  su ch  a sy s te m , 

the ag en cy  has  al so  de ve lo pe d an  in te ri m  in fo rm al appro ac h fo r 

id en ti fy in g and se tt in g  p r io r it ie s  fo r the st udy of  de ve lo pi ng  te chno l­

og ie s.

T hus,  it  appea rs  th at  co n si d era b le  wor k is  a lr ead y  under wa y to d e te r ­

m in e the fe asi b il it y  of  the sy s te m ati c  m onitori ng  of de ve lo pi ng  te c h ­

nol og ie s wh ich m ig ht  w a rr an t se ri o u s  st ud y,  bu t th at  com para b le  co nc ep tu al  

w or k has  no t be en  done fo r ex is ti ng  te chno lo g ie s.  Such a m ec han is m  ne ed s 

to be  des ig ned  and  te s te d  fo r fe as ib il it y  in  th e n e a r fu tu re .

2. M on itor in g and Scr ee nin g of  the  C au se s of Hea lth  Im pai rm en t:

A nal ysi s of  the agen c ie s'  re p o rt s  re v ea ls  th at  the D ep ar tm en t a ls o  

do es  no t ha ve  a sy s te m ati c  in ven to ry  a rra y in g  the cause s of hea lt h  

im p a ir m en ts  and  d is ab il it ie s  wh ich  co uld  be use d as  a b asi s fo r the 

se le c ti o n  of  high  p ri o ri ty  te ch nolo gie s fo r st ud y.  N ev ert h e le ss , 

th e re  is  consi der ab le  act iv it y  in  the  coll ect io n  of  m o rt a li ty  and 

m orb id it y  dat a,  and ag en cy  eff o rt s in th es e a re a s  could  pr ov id e the  

fo un da tio n fo r an  ex pa nd ed  m onitori ng  p ro gra m .

NCHS re p o rt s  th at  it  is  coll ect in g  a la rg e  vo lume  of  data  conce rn in g 

the  cau ses of  de at h an d,  th ro ug h su rv ey  q u est io n n a ir es,  data  on 

the  cau ses of  il ln e ss  as  wel l. NIH,  CD C, and HC FA a re  a ls o  c o ll ec t­

ing in fo rm ati on  on the in ci de nc e and pre val en ce of  d is o rd e rs  wh ich  

a re  re le v an t to th e ir  m is si o n s.  How ev er , th ere  is  no t enou gh  in fo r­

m at io n  with which  to  co rr e la te  the  in cide nc e of  the  vari ous d is e a se s  

wi th the  d eg re es o r le vels  of im p air m en t th at  they  pro duce . F o r
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example, one would want to -mow how many people with h ea rt 

dis ease are symptom atic but working,  how many are  unable  to work 

but ambulatory, and how many are so incapacita ted that they are 

confined to bed. Dete rmin ing the tru e "co st"  of a d iso rder , and thus 
value of a  technology to allevia te it,  depends to some exten t on '.mow­

ing these impairm ent lev els , and not simply  the bru te cau ses  of death 
or  ill ne ss . The mor bidi ty and m ortal ity  data cu rre nt ly  being col lec ted  
NCHS, NIH, CDC, and HCFA can ser ve  as the basis  for  a more sy ste­

ma tic inventory  and a rr ay  of the causes  of i mpairment lev els . Such a 

mechanism for  sys tem atical ly coll ectin g, analyz ing, arr ayi ng, and 

displaying  the causes  of health  impai rment s needs to be developed 

sinc e it,  together with the sys tem  for  monito ring the technologies  

the mselves,  constitutes the fron t end of a sys tem ati c Depar tme nta l 

approach to technology m anag ement. Without such a s yst em , it is 

quite poss ible  that  the most cr iti ca l technologies will be overlooked, 
or  that the l imi ted  funds avai lable  will be inve sted  in the study  of 

lo w er 'p rior ity  techno logies.

C. Recommended Approaches

It is recom mended that  the Dep artm ent determ ine  the fea sib ilit y and 

cos t-e ffectiven ess  of developing within one or more of the agencies,  
a sys tem  to: (a) ident ify and m onitor technologies; (b) inve ntory and m onito r 

the causes of health  imp airme nts ; and (c) scree n the exis ting and 
developing technologies to se lec t candidates  for intensive study.  The 

sys tem  should be capable of serving both the knowledge development 

and the action agencies of the Depa rtment. Since it may not be 

pos sible to design  and launch such a sys tem  in less  than two y ears,  

an ad hoc inter im approach will need to be conc eptualized and employed.



HI. TH E ANALY TIC AGE .NPA

- How a re  the h ig hes t p r io ri ty  te ch no lo gie s se le c te d  to r  sc ru ti n y  fr om  
am ong the po ol  of  ca nd id at e te ch no lo gi es  ?

- How ca n a b e tt e r  ba la nc e be s tr u c k  be tw ee n the in fo rm at io n  ne ed s of  the  
ac tion  ag en ci es  and  the re se a rc h  in te re s ts  of the kn ow led ge de ve lo pm en t 
ag en ci es  ?

- How ca n it  be a ssu re d  that  thos e ag en ci es  ca pa ble  of co nd uc tin g th e ne ed ed  
st ud ie s w il l ap ply th em  to the p r io ri ty  te ch no lo gie s in  a ti m el y  m anner?

A. D es cr ip ti on  of the  A na ly tic Ag enda  Co mpo ne nt

T hi s co m po ne nt  co m p ri se s the an nu al  p re p a ra ti o n  of a Te ch no lo gy  A na ly si s 

Ag enda  wh ich  re fl ec ts  the D epart m en t' s p r io ri ty  nee ds  fo r te ch n ic al  in fo rm at io n  

abou t ex is ting , new , and  em er gi ng  te ch nolo gie s.  M an aged  at  the  D ep ar tm en t 

le vel , the co ll ab ora ti ve ag en da -b ui ld in g p ro cess  in cl udes  ag en cy  st af f,  r e p r e s ­

en ta tives  of o th er F ed e ra l ag en ci es , and  ou ts id e p a r t ie s -a t - in te re s t .

Th e p ro cess  of  de ve loping  the an al yt ic  ag en da  se rv e s  as  a "f in e sc re e n "  which  su b­

je c ts  the  l is t  of ca nd id at e te ch no lo gi es  (i de nt if ie d e a r l ie r  th ro ug h the M on itor in g 

and  Scr ee nin g co mpo ne nt ) to a m ore  se le c ti ve  se t of  c r i te r ia  su ch  as  the re so u rc es  

and  sk il ls  of the know led ge de ve lo pm en t ag en ci es , the in fo rm at io n  ne ed s of the  

ac tion  ag en ci es , the re se a rc h a b il it y  of the p ro b le m , and  the tim e co n s tr a in ts .

F o r  ea ch  tech no lo gy  th at  p asse s th ro ug h the fine sc re e n , the p ro cess  al so  

d e t e r m in e s  wh at ty pe s of  st ud ie s a re  m ost  ap p ro p ri a te  to  the tech no logy  to  be 

st ud ie d,  wh ich  ag en ci es  will  be re sp onsib le  fo r co nd uc tin g the st ud ie s,  and  

wh ich  pote nti al  u se rs  a re  li kel y  to be m ost  in te re s te d  in im pl em en ting  th e stu dy  

re su lt s . Th e Ag enda fo rm ali zes the  D epart m en t' s in te nt  to c a r ry  ou t 15-20  hig h 

p ri o ri ty  st udie s p e r  y ear,  bu t do es  no t re p la ce  the  de ve lo pm en t of an al yt ic  ag en da s 

by the  i n d i v id u a l  ag en ci es . A ft er  the Ag enda  is  ap pr ov ed  by the S ec re ta ry , o r  h is  

de si gnat e,  th e D epart m enta ll v -a ss ig ned  st ud ie s fo rm  the  co re  and f ir s t p ri o ri ty  

of the  an al yt ic  re sp o n s ib il it ie s  of the ag en ci es .
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B.  Agenc y A ct iv it ie s and  D ef ic ie nci es

A ge nda- se tt in g occu rs  at  the  ag en cy  and su b-a gen cy  le v e ls , in flue nc ed  by p ri o r it ie s  

(no t n ece ssa ri ly  te chnolo gy-r e la te d) id en ti fi ed  th ro ug h so m e of the  fol low ing :

-  the annual D ep ar tm en ta l Pl an ning  Gu idan ce

- OS re vi ew  of  the  A gen ci es ' ev al uat io n plan  su bm is si ons

-  C on gre ss io nal  m an da te s and re quest s

-  3ta ff,  peer and co nst it uen t co nta ct s

Pr op ose d ag en cy  agen da s fi lt e r up to bu re au  and  ag en cy  he ad s coord in ate d  by 

re vie w  com m it te es  o r by the  ag en cy  plan ning  of fice . D ec is io ns  a re  mad e in co n­

si d era ti o n  of  re so u rc e  avai la bil ity  and  perc ei ved  sa li en ce of  the  can did at es,  wi th 

the  dec is io ns th en  re m an ded  to the  working  st af f fo r im ple m en ta tion .

Th e p ri m ary  d ef ic ie nci es  of th is  ag en cy -b as ed  p ro cess  a re :

1. Th e ne ed s of  the  ac tion  ag en ci es  fo r st udie s of sp ec if ic  te ch no lo gie s a re  not  

be ing  in corp ora te d  in to  the  ag en da s of the  know led ge de ve lo pm en t ag en ci es , 

and th ere  a re  no in te ra gency  m ec han is m s to re ach  co nse nsu s cn  ag en cy  

p ri o r it ie s  o r to pr ov id e a rb it ra ti o n  in  the  ab se nc e of conse nsu s.

2.  T her e is  no ass u ra nce  th at  the  ty pe s of st udie s in it ia te d  a re  co nd uc iv e to 

po li cy-r el evan t qu es tion s be ing ra is ed  abou t the ta rg e t te ch nol ogi es .

3. Opp or tu ni ti es  fo r pote ntial ly  va lu ab le  coll abora ti ve  e ff o rt s a re  of ten m is se d  

be ca us e ag en ci es  are  not aw ar e of each  o th e r’s cap ab il it ie s and ne ed s.

4. T her e is  no D ep ar tm en t-w id e cl ea ri ngho use  which  serv es  as an in fo rm at io n 

po in t fo r the  ag en ci es  and  p ri va te  se c to r gr ou ps  which  ne ed  to know  what 

st ud ie s a re  in p ro g re ss  o r ha ve  be en  cond uc ted cn  a p a rt ic u la r te ch no logy - 

ba se d pro bl em .

- go -
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Th ese de fici en ci es  giv e ri se  to ac tio n ag encie s att em pt ing  to develop staf f 

ca pa bi lit y to con duc t stu dies  re la tin g to th eir  own ne ed s, or aw ard ing  technolo gy  

stu dy  co nt ra ct s tha t may dupli ca te ot he r ef fo rts,  or rem ain ing without the 

tech nica l info rm at ion to un de rg ird  th ei r ma ndate d functions.

C. Recomm ended Approach

It  is reco mmen de d that  the con cept of a Dep ar tm en ta l Techn ology Ana lys is 

Agenda be adopted , and tha t the re sp on sibi li ty  fo r ma nage me nt of the  annu al 

pr oce ss  be lodged  at the  Dep ar tm en t leve l.



IV. ANALYSIS AND TESTING

— Wh at type s of te ch nic al  st ud ie s shou ld  be us ed  to ex am in e 
te ch no lo gie s ?

— Do es the  D ep ar tm en t c u rr e n tl y  co nd uc t su ch  st ud ie s,  and  
w he re  is  im pro ve m en t re q u ir ed ?

A. D es cr ip tion  of the  A na ly si s and  T es ting  Co mpo nent

Th e A nal ys is  and  T es ting  co mpo ne nt  de ve lo ps  te ch nic al  in fo rm at io n  and  da ta  abou t 

ex is ting, new,  and de ve loping  m ed ic al  te ch nol ogi es . T hi s in fo rm at io n  w il l in cl ud e th at  

wh ich  is  now unk now n, as  w el l as  the  va lida tion o r  re fu ta tion  of wh at is  bel ie ved .

In the pre ce di ng co mpo ne nt  (s et ting  the Ana ly tic  Ag enda ), the S ec re ta ry , o r  hi s 

des ig nee , would  de cide  wh ich  ty pe s of te ch nic al  st udie s shou ld  be  ap pl ied to  give n 

te ch no lo gi es , and  would as si gn  re sp o n sib il it y  fo r th e ir  co nd uc t to ce rt a in  ag en ci es . 

D if fe re nt ty pe s of st udie s are  em ploy ed  to ad d re ss  the d iv ers e  ques tion s ge rm an e 

to d if fe re n t m ed ic al  te ch nol ogi es . C la sse s  of st ud ie s co nd uc ted are :

- -  ef fi ca cy  and  sa fe ty  

- -  co st -b enefi t o r  cos t- eff ec ti veness  

— st andard s de ve lopm en t 

- -  co m pre hen si ve tech no logy  a sse ssm en t 

- -  c ro ss -c u tt in g  and  m et ho do lo gi ca l

Eac h typ e of st ud y is  de si gn ed  to pr ov id e in fo rm at io n  abou t a d if fe re n t fa ce t of a 

tec hn olog y:  ea ch  is  co nd uc ted us in g d if fe re n t m et ho ds  and  an al yt ic  tool s;  and  ea ch  

type  re q u ir e s  d if fe re nt co m bi na tion s of sk il ls , d is c ip lines  and  re so u rc e s .

B. Agency A ct iv it ie s and  D ef ic ie nc ie s

Th e one mon th tim e const ra in t li m it s th is  re p o rt  to: (1) sp ec ifyi ng  w he th er  o r  no t such  

st ud ie s are  now bei ng  co nd uc ted and (2) id en tif yi ng  wh at the  ag en ci es  and the Study



T ea m  per ce iv e as  the pro b le m s ass o c ia te d  wi th th e ir  co nd uc t. Inde pe nd en t ju dg m en ts  

abou t th e av ai la bil ity  of re so u rc e s  and  the qu al ity  of st udie s or  st a ff s co uld no t be  m ad e 

wi thou t o n -s it e  ev al ua tion . P ro b le m s incl ud e the fo llo wing :

— A ge nc ie s do ing  th e an aly si s and  te st in g  are  se ld om  lin ke d ef fe ct iv el y  to 

ac tion  ag en ci es . As  a re s u lt , ques tions of in te re s t to  ac tion  ag en ci es  

a re  usu al ly  no t in co rp o ra te d  in to  th e stud y des ig ns;

— A ct io n ag en ci es  fr eq uently  do not ha ve  th e ti m e or ex p e rt is e  to ov er co m e 

ch ro nic  s ta te -o f - th e -a r t li m it a ti ons th at  co m pro m is e th e qu al ity of the 

st ud ie s they  und er ta ke th em se lv es.  Hen ce , th ey  h es it a te  to  im pl em en t 

th e re su lt s  of st udie s th ey  sp onso r;

— S im il ar ty pe s of st ud ie s a re  co nd uc ted o r sp onso re d  in se v e ra l ag en ci es , bu t 

a "c r it ic a l m ass"  of sk il ls  a re  no t n e c e ssa ri ly  as se m ble d  in  one  p la ce  

to  cond uc t o r sp on so r su ch  st ud ie s.

— C u rr en t li m it a ti ons of the st a te  of the a rt  of analy si s and  te s ti ng  te c h ­

ni qu es  po se  b a r r ie r s  to ob ta in in g de fini tiv e answ ers  to  man y ques tions 

( e .g .,  he al th  ou tc om es , lon g te rm  r is k s ) .

E ff ic ac y and  Sa fety  T es ting

E ff ic ac y and  sa fe ty  st udie s a re  co nd uc ted to ob ta in  ev id en ce  about the m ed ic al  u s e ­

fu ln es s and r is k s  of  dru gs,  de vic es  and  p ro ced u re s . Since n e it her ef fi ca cy  no r 

sa fe ty  m easu re s  a re  ab so lu te , th ese  st ud ie s we igh  pr oba bl e he al th  ben ef it s ag ai ns t 

pro bab le  r is k s . Ag ency  re p o rt s  in dic at e a st ro ng  bas e fo r the co nd uc t of ef fi ca cy  

and  sa fe ty  st ud ie s,  p a rt ic u la rl y  of new dr ugs  and  m edic a l de vic es :

— XIH, in FY  1975, co nd uc ted so me 750 c li n ic al  t r ia ls  at a cost  of ov er  

$100 m il lion  (ab out 60% w er e so le ly  dr ug , vac ci ne,  or  b io lo gie s tr ia ls ) ;
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— FDA ev al uat es  the r e s u lt s  of dr ug  and  de vi ce  te s ti ng  co nd uc ted by  ap pl ic an t 

m an u fa c tu re rs . In ad di tio n,  it  has  a sm all  in tr a m u ra l p ro g ra m  to  ev al ua te  

p erf o rm ance  of su ch  te ch nol ogi es  as ra d io lo g ic al  eq ui pm en t, ca rd ia c  

pacem ak ers , and  in tr a o cu la r le n se s . Th e ag en cy  is  re q u ir ed  by  law to  

det er m in e the sa fe ty  and  ef fica cy  of new dru gs  and de vic es  b efo re  they  

a re  m ar ket ed ; and •

— CDC at te nt io n is  m ai nl y on  t uberc u lo si s and VD th e ra p ie s . T he se  in clud e 

bo th  te st in g  and  ep id em io lo gi c st ud ie s of ef fi ca cy  and  e ff ec ti veness .
•

Th e m aj or de fici en cy  id en ti fied  by  the Stu dy T ea m  is  th at  th e v as t m ajo ri ty  of the  

ef fica cy  and  sa fe ty  st udi es  ar e fo cu se d on new  or  de ve loping  te ch nolo gie s.  R a re ly  a re  

st udie s co nd uc ted on ex is ting  te ch no lo gi es  to  det er m in e if th ey  a re  ou tm od ed  or as  

ef fe ct ive o r sa fe  as  gen er al ly  be liev ed  (exc ep t when th ey  a re  us ed  as  con tr o ls  in 

te st in g  de ve loping  te ch nolo gie s) . T his  de fi ci en cy  is  p a r ti c u la rl y  ap pl ic ab le  to  

m ed ic al  and su rg ic a l p ro cedure s.

C ost -B en ef it  (CBA) and  C ost -E ff ec ti veness  (CEA)  A na ly si s

T he se  p ri m a ri ly  ec on om ic  an al yt ic  to ols  ar e em ploy ed  to (1) pr od uce  m easu re s  of 

cos ts  re la ti v e  to  the ec on om ic  va lue of ben ef it s (CBA), and  (2) co m par e costs  of 

a lt e rn a ti v e  wa ys of ac hi ev ing a give n le vel  of e ff ect iv enes s o r co m par e le vels  of 

ef fe ct iv enes s when a giv en  co st  is  in ve st ed  th ro ug h a lt e rn ati ve  ap pro ac hes  (CEA ).

Ag ency re p o rt s  su gg es t th at  li tt le  of th is  kind  of an al ysi s is  be ing co nd uc ted:

- -  NCHSR sp en t about one- fo urt h  of it s FY  76 bu dg et  in  ap plying  such

an al yse s to com pu te r- base d  sc re en in g , d ia gn os is  and  tr ea tm en t te ch no lo gi es  

as  p a rt  of co m pr eh en si ve  ev al ua tion s of dem onst ra ti on  p ro je c ts ;

— HCFA 's Of fic e of Poli cy , Pl an ning , and  R e se arc h  st af f ha ve  p re ’/i ousl y  be en  

invo lved  in CBAs re la te d  to  a r th r it is , sp ec if ic  can ce rs , and m ot or  ve hi cl e

- Z 4-
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ac ci den t p re ven ti on , bu t HC FA it se lf  is  not  cu rr e n tl y  co nd uc tin g su ch  st ud ie s.

— NIH re p o rt ed  sm a ll  sc al e ef fo rt s ham per ed  by  s ta te -o f - th e -a r t p ro b le m s 

in  ap plying  su ch  st udie s to d is ease  r e s e a rc h . NI H's re p o rt  e x p re sse s  the  

op in ion th at  su ch  st ud ie s are  m ore  app ro p ri a te ly  the re sp o n s ib il it y  of 

o th er DHEW ag en ci es .

— CDC re p o r ts  st ud ie s on co st s and ef fe c ti veness  of d if fe re n t v en ere a l 

d is e ase  te s ts , sc re en in g  te ch ni que s,  and tr ea tm en t sc hed ule s.

CBAs an d CEA s a re  high ly  te ch n ic al , sp eci al iz ed  te ch ni que s th at  sh ou ld  be  co n­

du cted  by  per so nnel tr ai ned  in  qu an ti ta tive  and  ec on om ic  analy s is . C onsi der ab ly

le s s  is  known ab ou t th e ir  re li a b il it y  and m et ho dol ogi ca l p it fa ll s  than  r is k  be ne fi t.” _ '

st ud ie s.  T hu s,  th ey  shou ld  be  lo ca te d in an en vi ro nm en t whe re  st aff  ca n co ll ab o r­

at iv el y ad d re ss  s ta te -o f - th e -a r t p ro b le m s,  and  w he re  a " c r it ic a l m ass"  of e x p e r i­

en ce  and  kn ow led ge ca n co ll eg ia lly  su st ai n  a high  qu al ity in it ia ti ve . T his  obj ec tive  

su ggest s the cen tr a li za ti o n  of such  ac ti v it ie s ra th e r  th an  th e ir  part it io n  am ong 

se v era l bio m ed ic al  o r he al th  se rv ic e s  re s e a rc h -o r ie n te d  ag en ci es .

Dev elop men t of  Sta nd ar ds

Sta nd ar ds de ve lo pm en t ac ti v it ie s usu al ly  p ro ce ed  fr om  a bas e of te ch nic al  in fo rm at io n  

de ve lope d th ro ug h one  or  m ore  of the pre vio usl y  desc ri b ed  ty pe s of  te st in g  and  

anal yse s.  Bu t the an al ysi s and  sy nth esi s of th at  in fo rm at io n  c re a te s  new  in fo rm at io n  

th at  ju s ti fi e s  th e ca te go ri za ti on  of st andard s de ve lo pm en t as  a c la ss of st ud ie s.

- -  FDA se ts  st andard s fo r the qu al ity,  ef fi ca cy , and sa fe ty  of d ru gs and  de vic es  

be in g co nsi dere d  fo r m ar ket  ap pr ov al ;

— HC FA de ve lo ps  m ed ic al  n ecessi ty , qu al ity , and ap p ro p ri a te n ess  st andard s 

to  guide  PSRO s in th e ir  lo ca l re vie w  a c ti v it ie s,  e . g . ,  the  ag en cy  aw ar de d 

co n tr ac ts  to ta ll in g  $1. 8 m il lion  to  eigh t he al th  p ro fe ssi onal gr oups to  d e ­

ve lop sa m pl e c r i te r ia  and  st andard s se ts  fo r m ed ic al  n ecessi ty  of h osp it -
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al iz at io n  and  app ro p ri a te n ess  fo r us e of a v a ri e ty  of p ro ced u re s,  te s ts , 

and  dru gs;  and

— BHPRD  de ve lo ps  st andard s fo r access , su pp ly  and  d is tr ib u ti o n  (th ro ug h 

the Nat iona l Hea lth Pl an ning  Gui de line s)  to a s s is t St at e and  lo ca l hea lth  

plan ning  bodi es .
•

A m ajo r pro ble m  ci te d by  nearl y  ev er y ag en cy  de ve loping  or us in g st an d ard s is  

the ne ed  to  im pl em en t an d /o r up da te  vi ab le  st andard s as  qu ic kl y as  poss ib le  and  

th e inad eq ua cy  of the te ch nic al  know led ge  bas e fo r doing th is . It is  in  la rg e  p a r t *

th is  m is m at ch  be tw ee n the im port an t ne ed  and  the la ck  of  av ai la ble  da ta  which  

m ak es  th is  a re a  of an al ysi s p a rt ic u la rl y  de se rv in g of at te nti on .

M ore over , the ab se nc e of li nk ag es  be tw ee n ag en ci es  re sp o n sib le  fo r st andard s 

de ve lo pm en t and o th er  know led ge  de ve lo pm en t ag en ci es  m ea ns th at  th e dat a n ecessa ry  

to  under g ir d  st andar ds de ve lo pm en t is  no t be ing pr od uc ed ; the meth od olog y fo r t r a n s ­

fe rr in g  te ch nic al  da ta  in to  st andard s is  weak and  th e p ro c e ss  fo r do ing so  su pe rf ic ia l.

As a re su lt , the st andard s ev olve d a re  m ore  norm at iv e ly  th an  em pir ic a ll y  bas ed . In 

p a rt , th is  st a te  of a ff a ir s ca n be  a tt ri bu te d  to re cen t p re s s u re s  to  pr od uc e m ul tipl e 

st andard s fo r PSRO s and  HSAs wi thou t de lay.  How ev er , th es e sh ort co m in gs will  r.ot 

be  ov er co m e wi thou t a fa r m ore  in te gra te d  p ro cess  th at  re cogn iz es the ne ed  fo r 

co nt inuo us  up da tin g in  re sp o n se  to new  da ta , in cre ase d  stu dy  ef fo rt s includ ing 

metho do logy , and  in cre ase d  re a li sm  abou t the cu rr e n t li m it a ti o n s of the s ta te -o f-  

th e -a r t.

C om pr eh en si ve  Te ch no logy  A ss ess m en t

C om pr eh en si ve  tech no logy  a s se ssm en ts  ex am ine h o li st ic a ll y  the pot en ti al  fu tu re  

co ns eq uen ce s of new or  em er gin g te ch no lo gi es  on su ch  so cie ta l sy s te m s as  the 

ec on om y,  the phys ic al  en vir on m en t,  the law , in st it u ti ons,  m o re s,  e th ic s,  and  

bro ad  so cia l fa b ri c . T hes e in te rd is c ip li n a ry  asse ssm en ts  sc ru ti n iz e  wh at the
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pro pose d te ch no logy  is  in tend ed  to  ac hi ev e,  w he th er  th ose  ac h ie vem en ts  a re  

so cia lly  d es ir ab le , who m ig ht  be ne fi t o r lo se  fr om  the  ac hi ev em en t,  what 

un in te nd ed  co ns eq uen ce s a re  likel y, and  wh at po licy  op tion s a re  av ai la ble  to  

e it h e r avert  si de ef fe ct s or  to p re p a re  m ore  ef fe ct iv e ly  fo r the un in tend ed  so c ia l 

ch an ge  li kel y to  be  tr ig g e re d  by the new  te ch no lo gy . C urr en tl y , th e re  ar e 

is o la te d  in st ances of ex am in at io ns of d is c re te  so c ie ta l a re a s :

— ec on om ic  im pac ts  have  be en  ex am in ed  by NIH, FDA and  NCH SR. (F o r 

ex am ple , FDA ex am in ed  the co st  to  m an u fa c tu re rs  and  co nsu m ers  of 

co mplying  wi th new per fo rm an ce  st andard s of x -ra y  m ac hi ne s) ;

— beh av io ra l a spects  of ven ere a l d is e ase  c a r r ie r s  and  tr ea tm en ts  ha ve  be en  

studi ed  by CDC;

— en vir onm en ta l im pa ct  a s se ssm e n ts  ha ve  be en  co nd uc ted by  NIH (on Rec om  

bi na nt  DNA M olec ul e re se a rc h )  and  FDA (on ra d ia ti o n  tech no logy );  and

— so c ie ta l im pa ct  ha s be en  ex am in ed  in th re e  NTH st ud ie s . Th e st ud y on 

the to ta ll y  im pl an ta bl e a rt if ic ia l h e a rt  is  consi der ed  a fo re ru n n e r of 

co m pre hen si ve tech no logy  a s se ssm e n t des p it e it s  sm a ll  sc a le  b ecause  it 

invo lved  a m u lt id is c ip li nary  te am  wh ich  an al yz ed  a bro ad  ra nge of so c ie ta l 

im pli ca ti ons of the de vi ce .

No ag en ci es  a re  cu rr e n tl y  co nd uc tin g co m pre hen si ve tech no lo gy  a s se ssm e n ts . T his  

def ic ie nc y shou ld  be  re m ed ie d  in lig ht  of the  in cre asi ng  re co gnit io n  th at  so c ie ta l im ­

pacts  of so me te ch no lo gie s may  be  m ore  pr of ou nd  th an  th e ir  d ir e c t ec on om ic  co st . 

La ck  of te ch n ic al  kn ow ledg e, re so u rc e s , and  a m an da te  fo r su ch  analy si s ha ve  

ap par en tly  pre cl ude d it s de ve lo pm en t, alt ho ug h la s t y ear NCHSR ex am in ed  the 

fe asi b il it y  and u ti li ty  of su ch  st udie s 's e e  P a r t D of th is  se ct io n)  and  NIH ha s 

co nsi der ed  "p re li m in a ry "  im pa ct  a s se ssm en ts  as  p a r t of it s "c onse nsu s bu ildi ng " 

s tr a te g y  (s ee  Se ct io n V- D).
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M etho do logi ca l and  C ro ss -C u tt in g  Studi es

T he se  st ud ie s ar e ty pic al ly  un der ta ken  to pr ov id e ba ck gr ou nd  in fo rm at io n  to  the  

ag en cy  o r  to ove rc om e s ta te -o f - th e -a r t r e s e a rc h  li m it a ti o n s . A gency-r eport ed  

ac ti v it ie s of th is  type  includ e:

- -  ca se  st udie s of tech no logy  ad op tio n and  di ff us io n by  HRA and NCHSR ; t

— use  of co m pute rs  fo r bi om ed ic al  in fo rm at io n  tr a n s fe r  by  NTH;

— de ve lo pm en t of  m od el s fo r asse ss in g  the qua li ty , sa fe ty  and p erf o rm ance  •

of d ru gs,  de vic es  and  b io lo gi es  by FDA;

— id en ti fi ca tion of new  te ch no lo gie s and  th ei r im pli ca ti ons fo r m an po w er , 

oper at in g  costs  and  ca p it al  ex pen diture s by BH FR D;

- -  de ve lo pm en t of m ode ls  to p re d ic t tr ea tm en t ou tc om es , con tr o l m e a su re s , 

and  pre val en ce  of v en ere a l d is ease  by CDC; and

- -  de ve lo pm en t of a m od el  to  fo re c as t ne t so c ia l va lu e of de nta l c a r ie s  

pre ven tion  p ro cedure s by N1H.

No si gnif ic an t work is  be ing done  to re la te  mag ni tude  and  se ri o u sn e ss  of hea lth  

pro b le m s to ab se nt o r lagg ing tech no logy  de ve lo pm en t and al lo ca ti on  of R&D 

re s o u rc e s . F o r ex am pl e,  h e a rt  d is e ase  is  by  fa r the le ad in g ca use  of de at h,  but 

it co m m an ds  ap pro xim at el y 10 perc en t of the  R&D a ll ocati ons.  V er y  li tt le  th eo re ti ca l 

work is  be ing done  on ad op tio n and  di ffus io n of m ed ic al  te ch no lo gi es  ,and  th is  is  

p a r ti c u la rl y  im port an t sinc e co m par ab le  st udie s in  o th er te ch nol ogi ca l fi el ds which 

show slo w ra te s  of di ffus io n may  be  m is le ad in g in  ligh t of the ab se nce  of a c la s s ic a l 

m ark et s tr u c tu re  in the he al th  fi el d.
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C. Re comm ended Ap proaches  

It  is  reco mmen de d that :

- -  th e re  shou ld oe a new p il o t p ro g ra m  in it ia ti v e  t'o r cost- bene fi t and 

cost- e ffectiveness an aly ses and a s im il a r  p ro gra m  fo r co m pr eh en sive  

tech no logy  as se ss men t. Both e ff o rt s  shou ld be evalua ted a ft e r th re e 

yea rs  to  de te rm in e th e ir  re li a b il it y  and u t il it y  to  the he al th  sy stem  and 

o th e r re le vant soc ie ta l sy stem s;

- -  in cre ase d attention shou ld be pa id  to stu dying  the e ff ic acy and sa fe ty  

of ex is ting  tech no logies , p a r ti c u la r ly  m ed ic a l and su rg ic a l p ro cedure s;

- -  in cr eas ed  R&D em ph as is shou ld be plac ed  on he al th  pro b le m s fo r 

which  the c u rre n t incentive s tr u c tu re  does no t su ff ic e ; and

- -  in cre ase d em ph as is is  needed on m eth odolo gic a l stud ies to im pro ve  the 

re li a b il it y  and v a li d it y  of  tech no logy -b as ed  anal ys is  and te sting .

D.  NCHSR P ro posa l fo r Com pr eh en sive  Te ch no logy  Ass es sm en t

Th e NCHSR has advanced  a pr oposa l ca ll in g  fo r the  cre a tion  o f a 3- 6 pe rs on Tech nol­

ogy  Studies  Group  to add the capab il it y  fo r  co nd uc tin g co m pr eh en sive  tehn olog y as ­

se ss men t to  NCHSR 'S ex is ting  capab il it ie s  fo r stud ying  cost- bene fi t,  co s t- e ff e c ti ve ­

ne ss , and te chnic al fe a s ib il it y . The NCHSR pr op os al stat es :

"U n like  the m ore  d is cre te  st ud ies which  co nc er n th em se lves  w ith  
p a r ti c u la r  aspe cts  of  a he al th  tech no logy , the  new in te rd is c ip li n a ry  
tech no logy  as se ss men t stra te gy pro vid es a co m pr eh en sive  an alys is  
of  th e ir  li k e ly  fu tu re  e ffects .

"NCHSR pr op os es  to conduc t h o li s ti c  as se ss men ts , re pre senting 
s ig n if ic a n tl y  d if fe re n t le ve ls  of e ff o rt  ra ng ing fr o m  510, 000 to 
3350, 000 pe r stud y.  The re searc h stra te gy is  to use m ic ro  o r 
m in i- te chno lo gy as se ssmen ts  as a sm a ll  sc ale sc re enin g to o l 
to re fine  the re searc h pro b le m  invo lved in  the  ca nd idate te ch ­
no logy  and to de cid e what typ e and scope of  fo llo w -u p stu dy  is  
re a ll y  appro pria te .
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"Thus,  for example, a m icro assessme nt conducted on a 
computerized EKG i s likely  to result in a judgment that it 
Is  a straight forward technology which raise s no significant  
societa l questions and the appropriate follow-up study might 
be a cost-ef fective nes s study. On the other hand, a sim ilar  
assessme nt conducted on a nuclear powered heart is like ly 
to rev eal that it ra ise s profound questions about the • 
environmental radiation impacts, the psy cho -so cial side - 
effe cts , the ethics of allocation, the dollar costs , the 
technical feasibility, and po litical -legal problems for which 
a full scale follow-up assessme nt is warranted. "

The proposal for a pilot program has obvious advantages: it would provide the 

Department with a needed capabili ty which is now absent, and it fits  into 

the miss ion of NCHSR. Ther e are also negative aspects: significant dollar  costs  

are involved, and there may be overlaps in function between this proposal and 

NIH's OMAR proposal (see Section V). There was insufficient time to evaluate 

this proposal or develop alternative options for institutionalizing comprehensive  

technology assessment. We recommend that this be done in Phase II. If 

Phase II takes an extended period of t ime, however, we then recommend that 

a decision paper be prepared on the NCHSR and NTH prop osals.

-Jo •
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V. REVIE W AND SYNTHESIS

— How can the D ep ar tm en t co ll ec t and  re duce  to a use ab le  fo rm  the 
te chn ic al  in fo rm at io n  ne ed ed  to m ak e D ep ar tm en ta l dec is io ns 
re gard in g  a te ch no lo gy ?

— How can the D ep ar tm en t fa c il it a te  the flow of  te ch nolo gy-r el at ed  
te ch nic al  in fo rm at io n  to  th os e ou ts id e th e D ep ar tm en t who af fe ct  
and a re  af fe ct ed  by m ed ic al  te ch nolo g ie s?

A.  D es cri p ti on  of  the Re view  and  Syn th es is  Co mpo nent

DHEW  d ecis io nm akers  and o th er u se rs  a re  un ab le to ef fe ct iv e ly  lo ca te  and us e much 

of the new  and ex is ting  in fo rm at io n  abou t te ch no lo gie s be ca use  th ey  are  un aw ar e of 

it s ex is te nce ; it  is  no t in  a fo rm  under st an dab le  to th em ; or  they  la ck  th e r e so u rc e s  

to  in te gra te  su ch  in fo rm at io n and  bri ng it to  b ea r in  a ti m ely  m an ner .

T his  co mpo ne nt  is  de si gn ed  to re vie w  and  sy n th esi ze  (1) re p o rt s  gen era te d  du ring  

the p re ce ed in g anal ysi s and  te st in g  st age,  (2) o th er  re p o r ts  and te chn ic al  in fo rm at io n , 

and  (3) ad vi ce  and  re co m m en dat io ns fr om  vari o u s p a r ti e s - a t - in te r e s t  (suc h as  

m anufa ctu re rs , p ro v id e rs , physi ci an s,  and  consu m ers ).  Th e re su lt in g  sy n th ese s 

a re  (1) p re se n te d  to the S ecre ta ry  (if  they  de al  with  a high  p ri o ri ty  tech no lo gy ) o r 

o th er  D ep ar tm en ta l dec is io nm akers  in a fo rm  su it ab le  fo r mak ing re im b u rs em en t,  

s ta n d ard -s e tt in g , R&.D fun din g, and  o th er  dec is io ns th at  p ro m ote  or  im pe de  te chno l­

og ie s;  and (2) tr an sm it te d  to  o th er  F ed e ra l and  n o n -F ed era l en ti ti es to en co ur ag e 

co ll ab ora ti ve and co nsi st en t re sp o n ses to te ch nolo gie s.  Th e D epart m en t- le ve l 

te ch no logy  m an ag em en t un it wou ld st im ula te  and  co or di nat e the re vie w  and  sy n th esi s 

p ro c e ss  fo r h ig h -p ri o ri ty  te ch no lo gie s,  and  pr ov id e te ch nic al  a ss is ta n ce  to  the 

ag en ci es  to  pro m ote  im pr ove m en t in th e ir  ha nd lin g of lo w er  p r io ri ty  te ch nolo gie s.

B. Ag ency  A ct iv it ie s and D ef ic ie nc ie s

Th e ag en cy  re p o r ts  in di ca te  an in cre asi ng  aw are ness  of the  ne ed  fo r s tr u c tu re d  re vie w  

and  sy n th esi s,  bu t it  is  c le a r th at  ad di tion al  em phas is  and  new  in it ia ti ves a re  ne ed ed .
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NIH, in so me in st ances,  pro vid es  the  re su lt s  of it s st ud ie s to o th er agen cie s ne ed in g 

th is  in fo rm at io n - -  fo r ex am pl e,  vac ci ne  re s e a rc h  fin ding s a re  give n to  the  FDA  and 

CD C. NIH has , as  a re su lt  of th e ir  in cre asi ng  aw ar en ess , re c en tl y  be gu n to  sy nth es iz e 

te st  re s u lt s . A re cen t pro je ct inv olve d sy nt hes is  of ex is ting  in fo rm at io n on hyper te ns io n 

in  o rd er to  de ve lop conse nsu s- base d  re co m m en dat io ns  fo r d ia gno si s and tr ea tm en t.

A s im il a r ex erc is e , on b re a s t ca ncer sc re enin g , ha s ju s t be en  co m pl et ed . NIH ha s *

als o  su bm it te d a fo rm al  pro posa l (s ee  part  D of  th is  se ct io n)  to  OASH fo r a m ajo r 

"c onse nsu s- build in g" in it ia tive wh ich  is  de sign ed  to in c re ase  the  ag en cy 's  ca pab il it y

fo r sy nth es iz in g and  tr a n sfe rr in g  sc ie nti fi c  fin di ng s to the hea lth c a re  co m m un ity.  *

NCHSR re p o rt s  that  it  ch an ne ls  the re su lt s  of st udi es  to decis io nm akers  and ot he r 

u se rs  th ro ug h two m ec han is m s:  1) by  inv olving  them  act iv el y in  the se tt in g  of  re s e a rc h  

p ri o r it ie s  and in the  de ve lo pm en t of in di vi du al  p ro je c ts , and 2) by is su in g  an  ad  hoc 

s e r ie s  of  non-t ec hn ic al  re p o rt s  wh ich  sy nth es iz e re s e a rc h  fin di ng s fr om  se v e ra l 

re la te d  p ro je c ts  in p ro g re ss  or short ly  a ft e r co m pl et io n.

CDC ha s an  ex pl ic it  p ro cess  by wh ich  te s t re su lt s  are  re vi ew ed  and sy n th es iz ed . In 

so me case s re co m m en da tion s a re  giv en  to  o th er ag en ci es  (for  ex am pl e,  FDA or  

State ag en ci es ) but they  a re  p ri m a r il y  u se d  in CDC pro gra m  pl an ni ng .

FDA ha s the  m ost  fo rm al  and s tr u c tu re d  sy nt he si zi ng  p ro c e sse s . T hese  a re  le g is ­

la ti vely  man da ted re vie w s of ef fica cy  and sa fe ty  te s t re s u lt s . T he se  te ch nic al  re vie w s 

re s u lt  in re co m m en da tions to  ap pr ov e o r no t ap prov e m ark eting  of the pro duct , wi th 

such  re co m m en dat io ns  the n be ing ac te d upon  wi thi n the  FDA  it se lf . Thu s,  fo r p re ­

m ark e t ap pr ov al , the  re vi ew , sy nth es is , and de ci sion m ak in g at FDA con st it ute  a 

co nt inuo us  fo rm al  p ro c e ss . No s im il a r p ro cess  ex is ts  fo r re vie w  of  da ta  re su lt in g  from  

m ark e t su rv e il la nce . FDA is  aw ar e of th is  de fic ie nc y and is  in ves ti gat in g wa ys  to

so lv e it .
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OQS . Wh en a M ed ic ar e co ver ag e qu es tio n is  tr ig g e re d  by  a cl ai m  fo r a new or  

un us ua l m ed ic al  se rv ic e , the fo rm er Of fic e of Q ua li ty  S ta nd ar ds  (now  the Of fic e 

of Hea lth P ra c ti c e  A ss ess m en t)  sy n th esi ze s av ai la ble  ef fi ca cy  and  sa fe ty  in fo rm at io n  

on  th at  se rv ic e  to de ve lop re co m m en dat io ns fo r re im b u rs em en t.  Th e Of fic e (which 

re cen tl y  as su m ed  the re sp onsi b il it y ) re p o rt ed  fiv e se ri o u s  defi ci en ci es  with th e cu rr e n t 

ad  hoc ap pr oa ch  to sy n th esi s:

1) it  is  a re ac ti v e  ap pr oa ch  wh ich  p ro vid es  no s tr u c tu re d  way  to  an ti ci pat e 

ques tions  ab ou t te ch no lo gi es  abo ut to en te r m ed ic al  p ra c ti ce ;

2) co ver ag e ques tions  a re  no t be ing ra is e d  abo ut ou tm od ed  or  in ef fe ct iv e 

te ch nolo gie s;

3) do ll ar  cos ts  of the te ch nol ogi es  a re  not  in cl ud ed  in the re v ie w  c r it e r ia ;

4) the ad hoc  p ro cess  of se ar ch in g  th e l it e ra tu re , o r te le ph on in g ex p e rt s , to 

re sp ond to th e co ver ag e qu es tio n,  pro v id es  no a ssu ra n ce  th at  th e b es t and 

m os t re li ab le  da ta  a re  ob ta ined ; and

5) th e re  is  no pa thway  fo r ra is in g  the ques tion of w het her  the tech no lo gy  

w arr an ts  a se ri o u s stu dy  to pr od uc e cu rr e n tl y  una va il ab le  da ta .

To  re sp ond to th is  c u rre n t se t of def ic ie nci es , the Offi ce  of Q ua li ty  S ta nd ar ds  is  

sp onso ri ng  a M ed ical  P ra c ti ce  In fo rm at io n D em onst ra ti on  P ro je c t in co ll ab ora ti on  

wi th XIH, HC FA, and  ADAMHA (See ad dend um  to App endix Ta b 11). T his  p ro je c t 

is  an at te m pt  to  dem onst ra te  the  fe as ib il it y  of gat her in g , va lidat in g,  and  sy nt he si zi ng  

the m ost  au th ori ta tive da ta  on  th re e  d is ease  ca te g o ri es (d ep re ss io n , m al ig na nt  

m el an om a and rh eum ati c  h e a rt  d is ease ).  The  find ings  a re  de si gn ed  fo r us e in th re e  

way s:  in qu al ity  assu ra n ce  p ro g ra m s (su ch  as  PSRO ), in  se tt in g bi om ed ic al  and  hea lth  

se rv ic e s  R&D p r io r it ie s , and  in m ed ic al  ed uc at io n.  If the p ro je c t is  su ccess fu l,  it 

may  be d es ir ab le  to re p li ca te  it  on a la rg e r  sc a le .

The  p ro b le m s ci te d by OQS w er e al so  ra is e d  by HC FA , wh ich  is  bo th a m aj or u se r  of

-55-
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stu dy  find in gs  and a pot en tial  fe ed ba ck  ag en t to  the  fr ont  en d. of  a te ch no lo gy  m anage­

m en t p ro c e ss  (by art ic u la ti ng  the ne ed  fo r st udie s and id en tif yi ng  ty pe s of te ch no lo gie s 

wh ich  sh ou ld  be de ve lope d fo r m ore  ef fe ct iv e m ed ic al  p ra c ti ce).  HCFA is  esp ecia ll y  

in te re s te d  in a m ore  s tr u c tu re d  ap pr oa ch  to re v ie w  and  sy n th es is  of th e find in gs  of 

cost -b enefi t and  cost -e ff ecti veness  st ud ie s.  HCF A would lik e th is  sy nth es iz ed  

in fo rm at io n ch an ne led to  the PSRO s fo r us e in  th e ir  re v ie w s of  m edic al  n ecessi ty , 

qu al ity , and  app ro p ri a te ness  of th ose  hea lth se rv ic e s  funded  by  M ed ic are , M ed icaid,  

an d the  M at ern al and  Ch ild  Hea lth  p ro g ra m s.

In ad di tio n to th es e ag en cy -'o as ed  p ro b le m s,  th ere  a re  a num be r of D epart m en t- le vel 

defi c ie nci es.  W ith in  DHEW, very  few  in te r- agency  agre em en ts  ex is t by  wh ich  stu dy  

fin di ng s a re  tr a n s fe rr e d  from  the ag en cy  co nd uc tin g the  stud y to  an ag en cy  wh ich  will  

us e the find in gs . In gener al , th ere  is  no m ec han is m  fo r a ssu ri n g  sy st em ati c  " tr an sla ti o n "  

of  b ulk y sc ie nti fi c  and  te ch nic al  in fo rm at io n in to  a fo rm  re le v a n t fo r po lic ym ak in g 

o r fo r u lt im ate  u se rs  su ch  as  p ro v id e rs  and consu m ers . This  de fici en cy  has se ri ous 

co ns eq ue nc es  fo r th e D ep ar tm en t.  If the  re s u lt s  of  a stu dy  a re  no t ch an ne le d to  re le van t 

deci si onm akers  and  oth er  u s e rs , mu ch  of th e co st  of co nd uc tin g th at  stu dy  is  w as te d.  

D ep ar tm en t dec is io ns ma y be  de la ye d o r ma de  wi tho ut the  ben ef it  of in fo rm at io n which  

is , in fa ct , av ai la bl e;  st udie s may  be s ta r te d  which  du pl ic at e ex is ti ng  o r re cen tl y  

co nd uc ted e ff o rt s;  and m ed ic al  p ra c ti ce  may  re m ain  un af fe ct ed  by re le v an t fin di ng s.

' C.  Rec om m en de d App ro ac he s

It  is  re co m m en de d th at  a D epar tm ent- le vel  cap ab il ity be  est ab li sh ed  to  s tim ula te  and 

co or di na te  the fo llo wing : 1) ag en cy -b as ed  te ch nic al  re vie w  and  sy n th es is  a cti v it ie s;

2) tr an s la ti o n  of te ch nic al  m a te ri a l int o po lic y re le van t fo rm  fo r decis io nm akers  and 

int o und er st an dab le  fo rm  for o th er  non- te ch nic al  u se rs ; and  3) d is se m in ation  of r e ­

su lt s to  re le van t p a rt ie s .



D. XIH P ro posal fa r an Of fice fo r M ed ical  A pp lica tion s of R e se arc h

N'lH pro pose s to est ab li sh  a ca pa bil ity in ea ch  In st itut e for. re ac h in g  a "t echn ic a l 

conse nsu s"  on  sp ec if ic  m ed ic al  te ch nol ogi es  or  d is e ase  a re a s . C onse ns us -b ui ld in g 

in vo lv es : I) id en tif yi ng  and  ev al ua ting  new in fo rm at io n  on a te ch no logy , 2) re ac hin g 

te chn ic al  co nse nsu s on the va lidity  and  si gnif ic an ce  of re se a rc h  find ings  and  on th e ir  

read in ess  fo r wid e c li n ic al  us e , 3) p re li m in a ri ly  asse ss in g  non-m ed ic al  im pli ca ti ons 

and 4) pr od uc in g re co m m en dat io ns in  a fo rm  fo r re ady  ac ce pta nce  and  ap pl ic at io n by 

the hea lth  ca re  co m m un ity.  C en tr al  su pport  and co or di nat io n would  be  pr ov id ed  by 

an  Of fic e fo r M ed ic al  A pp lica tion s of R e sea rc h  (OMAR) in th e Of fic e of the D ir ec to r 

of N1H. Th e pro posa l ha s bo th posi tive and  ne ga tive  asp ec ts : F o r ex am pl e,  it wou ld 

co m pl em en t a D epar tm en t- le ve l re vie w  and  sy n th esi s fu nc tion , and  is  ai m ed  at  an 

a re a  in c r it ic a l ne ed  of im pro vem en t.  On th e o th er  ha nd , NTH do es  not sp ec ify what 

c r i te r ia  a re  to be  use d in  se le ct in g te ch no lo gie s fo r ex am in at io n:  si gnif ic an t do ll ar  

co st s a re  in vo lved ; and the p re li m in ary  im pac t a s se ssm e n ts  ap pea r to du pl ic at e 

pr opo se d ac ti v it ie s of NCHSR (see  Se ct ion IV, P a r t D).

In Se ct ion IX of th is  re p o rt , the Study T ea m  re co m m en ds a fo llo w -u p (o r Pha se  II) 

stu dy  re la ti ng  to the im pl em en ta tion of re co m m en dat io ns fo r ov er co m in g th e defi c ie n ­

c ie s th at  hav e be en  id en ti fi ed . We be li ev e NI H's OMAR pro posa l (and the N’CHSR 

pro posa l)  shou ld  be ev al ua te d in the co nt ex t of an a r ra y  of al te rn ati ve  ap pro ac hes  to 

ove rc om in g th es e def ic ie nci es . If it sh ou ld  be  de ci de d,  ho w ev er , th at  the P has e II 

stu dy  shou ld  ta ke  pla ce  ove r an ex tend ed  pe ri od , we re co m m en d th at  th es e two 

pro posa ls  be  p re se n te d  to  the  S ecre ta ry  as  de ci si on p ap e rs . W hi le  ap pro val  of the  

p ro posa ls  wou ld lim it  fu tu re  a lt e rn a ti v es,  co nt inue d ab se nce  of the  cap ab il it ie s p ro ­

po se d would  nave  advers e  ef fe ct s on the  D epart m en t' s in te re s t in im pr ov in g it s te ch no  

lo gy-b as ed  ac ti v it ie s.
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VI. DECISIONMAKING

— How are  technology evaluation resu lts  converted into r eim bur sem ent , 
marke t aggregation, certif ica te of need and other kinds of technology 
impeding or stimulating  actions ?

--  Who should have the responsibil ity for taking the study findings and 
expert opinion co llected during the review and synthe sis process , 
and choosing among action altern ati ves'’

A. Desc ription of Decisionmaking Component

Decisionmaking is the bridge between the development of technica l informat ion about 

a technology and the action steps which might be taken to impede or prom ote use  of 
a technology. The preced ing review and synth esis  component p res ents a technology 
for decision; this  component ass ure s that decisions  are made and tha t they are
coord inated .

Once the Sec retary  (or his designate) has reache d a decision about a technology on the 
Dep artm ent' s high pr ior ity  l ist , he would s elect which intervent ion mechanism(s) to 
employ, and would charge the rele van t action agencies to alter regu lations, draf t 
standards, real locate  R 4  D funds, design a targeted  pra ctit ioner education initi ative, 
etc. Implementation would be coordinated by the Departm enta l-level management unit, 
and would be related to budget and legislative decisions and integrated, if feasib le, 
with actions of other Federal  agencies and private sec tor  pa rties it in ter es t. For 
technologies not on the Departm ent's high pr iority lis t, the Departm ent- leve l unit 
will monitor the agency-based decisionmaking pro ces ses  on an ad hoc bas is to p ro­
mote coordinated and consistent decisionmaking.

B. Curren t Agency .Activities and Deficiencies

Where a single agency develops knowledge about a technology, inte rnal ly decides on the 
significance of that informat ion, and then exerc ises interven tion mechanisms over which

-A-
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it  ha s co n tr o l to in flu en ce  the use  of the su bj ec t tech no lo gy  (a  "c lo se d  loop " p ro cess ),  

the p ro c e ss  ty pic al ly  ap pears  to be  re la ti v e ly  -v ei l-de fine d,  in te g ra te d  and purp ose fu l.  

F o r  ex am pl e,  whe re  FD A 's  m u lt i- d is c ip li n a ry  te ch n ic al  st a ff  m ak es  a re co m m en dat io n  

to' a D iv is io n D ir ec to r re gard in g  a new  dr ug  ap pl ic at io n,  the D ir ec to r know s (b as ed  on 

it s  deg re e of inno va tio n cl ass if ic a ti on ) w he th er  he ca n mak e the fina l dec is io n  o r m us t 

ra is e  it  to the B u re au 's  A ss oci at e D ir ec to r fo r New Drug Dev el op m en t. Th e ac tion  

le v er — ap p ro val/ den ia l to m ar ket , and  asso c ia te d  co n d it io n s-- li e s  wh oll y with in  FD A 's  

co n tr o l,  and  the tr an sit io n  fr om  dec is io n  to ac tion  is  in te g ra te d  and ro u ti n e . As  we 

ha ve  st a te d  p re v io usl y , FDA is  ex ce ptiona l in  th is  re g a rd .

On the o th er  ha nd , the decis io n-i m ple m en ta ti on  re la ti o n sh ip  be co m es  si gnif ic an tl y  le s s  

ef fi ci en t and ef fe ct iv e w he re , fo r a give n tech no lo gy ,

- -  th e pert in en t re sp onse  m ech an is m s are  lo ca te d  ou ts id e the kn ow led ge  - 

de ve lo pm en t ag en ci es ; or

- -  th e in te rv en ti on  m ec han is m s a re  sc a tt e re d  a c ro ss  se v e ra l ac tion  

ag en ci es ; or

— th e re  is  no ex te rn a l p re s s u re  (a s th ere  is  fr om  the ap pl ic an t dr ug  or

ap pl ia nc e m anufa ctu re rs ) to re ach  a c le a r , tim el y  and  su pp or ta bl e de ci si on .

E xam ple s of pro b le m s cu lled  fr om  Ag ency  re p o r ts  in clud e:

- -  "A t the NTH, ex pli ci t fo rm al  p ro c e sse s  ha ve  no t genera ll y  be en  

u ti li zed  in  de al in g with dec is io ns co nc er ni ng m ed ic al  te ch no lo gi es  

and  a s se ssm en t r e s u l t s ."  Al thou gh  so me in te ra gen cy  ag re em en ts  

and  co or din at in g co m m it te es  i r e  al lude d to , it  is  c le a r  th at  NTH 

co nf in es  it s im pl em en ta tion ac ti v it ie s to the in fo rm at io n  d is se m in ati on  

p ro c e ss , and  th at  fin ding s are  not w el l- li nked  to  ex te rn al ac tion  agencie s.
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- -  M ed ic ar e obt ai ns  re im b u rs em en t gu id an ce  fr om  the PHS  Of fic e

of Q ua lit y S ta ndar ds th ro ug h working  st af f co n ta cts . Th e re co m m en ­

da tion s ap pea r to ha ve  be en  gener ate d  in  an ad ho c m an ner wh ich  

fa il ed  to a ssu re  th at  use fu l co m ple m en ta ry  ac ti ons a re  em ploy ed  

by o th er  a rm s of the D epar tm en t.  (T hi s is  ex pec te d to  im pro ve un de r 

th e PHS re o rg an iz a ti o n  and  the est ab li sh m en t of the Offi ce  of  Hea lth  

P ra c ti c e  A sse ss m en t wh ich  is  now wor king  oh an  im pro ved  p r o c e s s . )

- -  HR A's B ure au  of H ea lth  Pl an ning  and  R eso u rc es  Dev elop m en t 

de ve lo pe d te chnic al st andard s and  c r it e r ia  m onogra phs re la ti n g  

to 16 te ch nolo gie s as  gu id an ce  fo r hea lth  pl an ni ng  agencie s.  Whil e 

th ese  m on og ra ph s a re  av ai la ble  th ro ug h NT IS, "T h ere  has  be en  no 

fi na l de te rm in a ti on  as  to the va lu e of the  m onogra phs (and) th ey  

ha ve  no t be en  e n d o rse d .. . "  In ad di tio n,  al th ou gh  case  st udie s 

ha ve  be en  de ve lo pe d under  co n tr ac t fo r eigh t o th er  te ch nolo gie s,  on ly  

one  has  be en  re le a sed  (in re sp o n se  to  hig h de man d)  and it ha s 

re ce iv ed  no endors em ent.

- -  PSRO: "U nf or tu na te ly , (e ff ic ac y/o utc om e in fo rm ation  on m ed ic al  

te ch no lo gi es ) is  genera ll y  no t av ai la ble , and the m ore  d if fi cu lt  and  

tim e co ns um ing ap pro ac h of at te m pt in g to  ge t a (s ta n dard -s e tt in g ) 

co nse nsu s bas ed  on  p ra c ti c e  ex per ie nce  m ust  be  use d . " "F ro m  

th e pers pec ti ve  of (H CF A’s  He al th  S ta ndar ds and  Q ual ity  3 u re au ),  

dec is io ns on r e su lt s  of tech no lo gy  asse ssm en t re se a rc h  are  not 

sy st em ati ca ll y  o ccu rr in g , no r is  th ere  a s tr u c tu re d  ap pr oa ch  for 

fe ed ing dec is io ns in to m ed ic al  p ra c ti c e ."

-55-
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The  Study T ea m  bel ie ves  th at  th e re  ne ed s to  'ce a v is ib le  and  p re d ic ta b le  d ec is io n ­

mak ing p ro cess  wh ich  co nver ts  the we ight  of te chn ic a l in fo rm at io n  and ex p ert  op in ion 

in to  bro ad ly  co ord in at ed  in te rv en tions wh ich  af fe ct  the gen er at io n , ad op tio n,  di ffus io n,  

o r p hase -o u t of te ch no lo gie s.  F o r  h ig h -p ri o ri ty  te ch nolo gie s,  su ch  decis io ns sh ou ld  be  

m ad e by th e S ec re ta ry  or  hi s de si gne e to  lend  the in flue nc e of h is  of fice  to  ag en ci es ' 

co m m itm en ts  to  take  in dic at ed  ac tions,  and  to pro m ote  co ll ab ora ti on  by  o th er  F ed e ra l 

and  ke y n o n -F e d e ra l en ti ti e s .

C.  Rec om m en de d App ro ac h

It is  re co m m en ded  th at  on e of the p ri m a ry  fu nc tion al  re sp o n s ib il it ie s  of  a D ep art m en t-  

le vel  un it  be  to a s su re  th at  (1) S e c re ta r ia l dec is io ns on  h ig h -p ri o ri ty  te ch no lo gi es  

a re  im ple m en te d; (2) re le v an t dec is io ns of one ag en cy  a re  consi st en t wi th  th ose  of 

an o th er ; (3) ag en cy  dec is io ns take  in to  consi der at io n  po te n ti al  fo r co ll ab ora ti on  wi th 

o th er  F e d e ra l ag en ci es  and n o n -F ed era l en ti ti e s;  and  (4) th at  ag en cy  decis io ns ar e 

co nsi st en t wi th D ep ar tm en ta l po li ci es  or  a re  use d  as  tr ig g e ri n g  de vic es  fo r fo rm ula ting  

new  p o li c ie s.

It is  al so  re co m m en ded  th at  the  D ep ar tm en t le vel  un it sh ou ld  m onit o r ag en cy  ba se d 

de ci si onm ak in g p ro c e sse s  on an  ad hoc  b a s is  to  p ro m ote  co ord in at ed  and  co n­

s is te n t dec is io nm ak in g.
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VII.  INT ERVENTION  MECH ANISM S

--  ’.Vhat m ec han is m s do es  the  D ep ar tm en t ha ve  to im pe de  o r st im ul at e 
de ve lo pm en t, u ti li za ti on  and  ph as e ou t of  m ed ic al  te ch nolo gie s?

A. D es cr ip ti on  oi  O vera ll  Co mp onen t

In te rv en tion  m ec han is m s are  the  D epar tm ent's  mea ns  to af fe ct  the de ve lo pm en t,

ad op tio n,  di ffus ion,  u ti li za ti on , and phase -o u t of m ed ic al  te ch no lo gi es  to ensu re  *

the av ai la bil it y  of  q ua li ty  hea lth  c a re . Sp ec if ic al ly , po lic y,  fi sca l,  ed uc at io na l 

and  o th er m ec ha nis m s ca n be  us ed  to ensu re  that :

— ne ed ed  cost -e ff ect iv e  te ch no lo gi es  are  br ou gh t int o app ro p ri a te  us e *

m ore  qu ickly;

— ex is ting te ch no lo gi es  .vhich a re  ou tm od ed , in ef fi ca ci ous,  o r in app ro p ri a te ly  

use d  a re  cu rt a il ed ;

— de ve loping  te ch no lo gi es  -.vhich m ay  i m pac t ne ga tive ly  on  the hea lth  care  

sy st em  o r on so ci et y  ar e app ro p ri a te ly  mod ifi ed  o r a rr e s te d .

F our c la sse s  of  in te rv en tion  m ec han is m s ne ed  to be em pl oy ed  by  the  D ep ar tm en t:  

o R eg ula to ry  m ec han is m s 

o T ra n s fe r and /o r phase -o ut m ec han is m s 

o P re -m a rk e t in ce nt iv e an d /o r dis in ce ntive m ec ha nis m s

o M ar ket  in ce nt iv e m ec han is m s

Th es e c la sse s  of  m ec han is m s and the  sp ec if ic  type s '.vithia ea ch  c la ss  co me in to  play  

at  d if fe re n t st ag es  of the  li fe  cy cl e of a tech no lo gy . F u r th e r , the  ro le  of re sp onsi b le  

depar tm enta l ag en ci es  in the adm in is tr a ti on  of the  sp ec if ic  con tr o ls  v a ri e s . In so me 

c ases,  the  ag en ci es  ha ve  d ir e c t re sp onsi b il it y , wh ile  in o th er c ase s , p ri m ary  re sp o n si­

b il it y  is  at  the  State and lo ca l le vel  and the F edera l ag en ci es  on ly pr ov id e gu idan ce , 

ex em pla ry  s ta ndard s , and  overs ig h t.

. -
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Fi gu re  2 i s a m at rix of tech nology  l ife cy cle  st ag es  and spec ifi c typ es of co nt ro ls  

and incent ives  with in eac h c la ss  of in terven tio n mechanism  which  ma y he  applie d to 

them at va rio us  stag es  of devel opme nt.

The  po ten tia l applicat ion  of cu rren t in terven tio n mec ha ni sm s is  depic ted  on 

the fig ur e.  The  m at rix show s tha t th er e ar e nu mero us  co nt ro ls  appli cable  to the 

adop tion, us e and replac em en t stag es  and only  th re e for the re se arc h  and devel opme nt 

st ag es . Th is appa rent  im ba lan ce  im pl ies tha t the De pa rtm en t has co ns iderab ly  mor e 

power to aff ec t la te r stag es  of the lif e cy cle.  In fact , th is  is  misl ea ding . It is not the  

nu mber of co nt ro ls applicab le to the va rio us  st ag es  which is  im po rta nt ; ra th er it is 

how effec tiv ely  tho se co nt ro ls  ar e used . RfcD re so urc e allocation  co nt ro ls , for 

exam ple , ar e a powerfu l mechanis m if th ei r ful l po ten tia l is re al iz ed  throug h ef fec tiv e 

pol icy  and decis ionm ak ing.  Th ese co ns id erat io ns  ar e ad dr es se d in more de ta il in the 

following se ct io ns .

Furt her , when co ns ider ing in terven tio n mec ha ni sm s,  it is im po rta nt  to re al iz e that  

med ical techno logy devel opme nt,  adoptio n, dif fus ion  and ut ili za tio n ar e dr iven  by the 

following fa ct or s:

o Most ho sp ita ls ar e paid re trosp ec tivel y and on a co st ba si s fo r technolo gy- 

ba sed ca pa bi lit ie s,  and, th er ef ore , may tend  to be in di sc rim in at e in th ei r 

pu rcha se  and use pr ac tice s.

• o The med ica l eth ic es se nt ia lly  says  tha t there is  "no thing too good fo r the 

pa tie nt"  and th is , coupled with fin ancia l be ne fit s to the physici an  for te ch ­

nology based, s er v ic es , co ntrib utes  to ov eruse of techno logy.

o Co nsum ers ge ne ra lly  ar e not se ns iti ve  to, or re sp on sible for  fin ancia l a s ­

pects of me dic al ca re  and, th er ef or e,  may be si m ilar ly  i nd iscr im in at e 

in th ei r dema nds. A la rg e po rti on  of med ical se rv ic es , for exam ple , are

- • /'-
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reimb urs ed  by third par ty payer s, and many con sum ers  are  cove red by ins ur ­

ance pro gra ms  where all or a pa rt of the prem ium is paid by the ir emp loyer.

Bas ical ly, thes e fac tor s ope rate as uncontrolled incen tive mec han isms. The Depar t 

mea t pre sen tly  i s taking ini tiat ive s, including leg islative  action now pending, to deal 

with p roblems  resu lting from  these  fac tor s.

REGULATOR? MECHANISMS

A. Description of Component

There  are  five spec ific reg ula tor y con trols employed  by the Depa rtment:

(1) Mark et Approva l/Disapp rova l

FDA approves or disappro ves the introduc tion of drugs and medical devices  into the 

marketplace based upon a  de term ina tion  of the efficacy and safety of the technology.  

FDA also may issue condit ional approvals which re st ri ct  where and how the technol­

ogy can be used,  and may rec al l techno logies  on the bas is of subsequent adve rse 

informat ion.

(2) Ce rtif ica te of Need/ 'Section 1122

Cerxif icate of Need (CoN) and Section 1122 req uir e the review and approval of s peci­

fied capital  expen ditures and prop osed  changes in h ealth se rv ice s. States  implemen 

these mechanisms  with input from local health planning agencies and in acco rdance 

with minimum regulat ions  esta blished  at the Federal  level  by 3HPRD. CoN reg u­

lat ory  authority and p rac tices vary  across  the Stat es. Only one State has nei the r.

(3) Health Planning Guidelines

The forthcoming National Guidelines  for Health Planning will have to be cons idered 

by local he alth planning agencies in developing the ir plan s, and in conducting appro ­

pri ate ness reviews and the review of p roposed se rv ices . Although not st ric tly  a 

reg ula tory mechanism,  the guide lines will affec t decisionmak ing at all levels
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thr ough th ei r ex pr es sion  of  nation al pol icy  on the ap pr op ria te  supp ly,  orga niza tio n 
and di st rib ut io n of health re so urc es.

(4) Pr of es sion al  Standar ds Review

Pr of es sion al  Sta ndard s Review, con duc ted  by loca l Pr of es sion al  Stan dards Rev iew 
Orga niza tio ns  (PSROs), de te rm in es  the ne ce ss ity,  qu ali ty and ap pr op riat en es s of 
healt h se rv ic es  'an d, th er ef or e,  med ical  tec hnolo gie s) re im bu rs ed  un de r Med icare,  

Medicaid  and the Matern al  and Child Hea lth  Pro gra m . PSROs re ce iv e guidan ce 
fro m the Health  Sta ndard s and Qu ali ty Bu rea u wi thin  HCFA in the form  of sample  se ts  
of no rm s,  c r it e ri a  and stan da rd s but ma y adapt the se to loca l p ra ct ic es.  Of the 
203 P3RO are as,  th er e ar e 32 at the planning  stagehand 120 ar e co nd itional.  They 
have co ncen tra ted th ei r in iti al  ac tiv iti es  on the use  of ho sp ita liz at ion.

(5) Re im bu rse men t

Re im bu rse men t mecha ni sm s employed  by the De partm en t ar e lim ite d to the appro val  
o r di sapp rova l of re im bu rsem en t un der Med ica re  for he alt h se rv ic es and tech no log ies . 
HCFA ma kes suc h de term in at io ns , which can have  a m ul tip lie r ef fec t on the 

re im bu rsem en t pr  acti ces of Medica id and ot he r th ird  pa rty  pa ye rs .

B. Agency Ac tiv ities  and De fic ien cies

Ov eral l ro le s and re sp on sibi lit ie s of the va rio us  agenc ies  were di sc us se d abov e. 
Specific ally, the prob lems re po rte d by the acti on age ncies  ar e of two types:  those 
inhe rent  in the  re gu la to ry  mechanism s them se lves  and tho se re su lti ng  from  ana lyt ic 
de fic ienc ies,  notab ly the di ffic ulty in es tabl ish ing stan da rd s.  Many of the re gu la tory  
mec ha ni sm s,  although avail ab le , ar e cu rr en tly  in a devel opme nta l st at e ei th er  
because th ei r legi slat iv e manda te is re la tivel y new (Medical  Device Am end ments ;
P .L . 9-3-541), or because es tabl ish ed  po lic ies and pr oc ed ur es  ar e not adequa te to 
ad dr es s the com plex issu es  posed by mod ern me dic al tec hnolo gie s. As shown 
below, the se constitute  a m aj or  set  of de fic ienc ies.
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The 3urea u of Medical  Devices has not ye t completed  form ulat ion of p re -m arke t and 

post-ma rke t ass ess me nt pro ced ure s and pe rfo rmanc e standards which are  compara ble 

to those of the 3ura.au of Drugs. Though the st at e- of -the -a rt  of developing standards 

for techno logies  was ident ified  as a lim iting  fac tor, the 3urea u of Medical Devices 

also rep orted that FDA proced ure s and the pro cess  of promulgating regu lations  

have furth er hampere d the pro cess.

Health Systems Agencies (HSAs’ and State Health Planning and Development Agencies 

(SHPDAs) are new State and local planning agenc ies in many ca ses, and the res ou rce 

ma ter ial s and technica l ass istanc e str uc ture  which will support the ir reg ula tor y 

functions are  not all in p lace . App ropriateness Review is not ye t a requir ed  HSA 

and SHPDA function,and issues surrounding  its regula tory aspects are  unclear.

The dra ft National Guidel ines for Health Planning  are too recent ly issued to have 

had an effect on the heal th car e sys tem . PSROs are  establ ished in only a li ttl e more 

than half  the designated  are as and sample cr it er ia  s ets have been Issued only for 

pre -ad mi ssion  and co ntin ued -stay-ra view for hospita liza tion . Fro m the agency 

repo rts , it is obvious that the newness of these  reg ula tory mechanisms  or  the ir 

pre sen t state  of development cons titute a m ajo r set of defic iencies.

Other pro gramm atic  prob lems ident ified  by the Study Team include an ov era ll lack 

of coordination and the exclusion  of some medical care provid ers  from regulation. 

Fu rth er  coord ination is needed between the var ious regula tory mec han isms in orde r 

to assu re  con sistency. DHEVZ was ridiculed when CT head scanning  was approved 

under Medicare  while 3HPRD was stating it did not have suff icient informat ion to 

issue guideline s about CT service s even though t echnicians understood the Medicare 

decis ion was based  on efficacy and safe ty data  while the guidelines are  based on 

cos t-bene fit and cost -effec tivene ss findings. The Study Team also consi ders that the 

regula tory mechanisms of CoN and Section 1122 approval are weakened by the exclusion 

of physicians' office s ar.d other ambulatory care providers  from the req uir em ents.

28-790 0  -  78 - 8
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Without the author ity to contro l the acquisition of technologies  outside hea lth car e 
fac ili ties, local and State planning agencies cannot, in our opinion, effe ctively plan 
and regu late  the health car e deli very system for which they are  res ponsible .

The action agencies identif ied the lack  of technica l consensus  about emerg ing and 
existing technologies as a m ajor analy tic problem to the ir regula tion . Although 
BHPRD has  developed monographs address ing 18 heal th se rv ice s and has a co n­

tra ctor  working on a se rie s of c ase  stud ies desc ribing spec ific technologies , nei the r of 
of these  efforts resulted in speci fic standards that planning agencies could use for 
decisionmaking under  CoN and Section 1122 beca use of lack of cons ens us.  HCFA 
also rep ort ed  the lack  of technical consensus  as a m ajor  prob lem in the development 
of model set s of s tandards for PSRO's to use in r eim bursement dec isio ns and quality 

ass ura nce. The recent ly issu ed National Guidel ines establ ished quantita tive  sta n­
dards which (when is sued in f inal form) must be c onsidered by health planning 
agencies. These may c ontribute to a movement towards consensus about m edic al 
technologies  and a ss ist  in the development of standards'on which to ba se CoN and 
Section 1122 approva l.

The sca rc ity  of data about existing techno logies  was identi fied by the agencies as a 
fac tor  contributing to the difficulty of reaching consensus. Informat ion was reporte d 
to be urge ntly  needed for State and loc al health  planning dec isions and fo r PSROs.
The inadequacy of the existing knowledge base  and the lack  of d issemina tion  of re ­
sea rch  findings also were cited  by 3HPRD, HCFA, and OQS as maj or impediments to 
the development of st and ards.

HCFA identi fied  a need for more comprehensive review of .new techno logies  in 
or de r to as si st  in the development of Medicare reimb urs ement  p olic ies . In addition, 
HCFA report ed  that additional rese arch  on the appropr iate  conditions for use of 
pa rti cu lar  technologies is needed to as si st  PSROs and reim bur sem ent  mechanisms  in 
the development of sta ndard s-f or- use and thus the esta blishme nt of payment pol icies.

-X f-



L as tl y , it  sh ou ld  be no ted  th at , whi le  the Stu dy T ea m  ag re es wi th  the ac tion  ag en ci es  

ab ou t the  ne ed  fo r a m o re  s tr u c tu re d  ap pr oa ch  to  ob ta in in g te ch nic al  in fo rm at io n  abo u 

m edic a l te ch nolo gie s,  we a re  in  no posi ti on  to co m m en t on  the ex te nt  to wh ich  the 

cu rre n t la ck  of th is  in fo rm at io n  af fe ct s th e ir  pe rf o rm an ce , si nce  ev al uat io n of 

th e ir  p erf o rm ance  and pro duct iv ity  is  beyo nd  the sc op e of th is  P has e I in qu ir y .

TR AN SF ER  AN D/OR  PH AS E-OU T MECHANISMS

A. D es cri p ti on  of Co mpo ne nt

T her e a re  fiv e sp eci fi c type s of m ech an is m s em ploy ed  by the D ep ar tm en t to st im u la te  

the tr a n s fe r  o r  di ffus io n of a d es ir ab le  tech no lo gy  a n d /o r to p hase -o u t an  ou tm od ed  

o r un sa fe  tech no lo gy :

o D em onst ra ti ons

o In fo rm at io n d is se m in at io n

o P ro fe ss io n a l ed uc at ion

o C on su m er  ed uc at io n 

o P ate n t and  li ce nsi ng  po licy

D em onst ra tion  p ro je c ts  a re  un de rt ak en  p ri m a ri ly  to  ob ta in  in fo rm at io n  from  which  

the fu tu re  cou rs e  of de ve lo pm en t and ap plica tion  of a tech no logy  ca n be de te rm in ed . 

D em onst ra tion  p ro je c ts  al so  ha ve  the po te n ti al  fo r d ir ec tl y  st im ula ti ng  o r a rre s ti n g  

the  di ffus io n of the te ch no logy .

In fo rm at io n d is se m in ati on  and  p ro fe ssi o n a l and co nsu m er  ed uc at io n ac ti v it ie s , wh ich  

a re  of ten in te rre la te d , a re  in tend ed  to  in flue nc e the de ci si onm ak in g of p ra c ti ti o n e rs , 

o th er  hea lth p ro fe ssi o n a ls , r e s e a rc h e rs  and  co nsu m ers  on the us e of m ed ic a l te ch ­

no lo gie s.  T hi s is  ac co m pl is he d by us in g su ch  m ed ia  a3 m ed ic al  jo u rn a ls , pam phle ts , 

p ro fe ssi o n a l m eeti ngs,  and  co nfe re nce s to in fo rm  th es e p a r ti e s  ab ou t the im port an t 

posi tive and neg at iv e as pects  of te ch no logy .



S im il a rl y , pat en t and li ce nsi ng  po li cy  m ay  be  us ed  to en co ur ag e o r  d is cou ra ge  the 

in tr oduct io n , di ffus io n o r  ap pli ca tion  of d ru gs and dev ic es  de ve lo pe d wi th  F ed e ra l 

su pport .

B. Agency A ct iv it ie s and  D ef ic ie nci es

Th e ag encie s'  re p o rt s  o v era ll  in dic at ed  on ly lim ited  us e of th es e m ech an is m s to 

sy s te m ati ca ll y  tr a n sfe r  te ch no lo gie s,  and v ir tu a ll y  no us e to c u r ta il  o r pha se  out 

ou tm od ed  or in ef fi ca ci ous te ch no lo gie s.

NIH,  how ev er , re po rt ed  su bst an ti a l and  in cre asi n g  ac ti v ity  in  the  d is se m in ati on  

of in fo rm at io n , physi ci an  and  co nsu m er  ed uc at io n,  and  d em onst ra ti on  p ro je c ts . F o r 

ex am pl e,  NIH est ab li sh ed  a T as k  F o rc e  on  Com m un ic at io ns  in 1975 in  th e Of fic e 

of the D ir ec to r to re co m m en d st eps to im pr ove  the  d is se m in ati on  of in fo rm at io n  

to hea lth p ro fe ssi o n a ls  and  the gen er al  publi c.  Th e var io us In st it u te s sp onso r 

a v ari e ty  of m ee tings fo r bi om ed ic al  re s e a rc h e rs  and  m ed ic a l p ra c ti ti o n e rs ; pu bl ish 

jo u rn als , m onog ra phs,  b ib li ogra phie s and pam phl et s;  w ri te  a m on th ly  se c ti on  fo r 

the Jo u rn al of the A m er ic an  M ed ic al  A ss oc ia tion de al in g wi th em er g in g  te ch no lo ­

gi es  re le van t .to m ed ic al  p ra c ti ce ; pr od uc e ra di o and te le v is io n  an no un ce m en ts ; 

cond uc t se m in a rs  fo r sc ie n ti fi c w r it e rs ; and  op er at e an in fo rm at io n  cl ea ri nghouse  

in  sp eci fi c d is ease  ca te g o ri es ( e .g .,  the C ance r In fo rm at io n C le ar in ghouse  at  NCI). 

NIH al so  under ta kes  the  m ajo ri ty  of dem onst ra ti on  ac ti v it ie s of th e D ep ar tm en t.

Th e NHL3 I and NC I, in  p a rt ic u la r, , a re  re q u ir ed  by th e ir  le g is la ti on  to  co nd uc t 

dem onst ra ti ons and ed uc at io n p ro g ra m s fo r p ro fe ssi onals  and the  publi c.  F u rt h e r,  

un de r the  au sp ic es  of the  var io us In st it u te s,  m ore  than  50 re se a rc h  ce n te rs  ha ve  

be en  es ta b li sh ed  th ro ug ho ut  the co untr y . In ad di tio n,  the  NI H' s N at io na l L ib ra ry  

of M ed ic in e i3 ab le to pr ov id e co nt in uo us ly  up da ted  in fo rm at io n  from  it s gu ide  to 

M ed ic al  L it e ra tu re , Ind ex M ed ic us, by m ea ns of the  co m pute ri ze d  "M ed line " sy st em  

T his  is  av ai la ble  na tio nw ide th ro ug h 750 te rm in a ls  in h o sp it a ls , m ed ic a l sc ho ol s,  

and  li b ra r ie s , and is  ba ck ed  up by 11 Reg iona l M ed ic al  L ib ra r ie s .
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NCHSR funds dem ons trat ion  pro j sets of vario us com puter-based diagnost ic, thera­

peutic and screenin g technologies. These pro jec ts focus on obtaining fur the r 

info rmation about validi ty, efficiency,  cost-eff ectiveness , and us er  accep tance , 

but also aid in the  diffusion of worth while innovations . To fac ilitate  adoption of 

some of its pro jec ts and el imin ation of b arr ie rs  to the tra ns fe r of viable innovat ions, 

NCHSR has  produced us er  guidel ines and supported  "user group organiza tio ns ." »

An Office of Hea lth Information and Health Prom otion was esta blis hed  rec ently  in 

OASH to provide the Depa rtment .vitii a focus for consum er education act ivi ties.

This office , which plans to concentrate  its effort s in area s where there  is an 

absence of c ur rent  act ivi tie s, will as si st  the agencies in c arryin g out any aspects 

of the ir missions which Involve or could involve consum er educat ion, and will develop 

programs for the "education of the public in the main tenance of persona l and fam ily 

health and in the app ropr iate  use  of the health  ca re  sy st em ." This  program is like ly 

to encoun ter many of the p roblems  commonly associated with the inadequacy of ha rd 

technical information about the effectiveness of many technolog ies. Also, the method­

ologies  used in a ffecting consumer behavior are  imper fec tly developed.

These same info rmational and methodological problem s apply to pro fessional  edu­

cation activ itie s. In thi s case,  the prob lems are  compounded because the re is no 

departm enta l focus for act ivit ies  rela ting  to the continuing education of ph ysic ians  

and other health  pro fes sio nals. Prac ticing physicia ns curre ntl y do not have an ade­

quate source of information about the technologies that they are  using  or  could use,  

and medical lit er atur e often is not di rec ted  towards die needs of p rac tit ion ers  or 

written in term s fam iliar to them. In fact , the quali ty of that lit er atur e has been 
called repe atedly into question.

• Recently , the re has been inc rea sed  recognitio n of these inadequacies, and various

DKZlV agencies have been encouraged  to remedy ‘hem. Several  acti viti es discus sed

-<F-
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la this  repo rt (e .g ., the Medical Practice Information Dem onst ratio n Pro ] set and 

she Dep artm ent- leve l Re-daw and Synthesis component des cribed in Section  IV) 

could aid in reso lving  these information and education problems.

NTH, however, reporte d that any fu rth er involvement in p rof ess ion al educa tion might 

be inap propria te or infeasib le. Since NIH c urr ently  i s the most active  agency in th is 

are a, it app ears  unlikely that sub stantial improvem ents in pro fessional  education 

will take place without a new locus for such-activ ity.e lsew here  in the Dep artm ent.

The re was no explic it requ est in the Agency Repor t Form for info rma tion  on patent 

and licensing polic ies or activ itie s. Agency rep or ts,  the ref ore , provided no bas is 

for disc ussi on of these mechanisms. The Study Team is aware, however, that the 

Department has not arti culated  a policy which reco gni ses the dua; use that  patent 

and licensing policy can per form in encouraging or discouraging innovat ions 

resu lting  from DHE'/V -funded RisD.

PRE-MARKET INCENTIVE AND/OR DISINCENTIVE MECHANISMS

A. Descrip tion  of Component

The allocation  of RisD res ou rce s is an effective  means for dir ectly  affecting technol­

ogy development. Pr e-marke t mechanisms can be used to s tim ula te, re ta rd  or 

red ire ct technology development. Dec isions  on the type and amount of R&D res ou rce s 

to be applied in any given area  would be based, for example, on c ri te ri a such as the 

ove rall  miss ion  of the Department, the n ature of the prob lem, the importance of 

the problem , targets of opportunity , and the avail ability of funds.

B. Ag enc y A ct iv it ie s and D ef ic ie nc ie s

Agencies reporte d no conscious or formal use of R&D res ou rce s allocation polic ies
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as  p re -m a rk e t in ce nt iv e o r d is in ce ntive m ech an is m s.  Such p o li c ie s,  ho w ev er , a re  

de  facto co n tr o l m echan is m s,  wh ich  re fl ec t m a jo r ju dgm en ts  ab ou t he al th  nee ds and  

na tional  p r io r i t ie s . Th e p ro ble m  fo r the D ep ar tm en t is  th at  the agen ci es  si m ply  

do no t re vi ew  al lo ca ti on  of R&D as  an  in te rv en ti on  m ec han is m  ev en  tho ugh the  Agency 

Rep or t Out lin e ex pli ci tly  la be le d it  th at  way.

4 T hi s gap in  the ag encie s'  per ce p ti on  and  pl an ni ng  is  p a rt ic u la rl y  s tr ik in g  si nce it

o ccu rs  des pit e the  re cen t b a rra g e  of c r it ic is m  of DHEW fo r overe m phasi s of 

wh at D r.  Le wis T ho m as  ha s te rm ed  "h al fw ay  te ch nolo gie s"  su ch  as  re nal

• d ia ly si s wh ich  is  pa ll ia ti ve  , and  under em phas is  of te ch nol og ie s su ch  as  vacc in a­

tion s wh ich  a re  p re ven ti ve , o r  nu tr ie n t th er ap y  wh ich  is  cu ra ti ve .

It in d ic at es  th at  one of th e D ep art m en t' s m o st  po w er fu l in te rv en ti on  m ec han is m s 

is  no t be ing em ploy ed  to  m an ag e tech no logy  ef fe ct iv e ly .

MARKET INCENTIVE MECHANISMS 

A. D es cr ip tion  of Co mpo nent

M ar ket  in ce nt iv e m ec han is m s a re  in tend ed  to en co ur ag e p ri v a te  co rp o ra ti o n s to 

de ve lop and  co m m erc ia li ze  m ed ic al  te ch no lo gi es  wh ich  m ee t a un ique  pu bl ic  ne ed  

but wh ich  la ck  a su ff ic ie ntly  a tt ra c ti v e  m ark e t fr om  the p ers p ec ti v e  of the in dust ry . 

Such m ec han is m s in cl ud e:

o Dev el op m en t su bsi d ie s

o Ta x su bsi d ie s 

o M ar ket  ag gr eg at io n

Dev el op m en t su bsi d ie s e sse n ti a ll y  are  d ir e c t pa ym en t sc hem es  by wh ich al l o r a 

p a r t of the costs  to take  a tech no logy  from  the "b re adboard " o r pr ot ot yp e m od el  to the  

pro du ct io n st ag e a re  pa id  by the G ov er nm en t.

•
Ta x su bsi d ie s bas ic al ly  a re  in d ir ec t re im burs em en t sc hem es  by wh ich  al l o r a

-5 s -



pa rt of the costa to develop actual manufactur ing cap abi litie s an d/or  produce a te ch­
nology can be deducted from the taxable income of the orga nizatio n.

Marke t aggregation re fe rs  to Government action to g uarantee an exclusiv e mar ket 
for a given technology which it  de si re s, but which p riva te corpo rat ion s consider 
not cos t-ef fec tive  (i. e. , manufacturing and sales cos ts cannot be sufficien tly 
recove red  and/o r free  mar ket profit margins  are  too sma ll or unc erta in) . This 
mechanism, the refore , ass ure s a minimum sal es volume .and/or exclusive access  
to s pecific interested buyers (e .g .,  VA, PHS, DOD, G5A) for a given length of time

3.  Agency Activit ies and D eficiencies

Agencies ess ent ial ly rep orted no acti viti es to develop and apply marke t incentive 
mec han isms. The .Study Team concluded,  the ref ore , that eit he r lit tle  was being 
done with th is cla ss  of In tervention mechanisms, or that the uti lity  of such ac ti­
vit ies  have not been recognized by agency manag ers . The situation app ears  to be 
comparable to the agencie s' lack  of a s tra teg y for .allocation and real locatio n of 
RtiD res ou rce s as an in tervention mechanism.

While the agency rep or ts demonstrate d considerab le concern  with the problem of 
restr ict ing technology use , they d emo nstrate d no comparable concern  with identi ­
fying and stimu lating benef icial but lagging techno logies  which are  not being d eve l­
oped because they fa ll between the cra cks  of the health care marke t. Fo r example, 
prev enta tive , reha bili tation, mental health  and environment .il techno logies  could 
reduce co sts , but many are  lagging in development because the norm ally  ove r- 
generous medical reim bur sem ent  sys tem  does not cover the ir use.

This gap in agency planning should be add ressed  at the Depa rtment level. It call s 
fi rs t for sys tem atic ally  identifying lagging or  absent beneficia l technologies and 
tnen, on the bas is of the ident ifica tion, for developing a more balanced stra tegy  
for managing technology development.
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It is  worth  noting tha t the Exp er im en ti l Technology Incen tives Pr og ra m  of the 

De partm ent of Co mm erc e has  the ex pl ic it mission  of help ing Fed er al  agencie s 

concep tua lize and im plem en t ex pe rim en ta l appro aches to tec hnolo gic al innova tion . 

Th is Fe de ra l re so ur ce  should be use d, par ti cu la rly  b ecau se  som e of the lagging 

technolo gie s me ntione d above ar e lik ely to fa ll beyond the tr ad iti on al  purvi ew of 

g DHE'V ie .g . , ai r pollu tion and .automobile safet y)  and the se  ca ll for  co lla bo ra tiv e

ef forts  with ot he r Fed er al  De pa rtm en ts.

The  Shady Te am  be lie ve s tha t th er e ar e un re al ized  op po rtu ni tie s for  the De par tm en
«

to p romote inc en tiv e actio ns  within  it s purview  and to inf luence  inc entive ac tio ns  

in ar ea s in which  it  doe s not have  di re ct  re sp on sibi lit y but which may im pa ct  

both de pa rtm en ta l re so urc es  and the ov er al l he alt h of the Am eri can public .

C. Rec ommended Appro ach es

Ov eral l, we recomme nd  that  the De partm en t un de rta ke  a c om preh en siv e review  to 

de term ine why mo st of its  in terven tio n mec ha ni sm s ar e not working  effec tiv ely ; 

and then to develop  and im ple me nt po lic ies to expand th ei r sco pe and improve 

th ei r ef fect iven es s.  In add itio n, we recommen d that:

o The re se arc h  re qu ire m en ts  to es ta bl ish stan da rd s and po lic ies for  

de pa rtm en ta l re gu la to ry  m ec ha ni sm s be cl ea rly ar tic ul at ed  and given 

co ns iderat ion as re se ar ch  funds ar e al loca ted.  All of the act ion  age ncy  

re port s ide nti fie d som e re se arc h  ne eds, and we recom me nd tha t they  be 

ask ed to pre pa re  a pro posed  re se arc h  agenda  for  co ns iderat ion.

o Fo rm al  lin kages be -esta bl ish ed  betwee n HCKA ?.ni o th er  re im bu rsem en t 

orga niza tio ns  in both the publ ic and pr iv at e se ct or ia  o rd er  for  re im burs e­

me nt de cisio ns  to be mo re co ns is tent , and th er ef or e effe ctive as a re gu ­

la to ry  de vice . .Ail thi rd pa rty pa ye rs  shou ld have ac ce ss  to in form at ion
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re le va nt  to the es ta bl ishm en t of po lic ie s,  and although  pr iv at e th ird pa rty 

pa ye rs  and Medicaid  pro gr am s can  not he comp elled  to act  in co nce rt  with 

M ed icare,  fu rt her  coordina tio n between pa ye rs  sho uld  be en co urag ed  to 

in cr ea se  the lik elihood  of a co ns is tent  appro ach to the re gu la tio n of tec hnol­

og ies  thro ugh  re im bu rs em en t.
»

o The ac qu isi tio n of tec hnolo gie s by pr iv ate ph ys ic ian s and ot he r am bu la tory  

ca re  fa ci li ties  be subjec t to the same CoN and Section 1122 review  and

approval as ot he r pr os pe ct ive purc hase rs . »

o C ur re nt  inform ati on  d is se m in at io n and pr of es sion al  and co ns um er  education 

ac tivi ties  be evalu ate d fro m the  standpoint of th ei r output (e .g .,  quali ty 

of in fo rm at ion di ss em in ated  and re leva nc y of su bj ec ts  co ve red) , and 

th e ir  im pact on the ta rg et  aud ien ces (e .g .,  co ns um er s and ph ys ic ians ).

o A new loc us  fo r pr of es sion al  education  be developed to co ordina te ac tivi ties  

among the  ag encie s and to st im ul at e nee ded  new pr og ra m  in it ia tive s.

■ We reco mmen d tha t the re sp on sibl e or ga ni sa tio n dev elop a co lla bo ra tiv e 

re la tion sh ip  with the Me dic al Sp ecial ty Bo ard s and academ ic he al th  ce nt er s 

so tha t de pa rtm en ta lly- ge ne ra te d in fo rm at ion m ay be sy st em at ic al ly  ch an ­

ne lle d to them fo r use by ph ys ici an  re ce rt if ic at io n  pr og ra m s and othe r 

re le va nt  ac tiv iti es .

o Speci fic  de pa rtm en ta l and agency  policy be develope d fo r identi fyi ng  absent  

o r laggin g med ical tec hnolo gie s and tha t R&D all oc ati on  pla ns  take gre at er  

cog niz ance of h ea lth  nee ds in re la tion  to re se arc h  ta rg et s of opportu nity.

•
o A Dep art men tal  pol icy  be dev eloped  re la tin g pa ten t and li ce ns ing actions to 

de cision s to encourage or  di sc ou rage  inn ovatio ns re su lti ng  fro m KZ'V funded 
R&D.

- t f -
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o A study  be conducted to identify those  benefic ial techno logies  which are not 

being developed becau se cu rre nt  health ca re  policy  overloo ks them. Fo r 

example, prevention, rehabi lita tion , environmenta l and system management 

techno logies  offer  the potential for improving heal th and reducing hea lth care 

cos ts, yet HEW app ears  to be underinvestin g in the ir development.

o A study be conducted ox* o ther Governmen t organiza tions to d eter min e the

effectiveness of the ir acti viti es to promote development and commercializ atio n 

of crit ical  health-r ela ted  technologies. As part of this study, the Department 

should identi fy both those technologies and activitie s in other fields

may im pac t beneficia lly on hea lth problem s (e. g ., pollution control tech nol­

ogies ). and those techno logies  an d/or  fields where the application of appropr iate  

incen tives  might be encouraged to reduce the o ccurr ence or  seve rity of speci fic 

health  and m edical problems.

-o '? -
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VII I. D E V E L O P M E N T A N D M A N A G E M E N T O F A P H E W T E C H N O L O G Y S Y S T E M

A.  D e v el o p m e n t of t h e P r o p o s e d T e c h n o l o g y  S y st e m

C h a p t e rs  II t h r o u g h VII c o m p a r e  t h e St u d y T e a m's  c o n c e p t t o r a D H E W t e c h n ol o g y 

m a n a g e m e n t s y st e m  wit h t h e c u rr e n t a c ti v it i e s of t h e  D e p ar t m e n t. T o c o n si d e r h o w

t h e D e p ar t m e n t c o u l d m o v e fr o m  t h e e x is ti n g  fr a g m e n t e d a rr a n g e m e n ts  t o a c o h e r e nt

m a n a g e m e n t s y st e m , it is us ef ul  t o s u m m a ri z e t h e c u rr e n t d e fi ci e n ci e s a n d t h e t y p e s

of n e e d e d i n it i a ti v e s.  ®

x n w s a

i nlt ori n g y S cr e e n m g

T hr e e i g e n ci a s r e o ort t or e a cti viti e s  
«"l c. h c o ul d c o nt n c ut e t o e n i d e n tifi­
c ati o n e n d m o nit ori n g t ytt a n ' or 
e al Stl n g t e c h n ol o gi e s e n d ” C: 4 » - MS 
c o n c e pt d esi g n f or d ev el o pi n g t e e n* 
n gl o gi e s

-  n o c at al o g of  s u iti n g . n e w. m o 
d ev el o pi n g c ee n n o' o g’ es

n o s y st e mat’ a e d t o or o e c n t o  
i d e ntif yi n g e n d s cr e e ni n g 
t e c h n ol o gi e s t o ot  st u di e d

d ev el o o e n d i* ol e » e n » s y st e m  
f or I d e nt 1* v’ n g..- o n 1t ori n o. 

t e c h n ol o gi e s t o at str u d nlr e d
9

A g e n d* - s etti n g o c c ur s at i n di vi d u al  
a g e n c y l e v el s c a s e d orl- n aril y o n c n o s e  
t g e n ci e s* o er c e s d o n s of t h eir mi s si o ns. 
* d r. oc C o n gr e s si o n al ’ e a u e st s. e n d o n 
r e s o ur c e s v al i a bili t y

i mo al a n c e b et we e n n e e d s of  s cti o n 
s g e ncl e s e n d - nt er e st s cf k n o wl e d g e  
d e v el o p me nt a g e n ci e s

n o a ss ur a n c e of  a ge nci e s* f oc u s o n 
l e s s e e' s pri o rit y « e e d s

n o cl e ari n g h o u s e ' or '. nf gr metl o n 
m d d at a e s o ut t e c n n ei o c y- o a a e d

il y si s a n d T esti n g •  T h er e 1s a str o n g s at e ' or t e c n n ol o g y- 
b a s e d st u di e s m s ev er s! a ge nci e s

’ 5 Cli ni c al  t n e

i n s uffi c' e n c y of  st u di e s of « «-iti n g 
t e c h n ol o gi e s, o artl c ul ar' y r a di c al 
m d s ur gi c al br o c e o ur es

c o n d u cti n g : o st- o e n ef < c u d c o st-  
eff e ct: v e nt s* st u di e s

I C H S ? s p e nt o n e-f o urt h of ’ t s o u d g et ,‘ or 
ft   i n c o st- b e n efit m d : o st- «** e c- 
tl v e n ei s a n al y si s a s o art of : o m or » n » n si » e 
e v al u ati o n s; SI M, < F A. a n d C3 C r e o ort  
s m all- s c al e eff ort s i n c nit ar e a

F 0* s et s st a n d ar d s f or d u alit y, effi c a c y,  
s n d s af et y o* dr u g s ar d d e vi c e s, s n d 
- e vi e ws d at a m o t e sti n g or oc e d ur es of  
s e v el o o ert; < F J J e wi o o s -* e d’ t*l
n e c e s sit y, d u alit y m d i c or-i o--it m e s s  
st a n d ar d s t o j u' O e ’ $ ? 0s.  s ev »’ o os

’ h er e ar e ‘ s ol a c e d m st a n c e s of  di s cr et e 
s o ci et al  m ot et st u di e s ' b y ^ A. U M. :: c.  
i C ? S a). m o d C H SI - a s l e v el d e e d s cr o o ot al 
‘ or c o n or e nt- si v e t e c h n ol o g y s s se ss xe nt 

• « a « ol es a* tr o a s- c.-ttr n g s- d n « c h o d ol o o < c at

u s e of e s n e ut er s ' or mf or- Mt’ O n tr a n sf er dy 
U H; d ev el o o ne nt of n o d e! a t o or e d» ct tr e at-  
- e nt o ut c o me s b y C3 C a n d t o a s s e s s t e ci gl- 
o gl e s b y F 3 A.

i ni g el m c e.. b et we e n a cti o n a g e n ci e s' n e e d s 
f or st a n d ar d s 1t v el o o « « nt sr d k n o wl e d g e 
d ev el o oir e nt s ge nct e s'  t a o a ol Hti e s f or  
or o vi dl n g t he m

n o c o m or* n e n s 1 v e t e c h n ol o g y m n s s a w mt s  
b e i ng c o n d u ct e d m d i n s uffi ci e n c y of  
di s cr et e s o ci et al m o a ct st u di e s

i d e ne y a g e n d a s

- 5 3 "-

M



om .iT  activities

121

»«o*3swCCWWTS P i r a c ie s

'M  MJ an dMOllCtt OrOCtSS *dr tpcislon- 
Mhlnp rupardmp apprtjval for nprk«tinp 
of dn»ps and dovtces

no «ocM«itsa to assuro eontittoxcy md 
COOrdlno'IOft of spnc/ 30C*»tO"*a< mp

no *ochanls» to sssuro that -a' r»m t 
study findings art  usad to fo-^ulact now 
Oooartvoncal joli c'as mttpratad icmss 
oropra* Moot

ass’pn no«:on«iOll»ty co ? apart- 
*o*'C«i*’O> unit to faciHtata  
coordinated tpancy tac’ * ’0»a<1np 
md Ml <cy Jav«loo«ont md to 
mvolvt autsldo : i - - ‘ »i -at- 
mtarast m collaOOrativo i f  forts

•’ irvantlon “tenantsas

*0* loflnjvas or dltaocrovts fW Intro- 
auction of drupt ano davicas Into tM 
■Mrkato'aca
tational ftu'dol'nat «lth suantitativa 
standards M*d -tcently 3«" Mall mad 
in federal ' r j U t r

Alanninp apenciat. T“°*0. and ’ »3s art 
In tarty tCapas of i«olamantinp t* ti r  
-asoacciva 3’~opr*«s

<-r A rasas id "oc decisions aoou*. 
^edlcdre -tiaowrsonant tor suastionaola

nost intervention necnamtas sti ll  m
de*eioo»entei scapes

standards tor nodical devices not /at

•S»Os not yet estaol'sned in close to 
naif Of the desipnated areas

aoorooriatenets review standards «ot /et 
developed

- create a 3e*Mrr*4 n ( .i c v t | caoioil 
Ity 'or overslpnt ind rana;ru*t 
Of I >a I a need scratopy 'or inoodt- 
and/or stimlatinp technology 
JeveloM M. adoption.-and u til i-

•unonal Guliernes 'or Health Alannlnp 
ceiayed. md technical assistance itruc- 
tore *or xSAs ano SmPOAs s ti ll  evolving

regulatory decisions imoered 5y lac* of 
’ ecnmcal consensus :n standards 'or 
efficacy, safety. cost-tmaf’ ts. iro 
cost-effecr.veness. mo meroonate

*»r act ivities  *o information ClSSOni"- 
ation. orofesstorel mo consuaor edxat'on 
md lewonjtrition projects

•<nsa suooorts user prduos to fac ilitate  
adoption of .a I Ida ted tacmolopias

an Office of Maaltn Infor-MOon ard 
-caitn >roaocioa -as recently estaoUs-ed 
In SASH

• jrofessional tcucat'on efforts mtuf. 
*jc:ent to -teas af onctu inp  anyti* 
• ant for in'or-nadon IMwt 100-0- 
nnateress md effectiveness af 
teonolopiet

<hfon«Wt1on J|tseninatton effort 
•nadeouato to need

• consumer fdweac-on efforts sti ll  In 
definit ion scape

allocation ind -eelioc af 
not aercet .ed oy the ioer 
intervention nac.namwi

af »M

maceaeace attention paid to -ar»<t 
incentive s k Mo i m  t.’ stlwia to 
'appmp ar sosmt tt-« f<c*H md 
COtt-savmp tacnnd'dpiei mice 
'a ll tetwern --e :-ic*s of -ealtn

To  em pl ac e the prop os ed  techno log y man ag em en t sy st em .

evaluate md strengthen action 
spenclet* cacao!11 ties for *maoa- 
eent. adoodon. transfer. atH I« 
ci:ion and onasa-out of tociMpl-

create s *aw locus far :rofes- 
i >nal education an uti l Station 
i t  *.ecnno:apy

estaoi'sh *or*ai ’ ’-rapes totuoon

entities ind ar«vato sectar to 
teve'oo col'secrstive e’ forts 
*»r eanapmp tecftralopy

•OP'np md sasent oa r*' •'e ii**"’ ’ 
•.ect"olopies ' l l ,  PutSIJa
az t*e ’eel to tyiraa meo.-ttvo

teveioo i ceoerewnci* -o il : / for* 
-elatlnp aatmt ma llcensmp 
actions to 3Mft decisions 
mceurepe or discoursed no vi-

th er e w ill  need  to  be  ju r is

dict io r.a l cl ari fi ca ti ons and re al ig nm en ts  am ong  the  ag en ci es  as  w el l as  as si gnm ent of

new re sponsib il it ie s  and au th ori ti es  and  re so u rc e s . T her e a re  two  gen era l ap pro ac he s

to de ve lopm en t of the pr op os ed  sy st em :
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(1) A "t ab ula  ra sa "  ap pr oa ch  is  the m ost  fr ee  fo rm  (bu t it  m ig h t be  co nsi der ed  

po li ti ca ll y  nai ve) . It would  as su m e no co n s tr a in ts  on sh if ting  ex is ting  in s ti tu ­

tion al  ca pab il it ie s o r re sp o n s ib il it ie s , and  would  th us  be unfe tt er ed  in d evel­

op ing  a se t of ju ri sd ic ti o n a l assi gnm en ts , co m po ne nt  li nkag es , e tc . The 

ag en ci es ' ro le s would  th en  be re fo rm ed  arou nd  the new  re sp o n s ib il it ie s .

(2) An "o rg an iz a ti onal- change-o n -t he-m arg in " a p p ro a ch  wou ld ad her e to 

le g is la te d  m is s io n s , ex is ting  p ro fe ssi o n a l sk il ls , experi ence , and  so  fo rt h , 

and  wou ld des ig n op tion s th at  fi t arou nd  ex is ti ng  a rr a n g em en ts  and  pro pose  

m arg in al ch an ge s in the ag en ci es . It is  the le a s t d is ru p ti ve  and qu ic kes t 

ap pro ac h, though  the one m ost  li kel y  to be  co m pro m is ed  by ag en cy  m om en tu m .

Th e Stu dy  Tea m has  co nc lude d th at  el em en ts  of ea ch  will  be re q u ir ed : m arg in al 

ch an ge  whe re  ag en ci es  ha ve  dem onst ra te d  co m pe te nc e ( e .g .,  ef fi ca cy  and  sa fe ty  

te st in g  of dru gs and  dev ic es ; im pl em en ta tion of ce rt a in  ac tion  m echan is m s) , and 

to ta lly new de ve lo pm en t of su ch  co m po ne nt s as  agen da- se tt in g , m onit o ri ng  and 

sc re en in g , re vi ew  and sy n th esi s,  and  tec hn olog y tr a n s fe r  m echan is m s.

T hi s m on th -long  P has e I stu dy  did  no t in clud e inde pe nd en t a s se ssm e n ts  of ag en cy  

per fo rm ance  o r  st af f capab il it ie s . To  adva nc e org an iz at io nal  ch an ge  a lt e rn a ti v es th at  

a tt em pt to ov er co m e c u rr e n t ag en cy  def ic ie nci es  an d,  at  the sa m e tim e,  take  be st  

ad va nt ag e of ex is ting  capab il it ie s wou ld th e re fo re  overs te p  the  Stu dy T eam 's  know ­

ledg e bas e.  Th e Tea m be li ev es  it  wou ld be m o re  ap p ro p ri a te  to  as si gn  p re c is e ly  

th is  re sp onsi b il it y  to a Phase  II st ud y as  re co m m en ded  in  Se ct ion IX.

B. M an ag em en t of the  Pro pose d  Te ch no logy  Sv ste m

Do es  the  pr op ose d sy st em  re q u ir e  d ir e c t m an ag em en t or  ca n it s  oper at io n  be le ft  

to die p art ic ip a ti ng  ag encie s?  D ep ar m ne nt al  sy st em s p ro cess  re qu ir em en ts  (li ke  the  

an nu al  ev al ua tion  ag en da  o r the fo rw ar d plan ) ty pi ca lly as su m e a ver y  low  p ri o ri ty
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fo r ag en ci es  wh ich  a re  co nst an tly tr y in g  to d is ch arg e  m ajo r su bst an tive r e sp o n s i­

b il it ie s . In ad di tion , in st it u ti onal h is to r ie s , fr ag m en ting  co nst ituen t p re s s u re s , 

in te ra gen cy  te r r i to r ia li ty , e tc . c rea te  cen tr if u g a l fo rc es th at  ten d to dri ve ag en ci es  

apart  and f ru s tr a te  ev en  su ch  si m ple  go al s as  in fo rm at io n  ex ch an ge . W he re  they  do 

in te ra c t,  th e ir  under st an dab le  jock ey in g fo r b u re au c ra ti c  ad va nt ag e siph on s en er gy

away fr om  the  e n te rp r is e . F o r th es e rea so n s , the  a lt e rn a ti v e  of le av in g the  ____

m an ag em en t of the pro pose d tec hn olog y sy st em  to a jo in t und er ta ki ng of the  ag en ci es  

is  no t p re se n te d  fo r consi der at io n .

* The Study T ea m  ha s co nc lude d th at  th er e is  a ne ed  fo r e s ta b li sh m en t of a new

tech no logy  m an ag em en t un it,  and  th at  su ch  a un it  sh ou ld  be lo ca te d a t the  

D ep ar tm en t le vel . The fu nc tio ns  of th is  un it (a s show n in figu re  3) might  

inclu de  sy st em  de ve lo pm en t, m an ag em en t,  co ord in at io n , te ch n ic al  a ss is ta n c e , 

po lic y dev el op m en t, m onitoring  and ev al ua tion , li a is on , and in fo rm at io n  c le a r ­

ingh ou se . The fo llo wing are  il lu st ra ti v e  ex am ple s of  the u n it ’s ac ti v it ie s;  they  

wou ld be m or e p re c is e ly  de fin ed  by the  Spec ia l P ro je c t M anag er 's  de ci si on  

mem o (See Sec tion  IX) re la ti n g  to un it lo ca tion an d re so u rc e s , and  by the 

u n it 's  ev olving  def in iti on  of go al s,  func tio ns  and  p r io r it ie s .

SYSTEM DE VE LO PM EN T - The un it would  in it ia ll y  fo cu s on giving  o p e ra ­

tion al  de fini tio n to the  co nc ep tu al  fr am ew ork , and  on gu id ing the dev el op m en ta l 

ac ti v it ie s re la te d  to in te g ra ti ng  the si x-c om pon en t sy st em  wi th D ep ar tm en ta l 

s tr u c tu re s  and p ro c e ss e s . E xa m pl es  of the u n it 's  dev el op m en ta l ac ti v it ie s

would includ e;

- -  det er m in at io n  of  the fe as ib il it y  and  co s t- e ff ec ti v en ess  of 

de ve lo pi ng  a sy st em  to (a) iden ti fy  and  m onitor 

te ch nolo gi es ; (b) in ve nt ory  and m onit o r hea lth  nee ds;  and 

V (c) sc re e n  the  ex is ti ng  and de ve loping  te ch no lo gi es  to se le c t

ca ndid at es  fo r in te nsi ve stud y;

- J / -



Fu nct ion s and Re lat ion ships  of Prop os ed  
Tec hnology Man agemen t Unit

‘ PRIMARY FUNCTIONS
-Sy stem Deve lopm ent 
-Ma nageme nt 
-Co ord ina tion 
-T ech nic al As sis tan ce  
-P ol icy  Deve lopm ent 
-Monitoring and Ev aluatio n 
-L iai so n
-Clea rin gh ou se

**  Age ncies ar e ide nti fied in te rm s 
of th ei r pr im ar y m iss io n v is -a - 
vis  technolo gy -ba sed  knowledge 
dev elo pm ent  or  actio n
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— in  co ll ab ora ti on  with the  ag en ci es , de fi ni tion of  ± e  le ad e rs h ip , 

co ord in at io n  and  te ch nic al  fu nc tion s th ro ug h wh ich  the  ag en ci es  

would  p art ic ip a te  in  the  te ch no logy  m an ag em en t sy st em  and the  

si x-c om pon en t p ro cess ;

- -  dev el op m en t of a p ro c e ss  th ro ug h wh ich the D ep ar tm en t ca n co ll abo ra te  

w on  tech no logy  m an ag em en t p ro b le m s wi th o th er re le van t F ed e ra l

D ep ar tm en ts  ( e .g .,  VA,  DoD , NASA, NS F,  OS TF ) and the p ri v a te  

se c to r p a r ti e s  at  in te re s t ( e .g .,  hea lth  in s u re r s , p ro v id e rs ,

,  te ch no logy  d evelo pers , In st itut e of M ed ic in e,  ac ad em ic  in st it u ti ons,

m edic a l sp eci al ty  gr ou ps  and  p u b li c /c o n su m er in te re s t gr oup s) ;

- -  p rep a ra ti o n  of a ti m et ab le  fo r the an nu al  tech no logy  ag en da  cycl e.

T he se  sy st em  dev el op m en t ac ti v it ie s wou ld be  under g ir ded  by in fo rm at io n  ob ta in ed  

fr om  the Phas e II stu dy  wh ich  is  in it ia te d  by the Spe ci al  P ro je c t M an ag er  and 

tr a n s fe rre d  to the te ch no logy  m an ag em en t un it  st a ff  as  so on  as  they  are  ap po in te d.  

As sho wn  in Appendix Ta b 13, the Phase  II  st ud y wou ld be s tr u c tu re d  so  th at  the 

ta sk s th at  pr ov id e te ch nic al  dat a and  in fo rm at io n  ne ed ed  fo r the sy st em  de ve lo pm en t 

ac ti v it ie s a re  " fr on t- ended",  th er eb y  giving  the  new  u n it 's  st a ff  a m ajo r he ad  s ta r t .

MANAG EME NT OF HIGH -PR IORITY  TECH NO LOGIE S - In the oper at io n  of the  

si x- co m po nen t sy st em  fo r add re ss in g  se le ct ed  h ig h -p ri o ri ty  te ch nolo gie s,  the 

un it would m ai n ta in  ti m eta b le s,  co nv en e o r  co ord in at e co nv oc at io n of DHEW 

ag en ci es  and  ex tr a -D ep art m en ta l part ic ip a ti o n , m onit o r and  re p o rt  p ro g re s s , e tc .

- -  M on itor in g and  Scr ee ni ng:  o v ers ee  gen er at io n  of a li s t of 

"c o a rs e  sc re en ed "  ca nd id at e te ch nol ogi es  and hea lth  p ro b le m s;

- -  A gen da- se tt in g:  in  co ll ab ora tion  wi th the ag en ci es  and  ou ts id e 

p a r ti e s  at  in te re s t,  co nv en e ex per t ju dg m en t to "f ine sc re e n "  the  

ch oi ce  of ca nd id at e te ch no lo gi es ; p re p a re  an  An nual Tec hn olog y 

A nal ys is  Ag enda p ro p o sa l th at  re co m m en ds to  the S ec re ta ry  the 

4 - j ? -
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hig h p ri o ri ty  te ch nolo gie s to be  st udie d , the ty pes  of st ud ie s 

to be p e rf o rm ed  and by wh ich  ag en ci es , the sc hed ule  fo r th e ir  

co m pl et io n,  e tc .;  ad vi se  re le v an t p a r ti e s  of S e c re ta r ia l 

deci si ons:

Ana ly si s and  T est in g : wh ile  the ag en cy  ass ig ned  to co nd uc t a 

stud y w il l be re sp onsi b le  fo r the  te chnic al des ig n , the un it 

w il l, whe re  n e ce ssa ry , co ord in ate  in te r- ag en cy  p a rt ic ip a ti o n  in  

stud y de si gn: it  w il l m on it o r ti m eta b le s of th e st ud ie s and act  

as  an  in fo rm at io n  c le ar in ghouse  on st u d ie s ' p ro g re s s - -p a r ti c u la r ly  

fo r po te n ti al  ex tr a -D ep art m en ta l u se rs ;

Re vie w and  Synth es is : sc hed ul in g,  m onitori ng , and pro v id in g  

te ch nic al  a ss is ta n ce  to the ag en cy (ies ) re sp o n si b le  fo r p re p ari n g  

u se r  o ri en te d  sy n th ese s of high  p r io r it y  st ud ie s and o th er 

re le van t in fo rm at io n  and  dat a;

D ec is io nm ak in g:  p re p a re  (in  co ll abora tion  with bo th ac ti on  and 

kn ow led ge  dev el op m en t ag en cy  st a ff s,  a deci si on  m em o fo r the  

S ec re ta ry  re co m m en din g a co nc lu si on  ba se d upon the  we ight  of 

te ch nic al  fin ding s and ju dg m en t, and  a s e r ie s  of coord in at ed  ac tion  

st eps to  conver t th at  co nc lu si on  in to  pol ic y and  p ro g ra m  ch an ges ; 

fo llo wi ng  the  S e c re ta r ia l d ec is io ns,  co m m unic at e decis io ns to re le van t 

p a r ti e s ;

In te rv en tion: m on it o r and  pe ri o d ic a ll y  re p o rt  on ag en c ie s'  p ro g re ss  

toward ef fe ct in g im ple m enta tion  act io ns (e . g .,  re im b u rs em en t 

ch an ges , p ro fe ssi o n a l ed uc at io n in it ia ti v es , new d ra ft  le g is la ti o n ,;  

fa c il it a te  li a is on  wi th p a r ti e s  at  in te re s t ou ts id e of the  D ep ar tm en t 

to en co ur ag e com ple m enta ry  act io ns.
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GE NE RA L AC TIV ITI ES

- -  C oord in at io n : W he re  ne ed ed , the  un it  wou ld he lp  de si gn linkag es  

be tw ee n ac tion  and  kn ow ledg e de ve lo pm en t ag en ci es  to fa c il it a te  

ex ch an ge  of in fo rm at io n  nee ds,  te chn ic al find in gs , e tc . fo r thos e 

te ch nolo gie s no t a p a r t of the an nu al  h ig h -p ri o ri ty  p ro c e ss .

- -  T ec hnic al  A ssis ta n c e : Th e un it would  re sp ond to  re q u ests  from  

the  ag en cie s fo r te chn ic a l a ss is ta n ce  in  th e opera ti on  of th e ir  

* in te rn a l tech no lo gy  m an ag em en t sy s te m s;  it  would  ad vis e agen ci es

of the le sso n s le a rn ed  (bo th posi ti ve  and ne ga tive ) fr om  the  

opera tion  of th e h ig h -p ri o ri ty  sy st em ; it  would  re q u est  te chn ic al ■ 

a ss is ta n ce  from  the ag en ci es  o r fr om  outs id e the D ep ar tm en t 

re la ti n g  to  co nt in uo us  re fi nem en t of the D ep art m en t' s te ch no lo gy  

m an ag em en t sy st em ; and  it  would  pro vid e te chn ic a l a ss is ta n ce  

to o th er F e d e ra l and  n o n -F ed e ra l p a r ti e s  on  th e ir  tech no lo gy  

m an ag em en t in te re s ts .

- -  P o li cy ; Th e un it wou ld fu nc tio n as  a c a ta ly s t and  D ep ar tm en ta l 

fo ca l po in t fo r the de ve lo pm en t and re fi nem en t of po li c ie s 

re la ti n g  to  tech no lo gy  m an ag em en t,  and would p a rt ic ip a te  in  

p re p ara ti o n  of le g is la ti v e , bu dg et , and  m an ag em en t p ro posa ls  

to im ple m en t th os e p o li c ie s .

- -  ?/Ionito r and  E valu ate : Th e un it would  m on it o r (on an ad ho c b a si s)  

agen c ie s'  m an ag em en t of n o n -p ri o ri ty  te ch nolo gie s and  id en ti fy  

whe re  te chn ic a l a ss is ta n ce  is  ne ed ed  and  whe re  th ere  is  ne ed  fo r 

fo rm al ev al ua tion  ac ti v it ie s;  it  would  id en ti fy  co nc ep tu al  gaps  in 

kn ow led ge  de ve lo pm en t and  in te rv en ti on  a c ti v it ie s and  p a rt ic ip a te  

4 in the  de ve lo pm en t of m od el  appro ac hes  to over co m in g th ose  d e fi c ie n c ie s.

- 6 / -
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— L ia is on : Th e un it would func tio n as  the  D epart m en t' s fo ca l po in t fo r 

(tho ugh  not the  ex cl usi ve ag en t of) li a is on  with ou ts id e p a rt ie s  and  

ag en ci es  wi th which  to lin k ou r tech no logy  m an ag em en t acti v it ie s;  

to de ve lop coll abora ti ve  wor king  re la ti onsh ip s th ro ug h wh ich to 

fa c il it a te  jo in t ac tion  on  sp ec if ic  te ch no lo gi es ; to m onito r o th er 

agen cie s'  re sea rc h  and  tech no logy  m an ag em en t acti v it ie s  and  re la te

them  to the  D epart m en t' s a c ti v it ie s;  to ex plo re  opport unit ie s fo r *

in te ra gen cy  agre em en ts  and jo in t fun din g; to p a rt ic ip a te  in 

im pr ov in g the ev olving  s ta te -o f- th e -a r t of tech no logy  m an ag em en t.

- -  C le ar in ghouse : De pe nd ing upon the ca pac ity , lo ca tion( s)  and  

s tr u c tu re  of the  m oni to ri ng  and sc re en in g  co mpo ne nt , the  un it 

m ig ht  take  on "s w itc hi ng  poin t"  acti v it ie s  fo r in co m in g in qu ir ie s 

re la te d  to  hea lth  te ch no lo gi es  be ing addre ss ed  w ith in  the  D epar tm ent 

and fo r in qu ir ie s with in  the  D ep ar tm en t re la ti ng  to o th e r F e d e ra l 

o r n on -F edera l he al th  te chnolo gy-r e la te d  a c ti v it ie s.

Severa l a lt e rn a ti ves  fo r the  org an iz ati onal  lo cu s su gges t th em se lv es:  OASH (given 

the hea lt h  o ri enta ti on  of th is  in it ia ti ve)  in it s  p ro gra m  un it,  it s  po licy  un it,  it s 

spec ia l hea lth in it ia ti ves of fice , o r,  bec au se  of it s  si gn al  im port an ce, in  the A ss is ta nt 

S e c re ta ry 's  im m ed ia te  of fice ; OA SPE  if co nsi deri ng  ex tend ing the  sy st em  to ed uc at io na l 

te ch no logy , te le co m m uni ca tion s po licy , e tc .;  o r so me d ir e c t s ta ff  ar m  of the  S ecre ta ry  

o r Und er  S ec re ta ry . Th e sc op e of th is  stu dy  do es  no t p e rm it  ev al ua tion  of  th es e and  

o th er a lt e rn a ti v es.  The Sp ec ia l P ro je c t M an ager' s 45 -d av  anal ysi s (s ee  Sec tio n E )  of 

the  u n it 's  lo ca tion , st af fing , au th o ri ti e s , e tc .,  sh ou ld mak e a re co m m en da tion fro m 

am on g an ev al ua te d se t of op tion s.

-&Z-
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C. Recommended Approach

It is  re co m m en ded  th at  the D epar tm en t ad op t in p ri n c ip le  bo th  the  tech no log; / 

sy st em  as  ou tli ne d and  the em pla ce m en t of  a D ep art m en t- le v e l tech no lo gy  

m an ag em en t un it;  and th at  fu rt h e r deiin it io n  of the  un it oe so ug ht  th ro ugh a 

Dec is io n Me mo  (45 da ys ) and re fi nem ent of the  sy s te m  th ro ug h a Phas e II 

Im ple m en ta ti on  Stu dy (6 m on th s) .

1
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AP PE ND IX  I: GLOSSARY

?<1EDICAL TE CH NO LO GIES : Th e d ru gs,  dev ic es , m ed ic al  and  su rg ic a l p ro cedure s 

use d in m ed ic al  c a re . Some  de fi ni tion s of th is  te rm  in cl ud e th e o rg an iz a ti onal and 

su pp ort iv e sy s te m s with in  which  su ch  ca re  is  d e li vere d . F o r th is  stud y,  ho w ev er , 
on ly th e fo rm er def in iti on  is  use d . «

■ LMOW L ED G E-D E\ EL OP MEN T AG EN CIES: T ho se  ag en ci es  in  the D ep ar tm en t wh ose 

p r im a ry  m is si on  is  the de ve lo pm en t of know led ge re la ti n g  to hea lth  o r he al th  ca re .

T hes e ag en ci es  cond uc t or  sp on so r an aly si s and te s ti ng  a c ti v it ie s . W hi le  th e ir  

p r im a ry  m is si on  is  kn ow led ge  de ve lo pm en t, they  may  have  so me si gnif ic an t ac tion  
fu nct io ns.

ACTIO N AG EN CIES: Tho se  ag en ci es  in the D ep ar tm en t who se  p r im a ry  m is s io n  is  

the ad m in is tr a ti on  of p ro g ra m s wh ich  ca n af fe ct  the de ve lo pm en t,  di ffus io n,  o r u t i l i ­

za tion of m ed ic al  te ch nolo gie s.  Thes e ag en ci es  m an ag e the In te rv en tion  M ec ha ni sm s.

The y m ay  ho w ev er , ha ve  so m e kn ow le dg e- de ve lo pm en t cap ab il it ie s and  fu nc tion s.

EF FI CACY: Pote nti al  be nef it  fr om  a m ed ic al  te ch no logy  ap pl ie d fo r a give n m ed ic al  

pro ble m  to  in di vi du al s in  a de fin ed  po pu la tion . E ff ic ac y is  so m etim es us ed  to  re fe r  

to  be ne fi t un de r id ea l co nd it io ns  of ca re  to  d if fe re n ti a te  it  fr om  ef fe c ti veness , wh ich  

would  th en  be  be ne fi t un de r av er ag e co nd it io ns  of c a re . We ha ve  not mad e th at  d is ti n c ­
tion  h e re ; in st ea d , we re g a rd  be ne fi t un de r id ea l co nd it io ns  as  a sp eci al  c la s s  of 
ef fi ca cy .

SA FE TY : Th e pro bab il ity  th at  a m ed ic al  tec hn olog y ap pl ie d fo r a give n m ed ic al  

co nd iti on  to in di vi du al s in a de fin ed  po pu la tio n will  not ca use  d is e ase , in ju ry , or  
har m .

4

*
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COST -B EN EF IT  ANA LYS IS: A na ly si s wh ich com pare s th e m onet ar y  va lue (u su al ly  

in  p re sen t va lue te rm s) of fu tu re  be nef it s with  the m onet ar y  va lue of a ll  im m ed ia te  

and  fu tu re  co sts  (u su al ly  in p re sen t va lue te rm s) .

CO ST -E FF EC TI VEN ES S ANA LYSIS: A nal ys is  wh ich  re la te s  re so u rc e  costs  to the 

le vels  of ef fe ct iv enes s of a lt e rn a ti v e  te ch no lo gie s un der  stud y.  T h e ir  go al  is  to 

iden ti fy : 1) the a lt e rn a ti v e  th at  m ax im iz es  ef fe c ti veness  fo r a given re so u rc e  cost , 

o r 2) the a lt e rn a ti v e  th at  in vo lv es  the le a s t re so u rc e  cost  to  a tt a in  a sp ec if ie d

le vel  of ef fe c ti veness .

TECHNOLOGY AS SESSME NT : A re la ti v e ly  new  ap pr oa ch  to  co m pre hen si ve po li cy  

st ud ie s wh ich  ha s a re la ti v e ly  de fin ed  se t of co nc ep tu al  p a ra m e te rs . Th e m ost  

co mmon ly  ac ce pte d de fini tio n of te ch no logy  a sse sm en t (TA)  is :

"T A is  a c la s s  of po licy  st ud ie s wh ich  sy s te m a ti ca ll y  ex am in es  th e 
ef fe ct s on so cie ty  th at  may occ ur wh en a tech no lo gy  is  in trod uc ed , 
ex te nd ed , o r mod if ied wi th  sp ecia l em phas is  on  th ose  co ns eq ue nc es  
th at  a re  un in te nd ed , in d ir ec t,  or  d e la y e d .. . "  (J . Coa tes)

T his  te rm  is  in c re asi n g ly  b eing  us ed  to r e fe r  to  an y te ch no lo gy- bas ed  po licy  analy si s 

o r pl an ni ng . We ha ve  r e s tr ic te d  ou r us e of the te rm  to the f ir s t se nse  bec au se  the 

te rm  was. co ined  ex p li ci tl y  by  the  C ongre ss io nal  Of fic e of  Tec hn ol og y A ssessm en t to 

d is tinguis h com pre hen si ve tech no logy  a s se ssm en t fr om  o th er te ch nolo gy-b as ed  st ud ie s 

wh ich  ex am in e su ch  d is c re te  as pects  as  ef fi ca cy , co s t- b en efi t,  o r co s t- e ff ec ti v en ess .



STUDY TEAM .‘lEUBEES

Dav id  Co op er (S tu dy  D ire c to r )  -  O f f ic e  o f  th e  A s s i s t a n t  S e c r e ta r y  fo r  
P la n n in g  an d E v a lu a ti o n

S h e rr y  A rn 3 te in  ( P r in c ip a l  I n v e s t ig a to r )  -  O f f ic e  o f  th e  A s s i s t a n t  S e c re ta ry  
fo r H ealt h

C ly de 3e hn ey  -  O ff ic e  o f  th e  Cep ut y A s s i s t a n t  S e c r e ta r y  fo r  P la n n in g  an d 
E v a lu a t io n /H e a l th

Ja m es  Day -  O ff ic e  o f  th e  Cep ut y A s s i s t a n t  S e c re ta ry  fo r  P la n n n in g  <

S te v e  Maimon -  O ff ic e  o f

E v a lu a ti o n /H e a lt h

th e  A s s i s t a n t  S e c re ta ry  fo r H e a lt h

ENCY AND OS PARTICIPANTS

H e a lt h  C ar e F in a n c in g  A d m in is tr a ti o n

C l i f to n  C au s' OPPR 24 5- 06 81
B arb ara  Co op er OPPR 24 5- 09 21
M ic hae l Goran BHSQ 44 3- 38 80
Sh arm an  S te p h en s BHSQ 44 3- 46 70
O e r r i E l l i s BHSQ 44 3- 46 54

P u b li c  H ealt h  S e rv ic e

Ru th H anft DASPRS, OASH 24 5- 18 24
W il li am  Mun ier OQS, CASH 24 5- 66 11
Ja m es  Cl eema n CQS, OASH 44 3- 49 90
D an ie l Zwick OPEL, HRA 43 6- 72 70
Thom as Hodgson HCHS, OASH 43 6- 70 26
T e rr y  Shan no n 3KPRD, HRA 43 6- 63 52
Don ald G o la st o n e NCH5R, CASH 43 6- 89 15
S h e rr y  A rn s te in I'CHSR, CASH • 43 6- 89 63
Seymou r P e rr y CD, MIH 49 6- 25 00
Bru ce  C ar so n CD, MIH 49 6- 31 52
P o b e rt  Kenne dy BMDDP, FDA 42 7- 79 00
R ic har d  T e r s e l i c 3D, FDA 44 3- 41 54
Ro na ld  K lim be rg BD, FDA 44 3- 35 57
Antho ny  Bruno ECHS, HSA 44 3-19 94
D en ni s To lsm a OPPE, CCC 8- 236-3 243
Dav id  K ef au ve r OA, ACA/KA 44 3- 42 56
Howard D av is NIMH, ADA/KA 44 3- 61 65

O ff ic e  o f  th e  S e c re ta ry

Ka ren Dav is DASPE/H 24 5- 71 43
C aro l Emmott Leg i s l a t i o n 24 5- 29 56
Ja m es  Hir.chm ar. G enera l C ounse l 24 5- 77 21
B ar bara  H oll and E x e c u ti v e  S e c r e t a r i a t  24 5- 70 36
Dana M ar ti n Ma nac em ent  & Bud ge t 24 5- 38 46
P e te r  S he re r Ma nag ement  & Bud ge t 24 5- 64 77
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appci;w :< 13 .

Out lin e o f Analyses to be Include d in Phase I I  Study

1 Severa l types o f analyses w i l l  have major im plic ations fo r the ea rly  re t ine rent  o f the 
Cepartmental system , fo r the fu nct ioni ng  o f the techno logy menace,:cnt u n it , ar..-i fo r.  
the ex cc oi tio us  in it ia t io n  o f the hiqh -p r io r i ty  techno logy process. Consequently,  ..  
the fo llo w in g items siioulu  be in it ia te d 'v e ry  ea rly  (" fr on t- cnocd")  in the Phase I I " -  

i  Stuoy unoer the aegis  o f the Spec ial  P ro ject  Managers

— assessment ot  the persp ec tives  o f anti po te n tia l fo r co lla bora tion  w ith  ou t-  
sioe  groups (e .g .,  consumer ano pub lic  in te re s t gro ups, p ri va te  insu re rs , acaoemic heal  
science ce nt er s,  ne tii ca l specia lty  cro ups, pr ov ioer s,  la bo r,  In s ti tu te  o f iieu ic in c );

— assessment o f the accroach o f othe r Federal agencies to technology cva lu a tic  
ano management, p a rt ic u la r ly  hASA, Commerce, VA, I.CF, DCU, OSIP, and CCA;.

— ev alua tio n o f approaches to inco rp or at ing in to  the  techno logy manane-ent 
system those he al th  tecnr.ologies excluoeo from, tne present stuoy such as disease '..rover 
ion, systems management, environmental tech no logies , mental health, ano re h a b il it a ti o n ;

— ev alua tio n o f a lte rn a tives  anu recommendation o f an approach fo r L-p lement ii 
the "mon ito ring ans scree ning” component (e .g .,  the fe a s ib il it y  and co st -e ffect iveness  
o f a form al and centra liz ed vs . ad hoc and oe ce nt ra liz ed  app roach).

Other types o f analyses th a t should be undertaken by the techno logy management u n it ' 
auring  tne Phase I I  Stuoy shoulo inc luoe

— development o f form al mechanisms ano processes fo r ce r.c ra tin c ex tens ive  
p a rt ic ip a tio n  in the h ig h -p r io ri ty  process by othe r Federal agencies ana ex tra -gov ern­
mental pa rt ie s a t in te re s t;

— ev alua tio n o f the in s ti tu ti o n a l and s ta f f  c a o a b il it ie s  o f "knowledge 
aevelcpment agencies" fo r con ductin g the types o f te ch ni ca l stud ies describee , anti o f 
"act ion agencies? fo r u t il iz in g  e ff e c ti v e ly  the Cepartm ent 's in te rv en tio n mechanisms, 
and recommendation o f ap prop ria te  d is tr ib u ti o n  o f re s p o n s ib il it ie s  and s ta ff s  among 
the Agencies;

— op er at iona l d e fi n it io n  o f processes,  lin ka ges , and re sp o n s ib il it ie s  fc r 
emplacing ano ex er cising  the hxgn-pr  ior  i ty  tcchno lcc y system ( i . c . ,  "rough screeninu". 
agcnoa -sett ing , an alys is  ana te s tin g , rev iew  and sy nthe sis,  dec isionma king  an.i 
in te rv ention);

— review o f the agency-aasea de fic ie nc ie s  ano the com.roncnt-by-cdmsor.ent 
tccor.mcnaations con tained in tne Phase I re port , ami re ve lo ri e n t 01 a work ti an  
lo r address ing tnose a e lic ic n c ic s  not inc urpc ra tcu in to  the atxave analyses . '
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Dr. Richmond. I consider the research functions performed by 
these. Centers to be extremely significant. Only if their full potential 
is realized will we have sound factual and conceptual bases for the 
management of the health care system at every level, from Federal, 
State, and regional policy level to the individual provider of health 
care.

In order to assist these Centers in meeting this challenge, I  have 
recently moved them into my oflice, where the ir activities will be co- 

* ordinated more effectively with the other agencies in the Public Health
Service as well as the Health Care Financing  Administrat ion.

We fully recognize the need to improve coordination of these critical 
activities. We have established a Public Health Service Committee for 

. Coordination of Health Statistics  Systems, chaired by the Director
of the National Center for Heal th Statis tics.

To address the need for Department-wide coordination, we have 
established a Health Data Advisory Committee, which will serve as a 
permanent and formal body to advise the Secretary on major cross­
cutting  health data issues. All of these important activities can be 
carried out under existing legislative authori ty.

Senator Kennedy, dust before you go on, isn't that the one that 
cannot agree on a Chairman, and they have not met ?

Dr. Richmond. Yes. That is a Committee that did tend to fall into 
disuse, but we are now taking  steps to reorganize and redirect tha t 
Committee.

Senator Kennedy. That is hopeful, because T am sure you are im­
patient about its functioning and functioning well.

Flow does this sort of new, coordinated effort tha t you refer to work 
with HCFA? I understand that  this is still a problem in terms of 
working out an effective coordinating process.

Dr. Richmond. Well, we are integrating our activities with the 
Health  Care Financing Administration, Senator. And T have asked, 
from the Public Health Service vantage point, Mrs. Ila nf t, to direct 
tha t effort for us, and perhaps she can elaborate on that  for you, i f 
you would like.

Mrs. Hanft. We have a research committee that  consists of the 
principles in health services research, including the Office of the As­
sistant Secretary of  Planning. That committee lias met once in the last 
4 weeks. We viewed the agendas of both the HCFA research programs 
and the National Center research programs.

We have a second meeting next week. We are working on the char­
ter right now of the Health Data Advisory Committee and hope to 

_ have that set up fairly  soon.
We also have regular meetings with the Health Care Financing Ad ­

ministra tion about an every 2-week basis, to discuss mutual problems, 
overlap, and coordination. T hope in the future tha t we will even 
be able to undertake some joint research projects of interest to both 
organizations.

Senator Kennedy. OK. We might  come back to that later.
Dr. Richmond. Yes. T would only reenforce. Senator, what Mrs. 

Han ft has indicated. This Committee did fall into disuse, and as 1 
came into my office and became aware of this, we have taken steps, 
with the support of the Secretary and the Under Secretary, to really  
reactivate this and to make it more functional.
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We  a re working  hard to give  both  C enters the subs tan tiv e and  m an­
ageri al su pp or t which the y need  to perfo rm th ei r fun ctions and to 
assu re th at  the y can meet the  substan tia l dem and s th at  will  be pu t 
upon them by ou r efforts to imp rove the  healt h care  system in th is 
cou ntry .

Now, Mr. Chairma n, I  w ould like  to  tu rn  to  th e issue of  hea lth  tech­
nology. Yo ur proposal fo r a Na tional  In st itu tes of  Hea lth  Care Re­
search has,  as you know,  spu rre d cons iderable  tho ug ht  t hrou gh  i ts use 
of  t he  rene wal  of the  Cente rs’ auth or iza tio ns  to addre ss a problem  of > 
which we are  all aware, bu t which has  not  received the att en tio n it 
deserves .

Wh en I  testi fied  befo re your  su bcom mittee las t Ju ly , you expressed 
dis sat isfact ion  wi th the  De pa rtm en t’s ab ili ty  to lin k sys tem atic ally  . 
lab orato ry bench findings  to bed side prac tice .

You urg ed us to exam ine the prob lem and to  deve lop a more  sys­
tem atic appro ach to tech nolo gy develop men t and use. We concurr ed 
in your  assessment and , in concert  with the Office of  the  As sis tan t 
Secre tar y fo r Pl an ning  a nd  Ev alu ati on , the  Se cre tar y created a jo int  
team to co nduct an analysis of  the  prob lem.

We  asked  the  team to surv ey the  technolo gy-b ased  act ivi ties which 
are  now taking  place  in the  agenc ies, to iden tif y the  gaps  and  defi­
ciencies  in those  act ivit ies , and to out line a str ateg y to  cope more 
effectively with those deficiencies.

While many sha re a com mitmen t to come to gr ips wi th the “tech­
nology problem ,” our ana lys is quickly  showed th is  seeming consensus 
to belie man y d iffe ren t conception s and  p rio rit ies .

To  some, it  ha s seemed a problem  o f cost conta inm ent , because tec h­
nology is perceived  as a ma jor  c ulpr it in the  s pi ra lli ng  costs  o f hea lth 
care.

To  others,  it  has  seemed a prob lem of red ucing  the tim e th at  it 
tak es to get  effective new technolo gies  in to medical  p rac tice .

To  others, i t has seemed a problem of preven tin g prem atu re tran sfer  
of  techn olog ies which are  unp rov en and  pe rhaps even ha rm ful.

To  others,  it  has seemed a ques tion of  ha rne ssing  the techological 
imperat ive  in order to enhance , ra th er  th an  endanger,  our social  and  
eth ica l values.

Al l of  these concerns ill us tra te  th at  the  tech nology  problem  is a 
grossly  mis lead ing  form  of shorthand . In  fac t, there are  ma ny tech- , 
nology problems.

Fu rth ermore, im po rta nt  pa rti es  at  int ere st have  conf licting and  
com pet ing  priori ties. The ir  views mu st be tak en  in to acco unt if  we 
hope  to  develop a be tte r balance between contr oll ing  the  costs of , 
healt h care  while  no t stif ling tech nolo gica l inn ovation and  imp rov e­
men ts in t he quali ty of care.

Our  study, which we are  subm itt ing  fo r the  record , Mr. Chairma n, 
has also made us keen ly aware  th at  while the  De pa rtm en t is exten­
sively involved  wi th tech nology  as a developer, an eva lua tor , a pu r­
chaser,  and a reg ula tor , it  has  no comprehensive str ateg y to lin k sys­
tem atical ly stages in the life cycle of tech nology  develop ment, evalu a­
tion, t rans fe r, diffusion,  uti liz ati on  and pha seout.

In  s ummary, while departm en tal  agencies  cu rre nt ly  engage in many 
tech nolo gy-b ased  act ivi ties , an enlarg ed eva lua tion cap aci ty is c learly  
needed.
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The achilles heel, however, is our present incapacity to provide co­
ordination and linkages among the activities.

Senator Kennedy. Why is th at so, do you think, Doctor?
Dr. R ichmond. Well, I  think, Senator, as our task force studied this 

and looked at the complexity, which is in the report which we are sub­
mitting, and in this chart which you have before you, when one breaks 
down the various components of health technology management, one 
identifies a high order of complexity. And, as I have indicated, various 
people have various perceptions of which pieces of this ought to be 
tackled first and, indeed, which issues are of the highest priority.

In our Department, we have in the National Institutes of Health , 
in the Food and Drug  Administra tion, and the Center for Disease Con­
trol, many activities which deal with various pieces of this. And here­
tofore, we have not had a systematic way of dealing with this, and 
what our task force has recommended is a way of systematizing this 
approach, Mr. Chairman, so th at we can begin to deal with all of the 
pieces which are ongoing in the Department and which also are on­
going in the extramura l community across the country, in the uni­
versities and industry and in laboratories throughout the country 
and, indeed, in medical practice.

And what we have not had  heretofore is a focal point  for bringing  
these together.

Senator Kennedy. Doctor, do you come later in your testimony to 
what they are doing at the present time ?

Dr. Richmond. Yes; we will come to some of that.
Senator Kennedy. Okay.
Dr. Richmond. Even the most carefully devised technology in itia­

tive is unlikely to provide a “quick fix’’ to the extraord inarily complex 
set of problems involved.

Nevertheless, we have developed and plan to implement shortly a 
new’ technology strategy which we believe will enable us to reduce 
significantly the gap between analysis and action.

As you can see from the diagram which I have already referred 
to, we have developed a technology management strategy  that is com­
prised of six linked steps :

Firs t, the identification and screening of candidate technologies and 
health needs for analysis;

Second, an annual pr iority  setting for a departmental s tudy agenda;
Third, the conduct or sponsorship of studies;
Four th, the translat ion and synthesis of technical findings;
Fif th,  explicit decisionmaking to restrain or to stimulate develop­

ment and use of a target technology; and
Sixth, the implementation of decisions through  a spectrum of such 

intervention mechanisms as allocation of R.&I). resources, market 
approval, incentives, utilization  guidelines, and professional and 
consumer education.

Since such a strategy will require considerable orchestration among 
the agencies and extensive collaboration with the private sector, a 
Department-level locus is needed to provide the managerial leadership 
and coordination.

The Secretary has assigned that responsibility to my office, and I 
have already taken important steps to establish an Office of Health  
Technology.
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One of the  ma jor  tasks of the  new Office wi ll be to conduc t a pilot  
dem onstra tion of the technolo gy assessment and  m anagem ent  s tra teg y, 
wi th four  to seven high -prio rit y technologies.

These  dem onstra tions will focus on technolo gies  which typi fy  
such  cu rre nt concerns as pre ma tur e or  delayed tran sf er  from  bench 
to beds ide prac tice , un wa rra nted  cost in rel ationship to  an tic ipa ted  
benefits , and  the  need fo r early  wa rning  on controvers ial  socie tal 
side effects.

Senator Kennedy. O f course, there is no ques tion about the im por­
tance of the  manag erial fun ction in thi s area. On the  coo rdinating 
aspect, what I cons ider to be the most im po rta nt  i ng red ien t in makin g 
th is case is your own personal lead ership . Our  real problem is from  
an insti tut ion al  point of view as over a ny per iod  of time, w hat is going 
to ha pp en ; whether you are able to get  the  kin d of  people to come 
down to work in thi s area for 2, or 3 years, un til  it ge ts on its  feet,  
with the  idea o f b eing  sp un off, and get  the  s upport from the  a dm ini s­
tra tio n,  in terms  of OMB. We would have th at  difficulty, as well, I 
am sure.

Bu t just in t erm s of  the m ana ger ial  setup , outside o f what  I  conside r 
to be a strong team in the  De pa rtm en t at  the  prese nt time , th at  is 
not an inco nsiderab le prob lem.  I do not th ink from  a s tru ctural  poin t 
of view, it is going to make a tremen dous difference. In  the area s of 
responsibil ity , do you have  an adv isory committee working with  you.

Dr.  R ichmond. We are  plannin g. Senator,  to first  of  all try  to ge t 
the  advice of the  In st itu te  o f M edicine to the  repo rt of ou r task  force, 
and on the  basis  of thei r recommendations, if  we are  successful in 
en lis tin g thei r coopera tion , get thei r advice abou t the  k ind  o f advisory  
committ ee st ructu re t o set in place.

Bu t we are  looking for the  widest kin d of con sul tati on.
Sena tor  K ennedy. So you will have  some form or str uc tur e of an 

adv isory council ?
Dr.  R ichmond. Yes. I have discussed th is po int ed ly with the  Sec­

re ta ry  and  he is very eag er for  u s to have some b roa d adv isory gro up, 
th at  would be not alone  from within the  Public He al th Service or the 
De partm ent, bu t bro adly rep resent ative of the  scient ific and hea lth  
commun ity.

Sena tor  K ennedy. Do you th ink OMB wil l g ive you t he  go-ahea d on 
th at  ?

Dr.  R ichmon d. Wel l, as you know, they are  very  sensitive  about 
adv isory comm ittees , Senator,  bu t we th ink th at  th is is an instance 
where it  will be extr emely  im po rta nt  to be in the  prop er  place .

Se na tor  K ennedy. You also ta lk  abou t pi lot  dem ons trat ions. Do 
you need a pilo t or  rea lly  som ething bigger? Or  is th at  more de­
scr ipt ive  of th e buildup tha t you see ?

Dr . R ichmond . W ell, we th ink , Senator,  i t is very im po rta nt  to try 
to focus on some high pr io ri ty  techn ologies and  to esse ntia lly ca rry  
those throug h some pilo t tes ting. We have  a lready begun that . I  have  
deve loped  an Office of He alt h Pra ctices  Assessment, which  is cu r­
ren tly  in the  process of rev iew ing  three health technologies. We are 
revi ewing  the  manag ement  of manic-depressive psychoses, rheumatic  
heart, di sease,  and ma lig nant melanoma.

These are three  areas th at  we t hink  lend themselves to com prehen­
sive review, and  we think  the result s of such studies will have  im por­
tant  implicat ion s to the  managemen t of these diso rde rs.
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We are  pi lo tin g those.  We th ink the re are many others.  We th ink 
if  such thing s as the  CT  scanne r had been pilo ted  in th is fash ion  
ea rlier  and  more effectively th at  we pe rha ps  would have ha d a more 
ord ered appro ach to the develop men t o f these  techno logies.

Senator  K ennedy. If  you had  to draw  a flow c ha rt  fo r the  next  3 
to 5 yea rs, where would you be in your  pr op os al ; say, in 5 yea rs, 
wha t sor t of thi ng s would you be d oing—or would  you hav e spun  t hi s 
off by then ?

Dr. R ichmon d. Well. I th ink , Sena tor , my thou gh t is th at  in the  
ins tituti onali za tio n of th is prog ram  which you have ref erred to and  
you see developing a center, I th ink we would th ink th at  such a de­
velopment would be ext rem ely  im po rta nt  to policy develop ment in 
the  De par tment . Pol icy develop men t at  the  highes t level takes place  
in the  Office of the Ass istant  Secre tary, and my view is tha t since such 
an office would have  to dra w on the  technolo gies  which are  being 
developed in var ious agencies of the  De partm ent, th at  it  would be 
im po rta nt—fo r a time , at  any  rate, un til  we gain more  expe rienc e— 
for us to keep thi s at  the level of the  Office of the  Assis tan t Sec retary , 
to see how effectively th is f eeds i nto  policy de velopment.

Senator  K ennedy. O f course, th at  has  all the lim iting  fac tors, does 
it not,  from  an ins titut ion al po int  o f view? There  is so much  th at  you 
can do as the  Assis tan t Sec retary . Bu t it seems to me by definitio n it 
would be a more limited  fun ctio n, qui te fra nk ly.  I mean , OMB is not 
going to let your  whole opera tion  ju st  expand and  develop, I  would  
not th ink , given the pas t reco rd, the  num bers  in people and personnel 
and all the  res t.

I th ink th at  it crea tes some rea lly  im po rta nt  o rga niz ati onal in st itu ­
tion al prob lems just about how fa r you can go over  wh at per iod  of 
time.  And I th ink pro bab ly the re are  men and  women with dif fer ing  
views about that .

Dr.  R ichmond . W ell. I th ink you are rai sin g a very im po rta nt  ques­
tion . Since T have come into  my office, Mr. Chairma n, wh at I have  
perce ived is the need for  s tre ng the ning  our  policy d evelopm ent cap ac­
ity. And . as Mrs. ITanft has come into th at  office and  tak en on th at  
responsibil ity , T th ink we have increased our cap aci ty. But  T th ink 
along with the  two exi sting centers , if  we had th is th ird cen ter  u lt i­
mately.  which would enhance our po licy-g enera ting cap aci ty, I th ink 
it would be an extr emely  valuab le addit ion  at  that  level.

What I am sugges ting . Senator,  is th at  the re may  be anoth er way 
to ins tituti onali ze  th is fun ctio n, ra th er  than  the  creatio n of  anoth er 
agency . I am not sug ges ting th at  pe rha ps  several yea rs from now. I 
mig ht not come to th at  conclusion , but  I th ink T would pr ef er  to see 
us gain some expe rienc e in str en gth en ing our policy developmen tal 
cap aci ty at the pres ent time, and  I th ink we a re on the  roa d to doi ng 
that.

You have  raised. Mr. Ch air ma n, the  ques tion of  rec rui tment. I 
th ink we would want to rec rui t ahead fo r th is Office of  He al th  Tech­
nology . We would hope  to rec rui t an ou tst andin g scie ntis t, wi th cre ­
denti als  in both  the  research  and  the  health care commun ity.

We th ink that  it is possible  to rec ruit at th at  level if  th is  Office is 
located at the  level.of  the As sis tan t Se cre tar y’s Office.

To support  thi s dem onstration phase, we p lan  to red irect $5 mi llion 
of Public He alt h Service fun ds in fiscal 1978 to  s upport the  necessary
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stud ies and  eva luate innovativ e app roache s to the  com munica tion  of 
find ings  to such diver se users as prac tic ing p hysicians, consumers , a nd 
policymaker s.

To exp edi te establ ishment of the Office, sta ff fo r the  firs t 6 m onths 
will  be comprised of  22 deta ilees, dra wn  from dif ferent disc iplines  
inc lud ing  health pro fess ionals,  biomedica l scie ntis ts and enginee rs, 
sta tis tic ian s, policy scientis ts, ethi cist s, economists, behavio ral  scien­
tis ts,  a nd commun icat ion exp erts .

Othe r fun ctio ns we would see in thi s new Office fo r Hea lth  Tech­
nology wou ld inclu de servin g as a ca talys t and De pa rtm en tal  focal 
point  fo r policy fo rm ulat ion; deve lopm ent of a process th roug h which 
the  De portm en t can col labora te on technolo gy dec isio nmaking with 
oth er Fe de ral agencies and the  pri va te sector ; pro vis ion  of tech nica l 
assistance to departm ental  agencie s; eva lua tion  of  tech nology  assess­
ment and tran sfer  act ivi ties  thr ou gh ou t the  De pa rtm en t in orde r to 
iden tify gaps and  deficiencies;  the  assessment of  the  fea sib ilit y and  
cost-effectiveness of  developing a long-rang e system to iden tify and  
screen  techn olog ies and  health needs; provision of reco mmendations 
to the  He al th  Care  Fina nc ing Ad mi nis tra tio n on the advis ab ili ty of 
reim bursem ent  for dru gs,  devices, and  procedures unde r the  medicare  
and  med icaid pr og ram s; and fina lly, the  Office of  He al th  Technology 
will  be cha rged wi th dev eloping recommendations rega rd ing possible  
insti tut ion al  changes th at might  contr ibu te to ach iev ing  ou r tech­
nolog y m ana gem ent  objectives.

In  clos ing my rem arks, Mr. Chairma n, I would like to cer tainly  
commend you and  the  members of your subcomm ittee  fo r the  innova ­
tive  appro ach to tech nolo gy eva lua tion  embodied in your  bi ll S. 2466.

Once aga in,  you have forced pol icym akers both inside and outs ide 
of government to focus thei r efforts on developing an effective tec h­
nolog y manag ement  s tra teg y.

1 recognize th at  the  pla n of act ion  I have  j us t outlin ed may  a ppear 
conserv ative by compari son.  In st itu tio na l change  along the  lines  e m­
bodied in your bil l may  indeed be wa rra nted  as we gain more experi­
ence an d persp ect ive  on the techno logy problem.

We are  unprepare d, however, to endorse your  prop osa l at  th is time, 
because we believe th at  it would be pre ma tur e fo r the  De partm ent 
to u nderg o such  a m ajo r st ructural  change wi tho ut a more fun dam ental  
un de rst an ding  of  the com plex ities  invo lved.

Be assured, however, th at  we do pla n to move quickly . We believe 
th at  the  efforts of th is pil ot Office of He al th  T echnolo gy will  provide 
esse ntia l inf orma tio n th at  will  enable us to re tu rn  in 2 yea rs with 
recommen dations  fo r m ajo r s tru ctural  ref orm .

A pa rt  from wh at we believe  is the  prem atur ity  of reo rga niz ation  
at  th is time, we are troubled  by some of the  specifics rel ate d to the 
Na tional Cente r fo r Hea lth  Stati sti cs  and  the  Na tional Cente r for 
He al th  Services Research .

The proposed insti tut es  would have  wi thin th ei r purview act ivit ies  
which are  in teg ral  to oth er Publi c He al th Serv ice ope rations .

As men tioned earlie r, the  Na tional  Cente r fo r He al th  Stati sti cs  is 
now un de rta king  some epidemiolog ic analyses designe d to comple­
ment the ong oing act ivi ties  of the  Na tional  In sti tu tes of  He alt h, the  
Cente r fo r Disease Control,  the  FD A, and  AD  AM AH .
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The epidemiolog ical  act ivi ties of the  Na tional In st itu te s of He al th  
and  the  Cente r fo r Disease Control are  closely int ert wi ned with the 
oth er act ivi ties  of those  un its  and coo rdination or con trol of them 
from outside  would int erf ere  wi th the  place  of  these  ac tiv itie s in the  
overall  mission o f N IH  and CDC.

Fu rthe r,  the  prop osed change  in or ien tat ion  from healt h services 
research  to healt h policy researc h obscures real differences between 
these disc iplin es. They are not the  same. Bo th are nece ssary, and  both 
need sup port.

I t is ou r goal to p rov ide  resea rch  th at is re sponsive  no t on ly to sho rt­
term poli cy considera tion s, bu t to ind ependent and  lon g-rang e re­
search needs as  well.

In  addit ion , we  have recent ly begun a majo r stu dy  of  th e Na tional 
Cente r fo r Hea lth  Serv ices  Resea rch ’s research  age nda  and struc tur e. 
A list  of experts  servin g as consu ltants  in th is review is being sub ­
mi tted fo r the  record. The In st itut e of Medicine , as you pro bab ly 
know, is also con ducting a bro ad-based stu dy  of  healt h services re­
search th at  will not be complete d for  several m onths.

Because we intend to move as rapi dl y as possib le in these efforts, in 
improv ing  the  exist ing  centers , and  in dev eloping pla ns  fo r a larg e- 
scale tech nology  man agement program , we would su pp or t a  r edu ctio n 
in the ex tens ion o f these  program s to 2 yea rs.

By 1980, we believe we wou ld have the  inf orma tio n necessary to 
eva lua te ade qua tely  opt ions  fo r reo rie nta tio n and  w ould  look forw ard  
to wo rki ng  wi th the  subcomm ittee  to deve lop a sound proposal.

In  closing, Mr. Ch airma n, I would like  to say th at  th e De pa rtm en t 
shares your  com mitmen t to deve lop a technology  manag ement  
cap abi lity .

We concur  in you r assessment  th at  the D epart men t c ur rent ly  di rec ts 
inadeq uat e resou rces to techno logy eva lua tion, bu t wou ld arg ue  th at  
a viab le tech nology  str ate gy  mu st also add ress the  manag ement  need 
to be tte r link know ledge development  and  int erv ention stra teg ies .

Thus,  whi le we are pre sen tly  unprepared  to endorse  m ajor  in st itu ­
tional reo rderi ng , we appre cia te the  contr ibu tion of S. 2466 in  stimu ­
la tin g a bro ad discussion  of  a lte rna tiv es , and we hope th at  differences 
in the  tim ing of  our str ate gie s will  no t prec lude the  me an ing ful  col­
lab ora tion req uir ed for creativ e solu tions to the  whole ran ge  o f prob ­
lems imposed b y tec hnology  in the hea lth  care  system.

Th is concludes  my prepared  tes tim ony at  th is time, Mr.  Chairma n. 
My colleagues and I would be ha pp y to respon d to ques tions .

[Th e prepared  sta tem ent of  Dr.  Richmond fo llo ws :]

28 -7 90  0  -  78 -  10



142

FOR RELEASE ONLY UPON DELIVERY

DEPARTMENT OF HEALTH. EDUCATION. AND WELFARE 
O F F IC E  OF T H E  S E C R E TA R Y  

W A S H IN G T O N . D  C 20201

STATEMENT

BY

JULIUS B. RICHMOND, M.D.

ASSISTANT SECRETARY FOR HEALTH

BEFORE THE

SUBCOMMITTEE ON HEALTH AND SCIENTIFIC RESEARCH

COMMITTEE ON HUMAN RESOURCES

UNITED STATES SENATE

TUESDAY, FEBRUARY 7, 1978



143

MR. CHAIRMAN AND MEMBERS OF THE SUBCOMMITTEE:

I am pleased to appear before you today to discuss the 
renewal of authorizations for the National Centers for
Health Statistics (NCHS) and Health Services Research 
(NCHSR), issues of technology assessment and use, and 
the proposal for certain changes in the structure of 
these programs, embodied in your bill, S. 2466. '

Research and statistics expenditures are an investment 
in the future--in our ability to make sound decisions 
that can improve our health care delivery system. Your 
support and that of your Subcommittee over the years for 
our health services research and statistics activities is 
greatly appreciated. Your continuing concern with both 
the promise and problems of technology has been a catalyst 
for important new actions in the Department, which I will 
outline in my remarks.

The work of the Centers makes invaluable, although not 
always visible, contributions to policy deliberations, 
health legislation, Federal health programs, and the 
decisions of health care providers. The comprehensive 
program of the National Center for Health Statistics
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includes more than 20 data systems, which produce information 
on health status of the population, health resources, 
utilization of health services, nutrition, family growth, 
and the Nation's patterns of births, deaths, marriages, 
and divorces. A few examples will illustrate their 
importance.

Among the specific contributions of such information is an
awareness of the health care trends that form the factual 
backdrop for many important decisions in the health field, 
in cost containment, quality, distribution of services, 
and control of toxic substances. For example, the Hospital 
Discharge Survey has shown the incidence of hysterectomies 
rising substantially (from 734 per 100,000 females 15 years 
and older in 1971, to 850 in 1974). More recently, there 
appears to be a downturn, perhaps due to heightened visibility 
of the phenomenon. The Health and Nutrition Examination 
Survey measures the prevalence of hypertension among adults 
and indicates that the prevalence rate among blacks is nearly 
twice as high as that among whites. New epidemiologic 
techniques in mapping infant mortality and other mortality 
rates to determine geographic differentials can identify 
variations due to lack of access to care or exposure to
environmental hazards.
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The National Center for Health Services Research plays a 
parallel role in services research. NCHSR-supported 
research and demonstration activities produced the factual 
justification for new legislation which provides for 
reimbursement of physician assistants and nurse practi­

tioners practicing in rural clinics. Other NCHSR research 
has produced the health scarcity index for identifying 
shortage areas. The Experimental Medical Care Review 
Organization project initiated in 1970 provided the

working model for Professional Standards Review Organizations 
The Center has become increasingly sensitive to the demand 
for policy-relevant research and is preparing to fund 
research on cost containment specifically tailored to the 
needs of local health systems agencies. It has initiated 
a series of National Medical Care Expenditure studies as a 

major component of its intramural program. Data for this 
study is being developed in collaboration with the National 
Center for Health Statistics. The product of this effort 

will provide valuable information for evaluating alternative 
financing mechanisms for health care in the United States.

More detailed information about the activities of the 
Centers is being submitted for the record.
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I consider the research functions performed by these 
Centers to be extremely significant. Only if their 
full potential is realized will we have sound factual 
and conceptual bases for management of the health care 
system, at every level--from Federal, State, and regional 
policy level to the individual provider of health care.

In order to assist these Centers in meeting this challenge, 
I have recently moved them into my office, where their 
activities will be coordinated more effectively with the 
other agencies in the Public Health Service as well as 
the Health Care Financing Administration. We fully 
recognize the need to improve coordination of these 
critical activities. We have established a PHS Committee 
for Coordination of Health Statistics Systems, chaired by 
the Director of the NCHS. To address the need for 
Department-wide coordination, we have established a 
Health Data Advisory Committee, which will serve as a 
permanent and formal body to advise the Secretary on major 
cross-cutting health data issues. All of these important 
activities can be carried out under existing legislative 
authority.
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We are working hard to give both Centers the substantive 
and managerial support which they need to perform their 

functions, and to assure that they can meet the substantial 
» demands that will be put upon them by our efforts to improve

the health system in this country.

, for the National Center for Health Statistics, we intend

to complete the first three components of the Cooperative 
Health Statistics System for all States during the next 

several years. We plan to reinstitute follow-back surveys 

to add to our knowledge of epidemiologic and health status 

data. We have plans to expand the analytic capability of

NCHS to mine the wealth of available data.

For the National Center for Health Services Research, 

we plan an expansion of their technology program during 

fiscal year 1979. We are reviewing the allocation of 
research efforts between intramural and extramural 
activities. ‘We plan to develop a capability to evaluate 

the impact of health services programs. Our organizational 

arrangements are being directed toward more effective 

coordination of research and statistical activities.
*

Now, Mr. Chairman, I would like to turn to the issue of 

health technology. Your proposal for a National Institutes 

■ of Health Care Research has, as you know, spurred considerable
thought through its use of the renewal of the Centers' 
authorizations to address a problem of which we are all 

aware, but which has not received the attention its deserves.
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When I testified before your Subcommittee last July, you 
expressed dissatisfaction with the Department’s ability 
to systematically link bench findings to bedside practice.
You urged us to examine the problem and develop a more 

systematic approach to technology development and use.
I concurred in your assessment and, in concert with the 
Office of the Assistant Secretary for Planning and Evaluation, 
created a joint team to conduct an analysis of the problem.
We asked the team to survey the technology-based activities 
which are now taking place in the agencies, to identify the 
gaps and deficiencies in those activities, and to outline 
a strategy to cope more effectively with those deficiencies.

While many share a commitment to come to grips with 
"the technology problem," our analysis quickly showed 
this seeming consensus to belie many different 

conceptions and priorities:
o To some, it’s a problem of cost containment, 

because technology is perceived as a major 
culprit in the spiraling costs of health care.

o To others, it’s a problem of reducing the time 
that it takes to get effective new technologies 

into medical practice.
o To others, it’s a problem of preventing premature 

transfer of technologies which are unproven and 
perhaps even harmful.

o To others, it’s a question of harnessing the 
technological imperative in order to enhance, 
rather than endanger, our social and ethical
values.
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o Still others are particularly concerned about 
our under-investment in efficacy and safety 
studies, cost-benefit and cost-effectiveness

• analyses, or comprehensive technology assessments.

o Additional divergent objectives include the 
« need to address:

Obsolescent technologies;
- Inappropriate utilization of technology; 

Maldistribution of technology;
Inadequate market incentives for promotion 
of preventive, system management, and mental 
health technologies; and
The need for public input into technology 
decisions.

o Finally, there are those who fear:
- Federal intrusion into medical practice;
- Federal interference in the health market; and 

Suppression of technology development.

All of these concerns illustrate that "the technology 
problem" is a grossly misleading form of shorthand. In

*
fact, there are many technology problems. Furthermore, 
important parties-at-interest have conflicting and 

■ competing priorities. Their views must be taken into
account if we hope to develop a better balance between 
controlling the costs of health care while not stifling 
technological innovation and improvements in the quality 
of care.
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Our study (which 1 am submitting for the record) has also 
made us keenly aware that while the Department is extensively 
involved with technology as a developer, an evaluator, a 
purchaser, and a regulator, it has no comprehensive strategy 
to systematically link stages in the life cycle of technology 
development, evaluation, transfer, diffusion, utilization 
and phase-out. Consequently,

o The "knowledge development" agencies (such as 
NIH, NCHSR and NCHS) each decide independently 
which technologies they will examine, how they 
will examine them, and what use will be made of
the results;

o The "action agencies" (such as HSA, Medicare, 
Medicaid, and the PSRO program) lack adequate 
technical information to carry out their 
responsibilities and effective links to the 
knowledge development agencies which would 
promote development of action-supporting 
information on technologies of interest;

o Results of technical evaluations appear in the 
research literature, but often do not come to 
the attention of practicing physicians, consumers, 
or those officials responsible for making 
reimbursement, regulation, or standard development 
decisions;
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o Considerable effort is focused on efficacy
and safety evaluations, but little is directed 
to evaluation of cost-benefit and cost-effective­
ness implications, and virtually nothing is 
being done to assess unintended societal side 
effects;

o Inadequate emphasis is placed on methodological 
studies to improve the reliability and validity 
of technology-based analysis and testing; and finally,

o Ad hocracy reigns in the absence of explicit 
linkages between technology studies and public 

, or private actions to impede or stimulate
technology transfer and utilization.

In summary, while DHEW agencies currently engage in many 
technology-based activities, an enlarged evaluation capacity 
is clearly needed. The Achilles heel, however, is our 
present incapacity to provide coordination and linkages 
among the activities.

Even the most carefully devised technology initiative is 
unlikely to provide a "quick fix" to the extraordinarily 
complex set of problems involved. Nevertheless, we have 
developed and plan to implement shortly a new technology 
strategy which we believe will enable us to significantly 
reduce the gap between analysis and action.
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As you can see from the diagram attached to my testimony, 
we have developed a technology management strategy that 

is comprised of six linked steps:
1. Identification and screening of candidate 

technologies and health needs for analysis.

2. Annual priority setting for a Departmental 
study agenda.

3. Conduct or sponsorship of studies.
4 . "Translation" and synthesis of technical findings.
5. Explicit decisionmaking to restrain or stimulate 

development and use of a target technology.
6. Implementation of decisions through a spectrum 

of such intervention mechanisms as allocation of 
R&D resources, market approval, incentives, 
utilization guidelines, and professional and 
consumer education.

Since such a strategy will require considerable orchestration 
among the agencies and extensive collaboration with the 
private sector, a Department-level locus is needed to 
provide the managerial leadership and coordination.

The Secretary has assigned that responsibility to my office, 

and I have already taken important steps to establish an 
Office of Health Technology. One of the major tasks of
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new office will be to conduct a pilot demonstration of 
the technology assessment and management strategy with 
four to seven high-priority technologies. These demon­
strations will focus on'technologies which typify such 
current concerns as premature or delayed transfer from

t
bench to bedside practice, unwarranted cost in relation 
to anticipated benefits, and the need for early warning 
on controversial societal side-effects.

To head the new Office of Health Technology, we will recruit 
an outstanding scientist with credibility in both the research 
and health care community.

To support this demonstration phase, I plan to redirect 
$5 million of Public Health Service funds in FY 1973 to 
support the necessary studies and evaluate innovative 
approaches to communication of findings to such diverse 
users as practicing physicians, consumers, and policymakers.

To expedite establishment of the Office, staff for the 
first six months will be comprised of 22 detailees, drawn 
from different disciplines including health professionals, 
biomedical scientists and engineers, statisticians, policy 
scientists, ethicists, economists, behavioral scientists, 
and communication experts.
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Other functions of the new Technology Office include: 
o Serving as a catalyst and Departmental focal 

point for policy formulati'on;
o Development of a process through which the 

Department can collaborate on technology 
decisionmaking with other Federal agencies 
and the private sector;

o Provision of technical assistance to DHEW 
agencies;

o Evaluation of technology assessment and transfer 
activities throughout the Department in order to 
identify gaps and deficiencies;

o Assessment of the feasibility and cost effectiveness 
of developing a long-range system to identify and 
screen technologies and health needs;

o Provision of recommendations to the Health Care 
Financing Administration on the advisability of 
reimbursement for drugs, devices, and procedures 
under the Medicare and Medicaid programs;

o Finally, the Office of Health Technology will be 
charged with developing recommendations regarding 
possible institutional changes that might contribute 
to achieving our technology management objectives.
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In closing my remarks Mr. Chairman, I would like to 
commend you for the innovative approach to technology 
evaluation embodied in S. 2466. Once again you have 
forced policymakers both inside and outside government, 
to focus their efforts on developing an effective 
technology management strategy.

I recognize that the plan of action I have just outlined 
may appear conservative by comparison. Institutional 
change along the lines embodied in your bill may indeed 
be warranted as we gain more experience and perspective 
on the technology problem. We are unprepared, however, 
to endorse your proposal at this time because we believe 
that it would be premature and disruptive for the Department 
to undergo such a major structural change without a more 
fundamental understanding of the complexities involved.
Be assured, however, that we plan to move quickly. We 
believe that the efforts of this pilot Office of Health 
Technology will provide essential information that will 
enable us to return in two years with recommendations for 
major structural reform.

Apart from what we believe is the prematurity of reorganiza­
tion at this time, we are troubled by some of the specifics 
relating to NCHS and NCHSR.
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The proposed Institutes would have within their purview 
activities which are integral to other PHS operations.
As mentioned earlier, the NCHS is now undertaking some 
epidemiologic analyses designed to complement the ongoing 

activities of the NIH, CDC and FDA. The epidemiological 
activities of the National Institutes of Health and the 
Center for Disease Control are closely intertwined with 
the other activities of those units, and coordination or 
control of them from outside would interfere with the 
place of these activities in the overall mission of NIH

and CDC.

Further, the proposed change in orientation from health 
services research to health policy research obscures real 
differences between these disciplines. They are not the 
same. Both are necessary and both need support. It is 
our goal to provide research that is responsible not only 

to short-term policy considerations, but to independent 

and long-range research needs as well.

In addition, we have recently begun a major study of NCHSR's 
research agenda and structure. A list of experts serving as 
consultants in this review is being submitted for the record. 
The Institute of Medicine is also conducting a broad-based 
study of health services research, that won't be completed

for several months.
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Because we intend to move as rapidly as possible in these 
efforts, in improving the existing Centers, and in 
developing plans for a large-scale technology management 

program, we would support a reduction in the extension of 
these programs to two years. By 1980, we believe we 
would have the information necessary to adequately 
evaluate options for reorientation and would look forward 
to working with the Subcommittee to develop a sound proposal

In closing, Mr. Chairman, I would like to say that the 
Department shares your commitment to develop a technology 
management capability. We concur in your assessment that 
the Department currently directs inadequate resources to 
technology evaluation, but would argue that a viable 
technology strategy must also address the management need 
to better link knowledge development and intervention 
strategies.

Thus, while we are presently unprepared to endorse major 
institutional reordering, we appreciate the contribution 
of S. 2466 in stimulating a broad discussion of alternatives 
and hope that differences in the timing of our strategies 
will not preclude the meaningful collaboration required 
for creative solutions to the whole range of problems 
imposed by technology in the health care system.

That concludes my prepared testimony at this time,
Mr. Chairman. My colleagues and I will be happy to 

respond to any questions you may have.

28-790 0  - 78 - 11



158

Senator  K ennedy . Th ank you very much.
Dr . Richmo nd,  I th ink we are  hopeful ly moving int o a tim e frame  

with healt h insuranc e where health inf orma tio n and rese arch and  
tech nolo gy assessment is going  to  be extremely im po rta nt .

We will ge t the  admin ist ra tio n’s pro gra m la te r th is sprin g, and  
we intend to have qui te exten sive hea ring s on it  d ur in g the  per iod  of 
the summer , and  hopef ully have action on it  in the  very ne ar  fu ture  
with the  kin d of  inform ation  th at  will be ga the red  by ou r proposal 
and  th e kin d of inform ation  t ha t I th ink you also recog nize is of  grea t 
imp ortanc e is  absolutely ur gent at th is time.

There  is a g reater  sense o f u rgen cy abou t it, I th ink,  now th an  really 
any  tim e in the  past'—there should  be, rat he r. Pe rh ap s there  is not,  
bu t the re should be.

One of  the  fac tors th at  troubles  me with the  ad min ist ra tio n’s p ro ­
posal is it  wou ld seem t hat  you would  be moving a lon g f or  1,2 , perh aps 
even 3 years, tryi ng  to sh ift  peop le around wi th in  the  De partm ent, 
and  I  t hink  th ere  would have  to be some leg itim ate  questions as  to  the 
typ es of  tr ai ni ng  and the  back gro und and  exper ience th at  these  people 
would have , bein g loaned to var iou s agencies, focusing on thi s 
prob lem; the  difficulty of at tr ac ting  people  from outside  th at  would 
come down to the  Departm ent for 1 or 2 yea rs, wi th the  idea th at  
there  is going to be a change in admi nis tra tiv e str uc ture  of  th is par ­
tic ular  p rog ram  and  u nsu re where th at  is going to lead.  Tt is the ques­
tion abou t wha t we are goi ng t o find  out , even th roug h e xperimenta tion 
and  even throug h t hi s k ind  of a dm ini str ative  setup th at  you ta lk  about,  
th at  we rea lly  will no t know in a couple of yea rs.

I th ink rea lly  the leg itima te question is : I f  we h ave  some idea s and 
views abou t these issues, why doesn’t it make sense to  set up thi s process 
now and  get about the business which we should be about, in terms of 
tech nolo gy, in terms  of informa tio n, in terms of the tvp es of  rese arch  ? 
Let ’s give  i t the  kind of vis ibi lity , get  i t moving in the  pr iva te  sector , 
with insurance  companies and  the  pr iva te area s, and give it  t he sup­
po rt,  bo th cong ressional  and  ad mi nis tra tio n support , ge t the  quali ty 
people in t here, an d get  about the  busin ess of  doing  it.

Th at  is rea lly  wTha t I  th ink needs to be done. I am just troubled — 
and  you make  a case, and  it  is an appealing  one. th at  wi th your  own 
personal lea der ship and  t he  leade rsh ip of the peop le at th is table, who 
are  high lv  qual ified  and  hav e a view about th is  pa rt icul ar  issue, th at  
you will be able to develop it  th roug h its  early  process, and perha ps  
be able to spin th is off when it gets  on its  feet.

T am ju st  troubled  whether, from  an admi nis tra tiv e point  of view 
and org aniza tional point of view, and  the  sense of urgency th at  th is 
pa rt icul ar  issue dem ands, whethe r that  is as effective.

I  do not know, w ith  a ll respect,  th at  th e pro posals  an d the  com ments  
th at  were adva nced  pu tt in g forw ard  thi s issue th is mo rni ng  are going 
to change  my mind. Maybe you did  not expect to, bu t th at  is where  
we come out.

I  do not  know  wh eth er you would want to  make any  gene ral 
comment-----

Dr . R ichmond. I  th ink I would . Mr. Ch airma n. I  th ink your 
pro posal is—as T ind ica ted  in my form al tes tim ony—very innova­
tive . Conce ptu ally , it  make s sense. And  T suppose T feel that  wav 
because  it  is going in the  dire ctio n th at  we are moving  in as well.



159

Senator Kennedy. You know, these ideas have been around. I think we have attempted to package them, but among thoughtful people, both in your Department and other areas that are thinking about it, we recognize it.
Dr. Richmond. I think I would just also indicate, Mr. Chairman, tha t we have been moving in the direction of explorations. The Office of Health  Practices Assessments, to which I referred, we set up to try to accomplish some of the objectives that  you had in the Center for the Eva luation of Medical Technology—or in the proposed Center.We have also, we think, improved our capacity to evaluate various health technologies for the administration of the medicare and medic­aid programs, and we have begun to systematize that.
We do feel, however, that there are many activities, many programs ongoing within the Department in the various agencies, that  are very relevant to the management of health technology.
And we do indeed need to learn how to bring all of tha t together at a focal point in the Department more effectively. It is for that reason that  we want to move quickly, even to the point, of course, of redirecting, as I indicated, some $5 million to get started immediately.
Our task force, as is, I think, well-illustrated in this diagram which you have before you, identified the inordinate complexity of this problem.
The whole matte r of moving from basic research all the wav to the practice and applications end of the spectrum—and there are many, many stages in between.
And we think in order to recruit the kind of competence that you are talking about, Mr. Chairman, in order to develop this on a sound basis, in order not to replicate what is going on in the existing agencies, but to develop some way of tapping into the good work that is going on there, as well as in the broader community outside of the Public Health  Service, will take some really creative kind of effort. And we need to bring some people in to work on that. We do not think tha t that  can happen instantly.
Senator Kennedy. We are going to have to recess for about 10 minutes, and then I have some other questions and we will continue along.
[Whereupon, a short recess was taken.]
Senator Kennedy. We will come to order.
Dr. Richmond, you have indicated that you would probably get $5 million for this project within IIE W; is tha t correct?Dr. R ichmond. That is correct.
Senator Kennedy. Could you tell us where that $5 million will come from?
Dr. Richmond. We were planning to redirect those funds from several of the agencies—some from the National Institutes of Health, some from the Center for Disease Control, some from the Food and Drug Administration, and some from the National Center for Health Services Research.
Senator Kennedy. Well. I think we ought to find that  out. You know, we spent a lot of time last year to get the increased budo-et for example, in FDA, because of all of their  responsibilities in terms of investigating and drug testing. And I would expect that  they will
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pro bab ly have  addit ion al respon sib ilit ies  in the are a of cosmetics be­
fore  th is session is over. So I won der  how we can do it  in terms  of 
FD A.

The  CDC has  all the  pro gra ms  now with reg ard s to the  Russian 
flu and  oth er fac tors. Do the y have  loose money around? The  N II I,  
I  would like to see where th at  is coming from,  in terms  of the  pr o­
gram. He al th services is the same way. Al l of  those  pro gra mes are  
heavily  pres sed w ith  the ir  bud gets in a ny event.

So I  th ink we ough t to  g et some idea of where th is is coming from  
and  wh at you see as to where it  will  come from over  any  per iod  of 
time , the  nex t 2 years, 3 yea rs, and  how you see the  grow th of th at  
pa rt icul ar  kin d o f pr ogram  w ith in HEW .

You can submit  th at , unless you wa nt to make  a comment on it 
now.

Dr . R ichmond. Well, we would, Senator,  plan  to come to you with 
some requests  fo r new fun ds  fo r th is program  befo re very long.

The  red irectio n of the  $5 mil lion  was large ly in an effort to get 
som eth ing  mov ing imm ediate ly, ra th er  than  wa iti ng  fo r the  nex t 
budgeti ng  cycle. Bu t we will  be gla d to sub mi t a pla n to you for the  
record.

[Th e followi ng m ate ria l was received f or  the re co rd :]
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M EM ORA N D U M  DEPART MENT OF HEALTH, EDUCAT ION, AND WELFARE
PUBLIC HEALTH SERVICE  
NATIONAL INSTITITTS OF HEALTH

TO Special Assistant for Legislation, HEW d a t e  August 3, 1978

FRO M Associate Director for Medical
Applications of Research

subject Preliminary Implementation Plan for the Office of 
Health Technology (OHT)

Attached as requested is a copy of a memorandum, dated April 25, 
which provides a preliminary implementation plan for the OHT.
It was prepared in response to a request from the Office of the 
Secretary. The request which led to this memorandum is also 
attached (Memorandum from Fred Bohen, dated April 14, 1978).

The preliminary nature of this plan must be emphasized. One 
obvious possible change would be to have only one intradepartmental 
group instead of the two under I. IMPLEMENTATION.

It should also be noted that attachments No. 1 and 5 were prepared 
based on an earlier draft of the functional statement for OHT, in 
which the Office of Health Care Quality Assurance (OHCQA) was in­
cluded. In the version signed by the Secretary portions dealing 
with OHCQA were deleted.

If I can be of any further help, please let me know.

Enclosures
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DEPARTMENT OF HEALTH. EDUCATION, AND WELFARE 
O FFIC E  O F TH E SECRETARY  

W AS H IN G TO N . D.C . 20201

.<?. April 14, 1978

MEMORANDUM FOR DR. RICHMOND

At the close of the April 12 Health Technology meeting, 
it was agreed that you would initiate action to:

* Draft an implementation plan for the Office
of Health Technology (OHT). The implementation 
should take account of the April 5 draft func­
tional statement for OHT submitted by Karen 
Davis, and spell out as clearly as possible 
OHT's anticipated role in relation to NIH's 
Office for Medical Application of Research 
(OMAR).

* Assemble an intra-departmental work group 
to advise on and assist in the continuing 
colaboration of the OHT implementation plan.
The group should be made up of the principals 
in H's prior health technology activities, 
especially HCFA and P as well as other agency 
representatives who will together reflect 
the full range of the Department’s interest 
in OHT (L, AMB, OGC).

It would be helpful to have at least a preliminary 
implementation memorandum and a report on the initiation 
of the Task Force by April 21.

Fred Bohen 
Executive Secretary

cc: HCFA
P
L
AMB
OGC
H

T R A C E
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APR 2 5 1S78

5z> / 6 & V  
</•

Executive  Secre tary, OS

As sis tant  Secretary fc r  Health

Prelimina ry Implementation Plan fo r  the  O ff ice o f 
Heal th Technology (OUT)

In response to  your memorandum o f A pri l 14, I am subm itting  the 
fo llo w ing prel im inary implementation plan fo r  OHT, along w ith  a 
de sc rip tio n o f the re la tio nsh ip  between OHT and O ff ice fo r  Medical 
Ap pl ica tions  of Research (OMAR), Nation al In s ti tu te s  of  Health  
(NIH).

I .  IMPLEMENTATION

Immediately a ft e r  aooroval  and pu bl icat ion o f the func tio na l statement 
fo r  OHT and appointment o f Acting Deputy As sis tant  Secretary o f Heal th 
fo r  Technology (DASHT), the fo llo w ing w il l be undertaken:

1. An Intradepartm ental Adv isory Group w il l be es tabl ish ed .

TMs group w il l be cha ired  by DASHT and w il l co ns is t o f 
rep res entat ives from the O ff ice o f the Secretary (OS)-— 
Planning (P ), Management and Dudget (M3), O ff ice o f General 
Counsel (C-C); Hea lth Care Financing A<fci1n1strat1on (HCFA); 
O ff ice of Health  Care Qua lity  Assurance (CHCCA); O ff ice o f 
i.va'.vn Programs (jitP-OASH)i O ff ice o f External  Relations 
(i.u ,-JASH); a,4  O ffi ce  o f Health Po licy Research and Sta­
t is t ic s  (0?W -GA$H). This croup w il l prov ide ove ra ll 
ouioance anu advice to  the  opera ting group In the development 
o f the Implementation pla n.

f .  The Operating Group w il l be convened.

Ti lts  group w il l be the regu la r func tio ning  body o f OHT 
and w il l co ns ist  o f rep resenta tives  from PHS agencies, OS, 
O’tCQA, and OHPSR, w ith  a lia is on  member from HCFA. I t  w il l 
be cha ired  by DASHT, and w il l have the re spons ib ili ty  o f 
developing  the Implementation plan  with  advice from the 
Int rad epartaenta l Adv isory Group.

c
r^

ff
u

l]

3. Id en ti fi ca tion  o f High P r io r it y  Technologies

cr*C< OKT wtth  aidvfce o f  th e fo r e e o ln q w n r p r c c e e d  to  I d e n ti fy DATE
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h1gh priority technologies which urgently require consideration. 
It will set 1n notion the studies to provide-the necessary 
Information to enable it to develop reccr>T n̂dat1ons regarding 
these technologies for conveyance to those agencies and others 
that need such Input.

4. national Advisory Board

OHT will promptly proceed to identify and recommend for 
approval, candidates for the National Advisory Board to OUT 
and will Include representatives from professional societies, 
the public, Industry, third party payers, and others as 
appropriate and ex officio members from governmental bottles 
Involved 1n health (e.g., the Veterans Administration, PSRO, 
etc.).

II. RELATIONSHIP BETVEE’l OUT AND CHAR

1. Functions of OHT - (attachments 1 and 2)

The functions and responsibilities of OHT are described In 
the functional statement for OHT as reflected In the April 17 
memorandum from the Deputy Assistant Secretary for Health 
Policy, Research and Statistics (attachment 3). In essence,
OHT will systematize and manage the diverse technology-based 
activities which take place In the Public Health Service 
agencies (e.g., monitoring, evaluation, review/syntliesls, 
transfer and Intervention).

2. Functions of OHAR - (attachment 4)

This office has the lead responsibility for coordinating all 
NIK activities with respect to the evaluation of medical 
applications of research. In concert with the BID directors, 
OMAR has developed criteria for identifying health technologies 
which are ready for consensus development. Together with the 
BIDS, Ol'AR develops and refines procedures for consensus 
development regarding the safety, efficacy, and effectiveness 
of sue. technologies. It oversees selection of topics and 
consents activities. OMAR has the responsibility of assuring 
that the results of consensus development exercises are 
conveyed 1n an understandable fora to those that require such 
information (e.g., other PUS agencies, the practicing community, 
et c.) .

3. OHT-OMAR Interaction - (attachment 5)

OHT Is an office with manaoement responsibilities for
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from a comprehensive perspective encompassing technical 
and ethical aspects, cost Impact, reimbursement, standard 
setting, regulation, etc.

In contrast, OMAR 1s a scientifically oriented office
• drawing on all the resources of i1IH to assess large numbers 

of health technologies with respect to safety and efficacy 
and their readiness from that standpoint for Introduction 
Into the health care delivery system. In Its role, OMAR 
provides (1) technical Input to OUT regarding establishment 
of priorities, (2) readiness of a given technology for

* assessment, and (3) technical Information on safety and 
efficacy for use by OHT 1n Its broader responsibility for 
comprehensive technology assessment. OHT furnishes to 
OMAR results of these assessments for consideration by the 
research community 1n setting research priorities.

In developing these Interactive roles, both OMAR and OHT will 
consider the recmnendatlons contained 1n the Department's 
Technology Management Report.

e / Ju li u s 2. Ei cta ou d

Ju lius  B. Richmond, M.D.

Attachments

^''Prepared hxZsPerrv_____
Typed: ES/PHS:peh:4/25/78

OFFIC E SUR NAM E DATE OFFICE SURN AM E DATE OFF ICE SURNAME DATE
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deiartment  o r  nrJu rz , edijcatjon , and
Public  H ealth  S eiviee

to . Deputy Ass is tant  Secre tary fo r Planning 
and Eva lua tion/H ealtn/OS

from : Deputy Ass is tant  Secre tary fo r Heal th Po licy, 
Research and S ta ti s ti c s

subject: Pe vis ed  Functiona l Statements fo r the Proposed O ffi ce  o f Health  Technology

We have reviewed and accept  the  fu nct io na l statements proposed by 
your communication o f A p ri l 5, 1978. One m od ifi ca tio n has been made 
fo r fu rt he r c la r it y .  In  fu nct io na l item  (3 ),  the words "the se lec ted"  
have been inse rte d between "r e la ti n g " and "techn ology"  to  d is tingu is h  
those high p r io r it y  technology de cision  documents commanding the 
Se cretary's a tt ention from those th at do not. Also , the fu nct iona l 
statemen ts have been ed ite d to  continue the item  numbering secuence 
through  the fu nct iona l items inc lud ed on page 2 o f your proposal .
Copy w ith  changes is  enc losed.

The revised  fu nct io na l statements have been cleared w ith  the Ass is tant  
Se cre tary fo r Health .

Uider separate memorandum, we are forwardinq cop ies o f the revis ed  
fu nctiona l statements to  the Deputy Ass is tant  Secre tary fo r Management 
An aly sis  and Svstems/OS fo r substi tu tion  fo r those pr ev ious ly  forwarded 
w ith  our proposal to  esta b lis h  the O ff ic e  o f Hea lth Technology.

Ruth S. Hanft

Enclosure
Revised fu nct iona l statements
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Off ice  of Health Technology (HAl). The Off ice  of  Hea lth Technology 

is  a m ul tidi sc ip lina ry  unit  under the  di re ct io n  of  the Deputy Ass is tant  

Secre tar y of Health for Ibchnology (QASHT) in the Office of  the Ass is ta nt  

Secreta ry  for Hea lth.  This  Office  func tio ns  as  the Depa rtment's 

lead agency for  he al th  technology management, and the  DASHT and 

his  s ta ff ; (1) id en ti fy  de fi ci en ci es  in the Departm ent's  he al th  

techn ology po lic y and propose improvements; (2) coo rdina te the 

development of  process es for DHEW co lla bo ra tio n with othe r Federal  

agencies regarding technology management a c ti v it ie s ; (3) manage 

the  Depa rtment's pro ces s for se le ct in g high p ri o ri ty  tec hnolo gie s, 

for  propo sing assignment of  techn ology an al ys is  re sp o n si b il it ie s,  

for ove rseeing  convocat ion of  pr of es sio na l judgments abo ut se lect ed  

tec hn olo gies,  and. for  pre par ing  for  the Se cre tar y necessa ry de cision  

documents re la ting  the  se lect ed  technology fin ding s to  reimbursement, 

re gu la tio n,  and oth er Departmental in it ia ti v e s ; (4) conduct or oversee  

the  conduct of  formal ev alua tio ns  of  components of  the Departm ent's  

technology management systems; (5) analyze  or monitor an al ys is  of 

st ud ie s to  determine the  fe a s ib il it y  and co st -e ff ec tive ne ss  of  a 

comprehensive system for monitoring and scr een ing  he al th  tec hn olo gies ;

(6) d ir ec t and /or  conduct te st s of  the  ap pl icat io n of  comprehensive 

technology assessm ents  (in clu din g ev alua tio n of  e th ic a l,  economic 

and so ci al  consequences) to  ef fe ctive technology management; (7) d ir ec t 

and conduct p il o t demons trat ion  pro je ct s to te s t the ap pl icat io n of  

a technology management st ra te gy  to a lim ite d number of  high  p ri o ri ty  

tec hnolo gie s; (8) es ta b li sh  li a is on  with  ext ra-D epa rtm ental part ie s



and agencies with which to lin k out technology a c ti v it ie s in order  
to develop collaborat ive  working rel ationships and to fa c il it a te  jo in t-  
ac tio n; (9) propose linkages  between Departmental agencies to promote 
increased coordination on technology issues and on sp ec ifi c technologies 
and (10) in addit ion , the Deputy A ssistant Secre tary of Health foe 
Technology serves as pri nc ipa l advisor to the Assis tan t Secretary  
for Health on hea lth technology m atters , and (a) rep orts to him 
on the technology acti v it ie s of the of fic es  and agencies under 
hi s di re ct ion,  proposing such changes as may be considered app ropriate; 
(b) provides the re su lts of technology assessments to the Office  
of Health Care Quality  Assurance for use regarding reimbursable 
(covered) services and for transfer of hea lth care information 
to hea lth pro fes sio nals,  educators and Professional Standards Review 
Organizations (PSROs); and (c) rece ives  recommendations from the 
Office of  Health Care Quality  Assurance regarding se lect ion of 
high pr io ri ty  technologies  for assessment .
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Senator Kennedy. I mentioned just before we recessed the impor­
tance of  ge tting the private sector, both the m anufacturing industry, 
as well as other aspects of the health industry  th at are in the p rivate 
sector, very much involved. And I am just wondering how you intend 
io do that.

I think that , quite frankly , there is probably greate r opportunity 
with an independent posture and position than within the Depart­
ment, but maybe you have got some ideas on that.

Dr. Richmond. As I indicated earlier. Air. Chairman, we certainly 
plan to seek the advice of all appropriate  groups. And certainly, in 
terms of research and development, industry  is very significantly 
involved.

This is a place where we do hope to. as I  indicated, gain  the advice 
of the Inst itute  of Medicine. We are hoping tha t the Insti tute will 
review the document which our task force has produced and that  they 
will advise us on the best way to proceed with getting appropriate  
planning and policy development representation from all sectors.

We certainly, in addition to industry , would want to have uni­
versity groups, the scientific and professional community, certainly 
professional organizations—I might note. Senator, that  organizations 
like the American College of Physicians, the American Surgical As­
sociation. the American Academy of Pediatr ics and many other 
groups are very actively involved in one or another aspect of tech­
nology assessment and transfer, and we would want to build those 
deliberations in.

This is part of what I meant earlier when I  said we would not want 
to replicate  what is ongoing. Many of these groups have very signifi­
cant contributions to make in this development.

Senator Kennedy. Let me ask you about how long is it going to 
take to get the cooperative health statistics system in place?

Dr. Richmond. I think, Senator. I would like to ask Mrs. Rice if 
she would make some comments on that, since she has that under her 
supervision.

Mrs. Rice. We are quite pleased with the development of the system. 
There really is quite an active interest and acceptance and support of 
the system in most of the States.

Bv the end of this fiscal year, we will have 44 States participa ting 
in the cooperative health statistics system. Of these, we will have 11 
in the hospital care da ta component, 27 in health facilities, 26 in health 
manpower, and 38 in biostatistics.

We expect, with the planned budget for fiscal 1979 submitted to 
the Congress, to have almost all of the States fully operational in the 
biostatistics component, and to have about 42 States in the health 
manpower data and health facilities data components.

We are going more slowly in the hospital care component, with 
additional funds, we could do much more than we have in the past.

Senator Kennedy. That was one of the questions. On this last 
point, you indicate with additional funds you could move more 
lapidly . That is, basically, you feel there is a hindrance to greater progress; is tha t correct ?

Mrs. Rice. Yes; we do need additional funds to get the program 
going in the hospital care component. We expect tha t these data 
consortium, in many cases, for the collection of hospital discharge

28-790 0  - 78 -12
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data would be self-supporting within a period of about 3 to 4 years 
after  the initial  funding.

The proposal is that the  States  actually collect the data through this 
nonprofit organization or a public agency and then the consortium 
could be self -funding by funds from the PSR O’s, the HSA ’s, and the 
private  organizations. . . .

Senator Kennedy. What kind of administ rative problems or 
bureaucratic problems do you have, i f any—or don’t you have any •

Mrs. R ice. I know you are re ferring, Senator, to some of the prob­
lems we have been having with the coordination with the Health Care 
Financ ing Administration.

In  New York, NCHS had in 1976 entered into a contractual ar­
rangement with the New York State Health  Department to design 
and test a statewide hospital discharge data system. And in carrying 
out the work of the health depar tment, they had subcontracted to this 
New York Data Consortium, which is a nonprofit organization rep­
resenting the public agency, the private insurers, the physicians, hos­
pitals, and PSR O’s, the  local planning agencies, as well as the State 
of Neiv York.

The work of the consortium had been substantially performed 
through the contract, at a cost of about $190,000. Last year, back in 
September, in anticipation of the enactment of the Medicare/Medicaid 
Frau d and Abuse Act tha t mandates uniform reporting system, we 
learned that HCFA was making a grant to the State Department of 
Health  in New York. A fter learning about this grant,  we communi­
cated our concern to the Health  Care Financing Administration and 
successfully arranged tha t a set of provisions be inserted into the 
grant , that they coordinate and cooperate with the Cooperative Health  
Statistics  System.

We are meeting with the New York State people and the consortium 
next week, to resolve some of the problems that have emerged.

I do think tha t the proposal that Dr. Richmond had indicated 
would be for a health data advisory committee will assist in settling 
some of the problems that have emerged between the Health Care 
Financing Adminis tration and the National Center for Health 
Statistics.

We hope to bring these issues for discussion between us at that 
forum and then, if there needs to be a resolution, to br ing them to the 
Under Secretary and the Secretary of HEW for resolution.

Senator Kennedy. Well, would you let us know what the results of 
tha t meeting are?

Mrs. Rice. We would be very pleased to inform you afte r the 
meeting.

Senator Kennedy. Fine. I have no further questions.
Dr. Richmond. Thank you very much, Air. Chairman.
Senator Schweiker. Mr. Chairman. I apologize for being late. I had 

some trouble getting in this morning because of the snow.
Mrs. Rice, I understand you have alreadv commented a bit on the 

epidemiological activities of your Center. My first question is. W hat 
do you see as the impact of this  bill on the epidemiological work tha t 
is being none now, and is there—well, maybe I will just ask that ques­
tion first and see what your response is.

Mrs. R ice. The bill does emphasize, of course, the expansion of the 
epidemiological activities of the National Center for Health  Statistics.
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The fac t is t ha t we a re cu rre ntl y invo lved  in a v ari ety  o f epidemio­
logical act ivi ties , and  we can do th is under the  cu rre nt  legi sla tive  
man date.

We are  in the process of  dev elopin g a set  of  map s, com parable to 
those  th at  were prepare d by the Na tio na l Can cer  In st itu te , to apply  
to all diseases . In  th at  way,  we would be iden tif ying  high  risk areas 
for var iou s causes of  desk. Th is wil l be a way of  id en tif ying  these 
diseases , and  for the  CDC, fo r example, to go in to find ou t w ha t c an 
be done to imp rove the  s ituation .

We are  in the  process of dev eloping a na tional death  index. Th is 
has been requested by the  Congress, as well as the  Na lional  In sti tu tes 
of He alth.

We are  in the  process of  exam ining  o ur  da ta  and ou r da ta  systems 
to be able  to do more epid emiolog y work . We  th ink we can do th is 
under our manda te. Of  course , wi th addit ion al staf f and  addit ion al 
fun ds,  we could  do even more.

Se na tor  Sciiw eiker. Speci fica lly, w hat  k ind  of ep idem iology studies 
are you doing now?

Airs. R ice. Well , I  mentio ned the m apping  and the------
Se na tor  Sciiw eiker. Re lat ing to a ny specific diseases?
Mrs. R ice. All  causes of dea th.  T his i s a pre sen tat ion  of th e maps o f 

all causes of death , by specific cause of death,  so th at  we can look a t th e 
reasons fo r the varia tio ns  across the  c ountry for diff eren t dea th rate s.

The Can cer  In st itu te  has  pre pared , using our  da ta,  maps showing 
the dif ferent ial s across  the cou ntry in canc er d eaths. We expect to pro­
duce a volume th at  will  i dent ify  all causes o f dea th.

Sena tor  Sciiw eiker. H ow abo ut mo rbidity da ta,  diseases sho rt of 
dea th ?

Mrs. R ice. We have  a varie ty of  d ata systems, Senator,  t ha t can be 
used a nd are being used to  pro duce d ata  on m orb idi ty and on the hea lth  
of  th e Nat ion .

Ou r health exa min atio n and  nu tri tio n survey, a surv ey where  we 
go out and exam ine the  populat ion  ove r a period of  tim e, we produc e 
inf orma tio n abou t the  health sta tus of the  pop ula tion throu gh  th at  
survey.

Fo r exam ple, we have  iden tified, as Dr.  Rich mon d ind ica ted  in his 
test imo ny,  th at  th ere  is a signifi can t d iffe ren tial  in hyp ertens ion  am ong  
the  blacks com pared wi th the whites. We have  been pro ducin g such 
inf orma tio n from  o ur  da ta  systems.

Se na tor  Sciiw eiker. Is  the re any  dupli ca tion with CD C’s w ork in 
the  epidem iology area  ? H as  that  been much o f a p roblem ?

Mrs . R ice. S enato r, I do not  see t ha t the re is anv  dup lication at all 
with CDC .

Se na tor  Sciiw eiker. Le t’s tak e t he exam ple of L egi onnai res ' disease. 
I have been very  active and  intere sted in th at  case. CDC has acted  as 
the lead agency, I believe, and  has  done some ra th er  tho rou gh ep i­
demiological work . Wha t, if  anyth ing, has your  o rganiza tion done in 
th at  case, in terms  of epidemiology  ?

Mrs. R ice. We sim ply  pro vided some inf orm ation  to them  on the 
dea ths  from  those  diseases. We were able to iden tif y the  dea ths  in the 
past from  diseases like Le gio nnaires’ disease. And CDC went into  the 
area to  learn firs thand wha t the  problem s were, how the y arose,  and  
wh at were the fac tor s associa ted with  tha t disease.
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We use our da ta systems in a bro ad way by iden tif yi ng  hig h risk  
areas. CDC  goes into  th at  are a to find out more about t he  specifics of 
the disease.

Dr . R ichmond. Sena tor  Schweiker,  if I might ju st  elaborate on 
Mrs. Rice’s comments, wh at he r epidemiolog ic da ta  do is ch ar t the 
course  of mo rbidity and mor ta lit y in the Na tion, and  CDC, with its 
cap aci ty fo r lab orato ry and  field inv est iga tion  the n moves in on the 
leads th at  are  provide d.

Ju st  as an exam ple, one of the  reasons why we become concerned 
abou t p ote nti al outbreaks  of in fluenza is t ha t complic atio ns of  influenza 
ran k amon g the  10 leadin g causes of death.

We  know  th at  wi th outbreak s we can have those mo rbidit ies  and  
mo rta liti es rise conside rably. So CDC  then  moves in to give us the  
advice  on how we ought to proceed to try to min imize the  increases in 
mo rbidity and m or tality from  a cause l ike tha t.

I  w ould  l ike to jus t comm ent, too, on the  d ata  co llection system s th at  
Mrs. Rice and  h er staf f have developed , which  g ive us no w much more 
det aile d pic tures of the loci o f high  infan t m or ta lity rates,  fo r example.

We now are  b eginning  t o use those da ta in the  plan ning  fo r hea lth  
services, so th at  we are no t firi ng our service resources like bucksho t, 
bu t we are beg inn ing  to tr y  to find ways  of concentra tin g those  re ­
sources at ta rget  areas where the  outbreaks  o r the  rat es are  h igh .

Senator  Sciiw eiker. I would like  to ask you or Mrs.  Rice abo ut the  
current sup ply  of epidemiolog ists.  Do we need more? Sho uld  we tr ain 
more? Wha t are  the  imp lica tion s, if we do expand epidemiolog ical  
act ivi ties and  t ra in ing?

Dr.  R ichmond. Well, as the  for me r chairman of  th e De partm ent of 
Preventiv e and  Social Medicine at the  H ar va rd  Medical Schoo l, I 
th ink I  can tell you, Senator , th at  we a re in very sho rt supplv.  For  a 
va rie ty of reasons, young phy sicians in pa rti cu la r have not been a t­
tra cte d to th is field in sufficient numbers , and I  think  th is  is something 
th at  we are going to have to a tte nd  to.

T do not mean by th at  to  ind ica te that  phy sic ians are the  only ones 
who can do good epidemiolog y, but  they con stitute  one signi ficant 
source.

Se na tor  Sciiw eiker. A re we able to t ake steps  un der ex ist ing  leg isla ­
tion  to  at trac t more people into the field and  expan d tra in ing,  or  is 
th is someth ing  tha t new leg isla tion is needed f or  ?

Dr.  R ichmond. Well, I  t hink  we have  th e au thor ity , and  we do have 
some pro  grams in preven tive  medic ine which enable us to  do some 
tra in ing.  T th ink we should exp and  these proo-rams, however .

Se na tor  K ennedy. Wo uld  th e Senator  yie ld on t hat  po int?
Se na tor  S chweiker. Yes.
Se na tor  K ennedy. We did  not get into  th is in the  othe r quest ion 

per iod , but as Sena tor  Sch weiker  understands,  th is is one of  the  im­
po rta nt  ing red ien ts th at  compels our pa rti cu la r appro ach , because 
each of  the  in sti tut es h as a str ong tr aining  funct ion , an d fo r the  reasons 
th at  you have  outlined  h ere,  we st ress  the  importanc e o f th at .

And T think  it is not  as a pp are nt  in term s o f yo ur pro posal—T know 
th at  you know it is necessary—but we have  rea lly  tri ed  to ta rg et  
th at  as an im porta nt ing red ien t in our leg isla tion , fo r the  reasons 
th at  you have ius t men tioned here.

I th an k the  Se nator.
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Sena tor  Schweiker. I have  ju st  one more ques tion.  Dr.  Rich mon d, 
you may  ask one o f you r assoc iates  to answer  it—I am no t sure  who 
in the  " roup  w ould handle i t.

here  would the  pro gra m supp or t fun ds  fo r health sta tis tics and  
health services re search act ivi ties come f rom , ac cording to the  ad minis ­
tra tio n' s bud get  proposa ls?

In  oth er words, would the money have  to come from  au tho riz ati on  
specifically tied  to the  cen ters , or  would  it  come from  the  Assis tan t 
Secre tar y's  Office, or some place  else?

Dr. R ichmond. I th ink I migh t ask Mrs . H an ft  to comm ent on tha t.
Mrs. H anft. The cen ters ' personnel and  th ei r staffing  are tar ge ted  

at  each ind ivi dual center. The  en tire budget  appears  in the  bud get  of 
the  Office of  the Assistant Secre tar y o f H ealth .

The supp or tin g functio ns, such as man age ment, con tracts , finan cial 
management , and  personnel  are  pa rt of  the  overhea d of  t he Office o f 
the  Assis tan t Secre tary of  He al th , which serve  all his functio ns.

Bu t each cen ter  has an iden tified bud get  fo r th ei r research  and  
thei r sta tis tic al ope rat ions, th ei r salaries and  expenses and the  costs 
of  th ei r var iou s pro gra ms , bo th in tra mural  and  e xtramural  p rog ram s.

Sena tor  Schw eiker. Wel l, str aigh ten me out if  I am wrong,  bu t I 
thou gh t in the  pas t, that  XCI IS  and XCIIS R “p rogram  su pp or t” 
fun ds,  as the  Pres iden t's  budget calls them , did  not  come out of the  
specific au tho riz ati ons fo r ap prop ria tio ns  f or  th e centers , b ut  actually 
came o ut o f other ch annels. Xow, maybe  I misunderstood .

Mrs. H anft. They have a separat e ap prop ria tio n fo r each of the  
cente rs. We also, in the  Office of the  Assis tan t Secre tar y fo r He alt h, 
provide them  with  cer tain su pp or tin g services in the  way of finan cial 
management , personne l, and con trac ts.

Bu t the y have  thei r own au tho riz ati on , each cen ter  has its  own 
au tho riz ati on  fo r sala ries , expenses, gran ts,  con tracts , and th ei r tot al 
costs.

In addit ion , the  Xa tion al Cente r fo r He alth St at is tic s perfo rms 
certa in reim bursab le services for oth er agenc ies, and the y are  rei m­
bur sed  fo r those services out of the  othe r agencies’ budgets.

Sena tor  S chw eiker. Oh, the o ther  agencies r eimburse them fo r th ei r 
services ?

Mrs. H anft. Fo r certa in services th at  are  done on a reim bursab le 
basis by  XC HS  and  by XC IIS R.  For exam ple,  th e em ergency medical 
services research  is fun ded under the emergency medical  services b ill ; 
yet  the  Xa tional  Ce nte r fo r He alt h Services Rese arch  perfo rm s th at  
research  for the  H ea lth  Serv ices  A dm ini str ation .

Dr.  R ichmond . I th ink  Dr.  Ros enthal may  w an t to  m ake a com ment  
on th is. too.

Dr.  Rosenthal. Only to note brief ly th at  up un til  we were tr an s­
fer red  to the  Office o f the  Assist ant  Secre tary, the pro gra m manag e­
ment bud get  for  the  Xa tional  Cente r fo r He al th  Serv ices  Research  
and for  the  Xation al Cente r fo r Hea lth  Stati sti cs  showed up  in the  
ap prop ria tio n fo r pro gra m manag ement  for the  Hea lth  Resources  
Ad mi nis tra tio n.

I t was not in the line labeled “X ational Ce nte r fo r Hea lth  Serv ices  
Res earc h,” or in the  line  labe led, “X ational Cente r fo r Hea lth  S ta ­
tis tics.” An d the  autho riz ati on  levels  which were alluded to  in our 
legisla tion  d id not  i nclude the  pro gra m manag ement  resources .
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Now, the re was some discussion ove r wheth er th at  was the  best 
str ate gic  way to do th at , hu t I th ink the way the  law is wr itten , those 
program  manageme nt fun ds  now will be pa rt of  the  Office o f the  As­
sis tant  Secre tary fo r He alt h,  and the  approp ria tio ns  made again st 
our au tho rizations will specif ically  refe r to the  research th at  we are 
un de rta kin g, the  sta tis tic al act ivi ties  t hat  we initi ate, and in our case, 
only  those thi ngs related to  the dire ct man agement of the  int ramu ral  
pro gra m,  which comes also ou of th at  legi slat ion.

Bu t the  pro gra m manag ement  gen era lly—my salar y and those  of 
our own admi nis tra tive staff—are  not inc luded in th at  num ber.  I 
th ink that  is the n atu re  of th at  ques tion.

Sena tor  Schweiker. Thank you ve ry much.
Se na tor  K ennedy . Th an k you very  much. We  will  be sta ying  in 

touch wi th you and w ork ing  closely w ith  you.
Ou r n ex t witness is David  H am burg,  who we are  p leased to welcome 

befo re the  committee. He  is the  dis tinguished pres iden t of  the  In st i­
tu te  o f Medic ine, and  his  advice is always valued  and  alw ays  help ful .

Ou r only  reg ret  is th at  we do not ge t you down here more ofte n, 
Dr . H am burg.  We look forward to your testim ony .

STATEMENT OF DR. DAVID HAMBURG, PRESIDENT, INSTITUTE OF 
MEDICINE, NATIONAL ACADEMY OF SCIENCES, WASHINGTON, D.C.

Dr.  H amburg. Tha nk  you,  very  much indeed.
Mr. Chairman, I am very grateful  for the  invit ati on  to testi fy  be­

fore  t hi s rem arkable comm ittee , which has  contribu ted  so much to the 
healt h o f our Nation.

I  have  a dmired  fo r yea rs the  deep int ere st th is  committee  has taken 
in healt h care, research , and  education. Yo ur work has had a hig hly  
con stru ctiv e and  stimula tin g impac t on the  he alt h sciences and  h eal th 
pro fess ions in th e Uni ted  St ate s and abro ad.

I recognize th at  t he occasion fo r th is he ar ing is the  int roducti on  of 
S. 2466. I believe th is bil l is tim ely  and sig ni fic an t; it  addresses con­
struc tively  some of the  major  issues of  the next decade in health 
policy.

The In st itu te  of Medicine shares man y int ere sts  and concerns of 
th is committee. Ou r ch ar ter specifies th at  ou r miss ion is to prote ct 
and  promote the  health of  the pub lic and to exam ine healt h policy  
issues objec tively, from  m ult ipl e perspe ctives.

Today . I tes tify as an  in div idu al,  expressing my own views. I n  do ing 
so, I am fortu na te to be able to  draw upon a num ber  of  studies , pape rs, 
and  conferences undertaken by the  In st itu te  du rin g the  past 2 years. 
They are  listed in my sta tem ent , Mr. Ch airma n, bu t I  am no t going 
to rea d them , and  indeed, the re are  oth er pa rt s of  my sta tem ent th at  
I  will simply submit  fo r the  record. I  want to make my sta tem ent as 
br ief and,  I  hope, u sefu l as possible.

These act ivit ies  of the  In st itu te  of Medicine lis ted  in the sta tem ent  
deal  with prob lems  believed by our  counc il, mem bers  and  ou r staff 
to be of  crucia l imp ortanc e in health science policy, in healt h services , 
and  in  disease  preven tion .

In  add itio n to these ma ter ial s, I dra w upon my own bac kgroun d 
of  30 yea rs active work in basic science, clin ical  inv est iga tion, and 
healt h care.
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The  essentia l po int I  wa nt to make tod ay  is th at  we sta nd  on the  
thresh old  of a gr ea t op po rtu ni ty to imp rove the healt h of  t he  public.

Th at  op po rtu ni ty res ts on an exte nsion of  science to  the whole of 
the  healt h care  system. In  the  next decade, I th ink we can grea tly  
increase the  extent  to which  the  he alt h system is based on scient ific 
att itu des, methods, and  pr inciple s.

To  take  advanta ge  of th is op po rtu ni ty , we m ust  p rov ide  con ditions  
th at  will str ength en  needed disc ipli nes  and fos ter  novel col labora tion  
among the  disc iplines  in addre ssing  t he gr ea t prob lems of healt h and  
disease.

Circum stan ces  have rea lly  c hanged  rapidly in the  p ast  few decades, 
and  we mu st make ins titut ion al changes to dea l effectively  wi th the  
new circum stances.

Th is will require th at  we construct a powerfu l cha in of  research  
from  lab orato ry bench to pa tie nt  beds ide to the  com mun ities  and  
homes—with every link in the cha in strong. Tha t i s th e essen tial  p oin t 
I want to make—broad ening  of sc ience throu gh  the whole o f the heal th 
care  system.

I wan t firs t to  discuss some explo rat ion s tow ard  th is wider ran ge 
of sc ientific  underpinning s for  the h ealth  of th e public .

It  is im po rta nt  to bear in min d th at  the re are  t hre e gen era l classes 
of fac tors affe cting the  health of the  public, and  the y are  all  very  
importa nt.

One is m edical care and  o the r p ersona l c are by health pro fes sionals;  
anoth er is e nvi ron menta l conditio ns, which hav e been very im po rta nt  
his tor ica lly  in ma tte rs such as sa ni ta tion ; an d, no less i mpo rtan t now, 
alth ough in somewhat  differen t ways  than  let  us say in the  last cen­
tu ry  ; and finally, the  effect of ind ividual beh avior on hea lth . Al l three 
are very im porta nt,  a nd all three have to be addresse d scientific ally.

In  th is con tex t, let us cons ider  the  science base fo r im prov ing  the  
health of the  publ ic. We know th at  the  establ ishment and  ma int e­
nance  of very hig h sta nd ards  of scient ific quali ty bv the  Na tional 
In sti tu tes of He al th  has served the  Na tion well over the pa st  q ua rte r 
cen tury .

There  now exis ts in th is country  a general  appre cia tion of the  im­
por tance of supp or tin g str on g fundam ental  biom edica l sciences, such 
as biochemis try,  genet ics, physiology’, pha rmaco logy and  related 
fields. '

Ind eed , Mr. Ch airma n, whereve r I have gone thr ou gh ou t the 
wor ld—E uro pe and Af ric a and  elsew here—I have  fou nd very grea t 
respect fo r the  N II I.  I t  is a visib le symbol of high -qu ali ty ach ieve ­
ment in  biomedical research.

Now tod av,  I th ink we are seeing the  emergence of addit ion al ele­
ments that  bu ild  upon th at  base created pr im arily , tho ugh not ex­
clusively, by N II I;  the  emergence of in ter es t in othe r sciences to  add  
on to the established  fields, in pu rsu ing the  goal  of imp roved health.

These include but are  not limited  t o epidem iology’, b ios tat ist ics , b io­
eng ineerin g, the  b ehavioral and  social sciences as th ey rela te to healt h, 
health services research  and  preven tion research.

Incre asi ngly,  we see th at  each of thes e lines of  inq uir y has great  
poten tia l value fo r imp roved health and well-being , and are  th ere for e 
des erv ing  of su pp or tin g and  nurtu ran ce.

And some of  the  newer or renewed sciences do indeed req uir e care­
ful  nu rtu rin g.
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Epide miology, for exam ple, has  a valu able  and in fact pionee ring 
his tor y in health and  has  been revived rece ntly , pa rt icul ar ly  in the 
con tex t of chronic diseases.

The most recent  HEW  forward  plan points  out th at  epidemiology 
is em erg ing  as the  f irst  line of defense in det ect ing  new cancer  hazard s 
th at  may he missed in var iou s screens, and  a pp ea r fo r the  first  t ime in 
hum ans.

Most of the  clea rly iden tifiable env iron menta l causes of canc er 
have  been fou nd firs t throug h epidemio logical studies and  confirmed 
la te r t hrou gh  labora tory studies.

Now, th is is not to arg ue in any way fo r epidem iology as a sub­
sti tu te  fo r research  on basic biological  mechanisms. It  is to argue for  
the str ength en ing of thi s old disc ipline in a new context . Also—and  
I would emphasize thi s point, Mr. Ch air ma n—we have to find ways to 
br ing  abou t effective int eg rat ion  of epid emiolog y with lab ora tory 
sciences such as biochemis try and  with  clin ical  medic ine. Tha t is a 
special area where  the  tra in in g pro gra ms  you spoke of a mom ent ago 
may  be qu ite per tinent .

As we learn more  about the  burde n of illness in thi s cou ntry, the 
importance  of beh aviora l fac tor s for  health becomes inc reasingly  
clear .

Wh ereas infe ctio us diseases used to  he the most burdensome ill ­
nesses, we now see c ard iov asc ula r diseases, cancers, lun g diseases, ac­
cidents,  homicide, and  othe r violence as the  m ajo r assaul ts on life and 
hea lth.  Because such bur den s clea rly  have  str ong beh aviora l fac tors, 
app roache s to the prev ent ion  or managemen t of these  problems must 
obviously  include a strong beh aviora l science perspec tive .

As the  burde n of illness changes, the sciences needed to  lessen the  
burde n also must change. We must  find out how we can br ing the  best  
in beh aviora l science, whatever  th at  may  he at a given mom ent— 
and it  wil l develop over  tim e—to bea r on these  serio us hea lth  
problems.

Here I refe r to the rel ationships  of fac tors like heavy cig are tte  
smoking , heavy alcoho l use, risky  dri vin g, pro longed  stress, pec uliar 
diet s, and  lack of exercise, to  car dio vas cular  diseases and  some can ­
cers, especia lly lun g cancer—as well as to men tal illness. And these 
are , of course, among the  very  heavies t burdens of illness we have.

Now let  us brief ly con sider health services  research . Th is is a field 
of study concerned with the  pra ctical  delivery  of health services . The  
mode in which services are pro vided,  th ei r cost, thei r quali ty,  thei r 
av ail ab ili ty—all have  a  g rea t hearing  in  the long run  on health sta tus  
of  the pop ula tion.

To the  e xte nt th at  health services research  can increase un de rst an d­
ing  lea din g to posi tive  change,  both  in the  con tent  and  in the  orga ni ­
zati on of healt h services , i t shows a relevance to healt h th at  is of  great  
pot ent ial  imp ortanc e. And I am sor ry to say th at  th at  poten tia l im­
portan ce has  not been fully  apprec iated , even in  the  heal th professions 
and the  health sciences, let alone in the  general  pub lic, but  th at  day  
is coming.

The  key po int  being made here  is that  a whole spectru m of health 
research  is needed in orde r to meet Am eric a’s long range problems.

An exclusive or heavy focus  on only one com ponent of the 
spectru m is unwise. We  must  try to help  the  Na tion tes t out the  ex­
ten t to which the methods o f science could he b roug ht  to  bear, no t j ust
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on some pieces of the  hea lth  system, hut over  the entire  ran ge of  the  
healt h system.

Sena tor  Kennedy. Ju st  to  i llu str ate , th e area of biomedical research  
and  the  support  that it has received is an exam ple, obviously , of  ex­
cellence which has  g otten str ong sup port from  thi s committee. Bu t is 
your point here th at  wha t has been done  in that  area ought to be 
rep licated in these oth er areas?

I)r . H amburg. Yes ; it is, preci sely.  An d I would like to------
Sena tor  K ennedy. An d th at  if  you jus t have th at  so il of tow er 

sta nd ing in and of itse lf, th at  even its  ful l po ten tia l might not  be as 
real ized  if we do the oth er kinds of thi ng s which you have outlined 
here.

Dr. H amburg. Le t me give two  or  three concrete examples th at  I 
th ink are tangib le and  down to ea rth  in the  nex t few minutes , th at  
show rea lly how th is spectru m can work , if  only  we provide the  con­
dit ion s to make it work over the  whole range of health problems.

Let  us ta lk  about hyp erte nsion.  Th at  was refer red  to by Dr.  Rich­
mon d and  some of his dis tinguish ed colleagues very  well. It  is a te r­
ribly serio us problem. It  is a very importa nt dis orde r an d a r isk  f ac tor 
for stroke, coronary  disease. It  is concen trat ed heavily  in the  black  
populat ion , as  you have  heard.

It  has  been a stim ulus for and a beneficiary of a gre at deal  of basic 
research  which  th is comm ittee has  fos tere d in car dio vas cular  and  
kidney  physiology and biochemis try,  as well as research  in en ­
docrino logy and  in t he neurosc iences.

Now, out of th at  basic research  came first smal l-sca le clin ical  ex­
plo rations , and  then wel l-des igned  large -sca le clinical tri als, mainly  
in the VA.

An d it  was fou nd th at  under these  opt ima l conditio ns of  the cli ni­
cal tr ia ls  th at  the re were indeed several good tre atm en ts in the  way 
of  med icat ion for hyper tension th at  would  reduce  blood pressure 
over  an extended per iod  of time.

Wh en these  clin ical  tri al s dem onstrate d the effectiveness of med ica­
tion , we who were inte res ted  in hyp ertens ion  felt a lot of  sa tisfac tion, 
and the  prob lems appeare d to be largely solved.

Bu t, in fac t, it  was not solved. To our  dis tress,  it tu rned  out that  
only  abo ut ha lf the  pa tie nts  did  in fac t adh ere  to the the rap eutic  
regim en. H al f of  them  sim ply  did  not take the med ication.

Hy pertens ion  is by no means  unusual in that  respect. Now, it be­
came im po rta nt  to ascerta in, throug h behaviora l and  healt h services 
research , why  pa tie nts  were not taki ng  med icat ion th at  was man i­
fes tly good for them , and  dem onstrabl y able to preven t strokes.

An d I may  say with some feel ing,  Mr. Ch airma n, th at  my fa th er  
th is pas t week had  a stro ke rel ated to hyp ertens ion , and I reg ard 
th is as one of the  majo r problem s we have  in th is cou ntry. We have 
within ou r grasp the  ab ili ty  to preven t a great  deal of  th is hum an 
suffering, and  ye t h av ing  th e b iochemical  and  pha rma cological cap ac­
ity  in its elf  is not sufficient.

Now, health services research  has  brou gh t abou t some clar ificatio n 
in th is situa tion. An d some o f t hese  fac tors may  a pp ea r munda ne,  bu t 
I can assu re you th at  they are very im porta nt to hyp ertens ion  pa ­
tients  and  th ei r fami lies.
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Fa ilu re  to take the  medicat ion depe nds pa rt ly  on such fac tor s as 
the se:  Long wa iting  times fo r the doc tor and at the  pharm acy;  in­
ade qua te followu p by doc tors  and  clin ics;  ove rcom plic ated  and  con­
fusin g dosage schedule s; unsat isfactory docto r-p atient rel ati onships ; 
unexpla ine d side effects—th at  is, when no th ing has  been exp lain ed 
abo ut wh at is like ly to occur,  pa rti cu larly  when the  pa tie nt lias not 
had symptoms pr io r to medicat ion,  even tho ugh his  blood  pres sure  
was no t eleva ted.

Now, reco gnizing th at , lea rn ing  those fac ts throug h health services •
researc h, the re has rece ntly  been some caref ul work on the ut ili ty  
of non phy sician  med icat ion counselors, who focus speci fical ly on these 
issues. An d it  has  been shown th at  such med ica tion counselors can 
ma rke dly  enhance  the  adhe rence to the therap eu tic  regim en in •
hyp erte nsion.

Se na tor  K ennedy . The point  is that  if  we do not del ive r the serv­
ice which is the  res ult  of  the basic research , we re ally perha ps  minimiz e 
the achievement.

Dr . H amburg. Tha t is rig ht . We can have a wonde rful tre atm en t, 
bu t if  we do not get  it the re in a sensible  way, it is not going  to do 
us much good. I t is won der ful for us to  know about it in the In sti tu te  
of Medicine  or  somewhere  like  th at , but  in the  com mun ities  where  
peop le act ua lly  live, it has  to get the re more  or  less in the way that  
it  is prescribed.

Fo llowing  ou t th is hypertension -ca rdiovasc ula r disease prob lem, a n­
othe r type  of  esse ntia l effo rt which  I know th is committ ee has  been 
intere sted in involves tryi ng  to pre vent the  disease  in the  firs t place.

We  do n ot know enough about the mechanisms  to pre vent t he disease 
in the  most fun dame nta l sense. B ut on the  othe r h and, some of  the  r isk  
fac tor s in the way we live our lives can be modified. Fo r exam ple, 
the  study o f h ea rt disease p rev ent ion  based at St an fo rd , which util ized 
three  commun ities  in Ca lifornia , was cen tere d aro und pub lic edu ca­
tion . An d I th ink we are  going  to need much more  pub lic education.

W ha t th at  gro up  did  was to take two exp erimenta l communities  
and a control  commun ity. All  thr ee  were very sim ila r communities  in 
no rth ern Ca lifornia ------

Sena tor  K ennedy. We  had a very good vis it at  St an ford , Doc tor, 
and we were very well bri efe d on th at  pro gra m.  I t  i s a very excit ing  
pro gra m,  with profo und lessons for  the res t of the  cou ntry. We were *
very impressed  with wh at we observed the re,  and  I th ink  the  Ca li­
fo rn ia  pro gra m will be an im po rta nt  model fo r the  typ e of  research 
which o ugh t to contin ue.

Dr . H amburg. M y own judg me nt  is th at  we need an inte nsif icat ion *
of  research  to learn how to do th at  effect ively , nat ionwid e. Ju st  10 
day s from  tod ay,  we a re ha vin g a conference at  th e In st itut e of  M edi ­
cine whose focus is to a cons iderable  extent  on th is kin d of  question.
Now, in the  C ali forn ia case, the two ex per ime nta l com munities c learly  
had a decrease in risk fac tor s throug h pub lic edu cation using— 
wh eth er one used mass media  a lone or  mass media plus some personal 
con tac t wi th hig h risk ind ividuals —eit he r way. you did  be tte r than  
the con trol  com mun ities  in respect to low ering blood pressure, lower 
blood  cho lesterol and  lowering  cigare tte  smoking.
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Now, the Stanfo rd study does not yet have measures th at help out­
come. But there was a similar study recently from Fin land which does 
have measure of health outcome and shows, for example, a really his­
toric change in the trend of coronary attacks, a decrease in the coronary attack rate.

So there is reason to believe that  community-based programs can be 
effective, and we must now clarify  the conditions under which such 
programs are likely to be most effective.

So thi s sketch of research on hypertension is meant to suggest the
• need for fos tering the full spectrum of research from laboratory bench 

to patient bedside to the communities were we live and die.
Now I would like very briefly to turn to a couple of other  pa ths of 

progress which I  believe require intensified research efforts and more• adequate institutional facilitation.
These are directions in which useful research on health care and 

disease prevention can be built on the solid foundations of biomedical 
science. rI hey deal with practical, common problems tha t constitute 
an important par t of today's burden of illness.

For  example, the organization of health care efforts for specific pur­
poses can be remarkably effected even under harsh and difficult conditions.

We all know the plight  of the Indians in this country. Yet, in the 
20 years from 1955 to 1975, a time in which intensive and systematic 
effort was made to bring public health and preventive care to Indian 
mothers and infants, through the Indian  Health Service, there  were 
striking health status  improvements.

In those 20 years, the infant mortality declined about 70 percent; 
maternal mortali ty declined about 80 percent, The infa nt and ma­
ternal mortality among the Indians in this country today is below 
tha t if the black population, which has not had on the whole such 
intensive and highly organized efforts to deal with these issues.

Now, taking advantage of current  knowledge based on public health 
and biomedical research, prenatal and perinatal care can clearly de­
crease not only infant mortality and maternal mortality, but also birth 
defects and premature births, which so often have unfortunate 
aftereffects.

Similarly, recent studies have shown that well-organized programs 
for children can decrease the days o f illness, decrease expensive hos-

• pital time, and prevent later complications of childhood disease. In 
one such program, there was a 60-percent reduction in the incidence 
of rheumatic fever by virtue of prompt and appropriate  use of ant i­
biotic therapy.  This means that  these persons were spared the hear t

• disease that you remember used to kill so manv in young adulthood. 
When I  was in medical school, we used to see those cases all the time.

Now. here we have a clear example of the value of modern bio­
medical research or  preventive care that truly  improves health. And 
yet. once again, the matter is not so simnle as it appears at first glance.

A recent pediatric study shows an alarming problem that requires 
careful investigation if we are really going to fulfill the potentia lity 
of science-based health care.
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In  th e clinic w here  th is stu dy  was done , a 10-day course of  pen icil lin 
was prescr ibed fo r chi ldr en wi th streptococca l th ro at  infect ion . Bu t 
by the  3d day  o f this  puta tiv e 10-day course, 56 perc en t of  the childre n 
were no longer  taking  the  pen icil lin,  and  by the 6th  day , 71 percen t 
were no longer  ta king  it .

Th is means that  much  of  the value , much  of the  preven tive po ten ­
tia lit y of  the pen icil lin is in actual  fac t bein g lost. Now, we need to 
know how wid espread  are  such prob lems , wh at can  we do to cope 
wi th them more effectively.

To  ans wer those  pra ctica l ques tions , we req uir e clin ica l inv est iga ­
tion, he alt h services researc h, epidemiology, and behav ioral science.

A study  done las t ye ar by the  Ins tit ut e of Medicine is ve ry revealing 
in th is reg ard . I t sugg ests  th at  missed oppo rtu ni tie s in childhood  
disease preventio n are n eit he r ra re nor tr ivial.

Th is stu dy  was an ana lys is of the  large  body  of scient ific evidence 
beari ng  on the efficacy and  saf ety  of polio  vaccines. And I may say, 
Mr. Chairma n, th at  the  stu dy  was in no small  measure  stimu lated  by 
the ac tiv itie s of t his  committee.

Now, while  the  polio  vaccines are  rem ark ably effective , th ei r actu al 
use in th is  c ountry is dis appo int ing . In  1974, on ly abou t 67 percent of 
white chi ldr en and  45 percen t of  nonwhi te child ren  in the  Un ited 
Sta tes , ages 1 to 4, had been vaccin ated  ag ain st polio.

The com parable  figure in no rth ern Eu ropean cou ntr ies  and  the  
Scandin avian  countri es is above 90 perc ent.  Why  is th is so? To w ha t 
ex ten t does it  a pp ly to othe r po ten tia lly  v aluable vaccines? W ha t can 
be done to  increase u til iza tio n ?

I  submit , Mr. Ch airma n, th at  these  are not tr iv ia l quest ions. They 
are  not beneath  the dign ity  o f science o r beyond  the ran ge  o f scientific 
methods in th e 1980’s.

Some of the prob lems a re easi ly overlooked. We  have  in  th is country 
a sort  of romance with you th. We  glo rify you th. And yet , curiously, 
the adolescent  age gro up, and especial ly the early  adolescents, 10 to  15, 
ten d to  be poorly served and  poorly researched, reg ard less of posit ion 
in society.  Bu t th is is a cri tical period fo r the  forma tion of he al th ­
releva nt beh avior pa tte rns th at  have  life long signif icance . I refer here 
to cig are tte  smoking, alcohol use, risk y dr ivi ng , adolescent pregna ncy , 
sexual ly tra ns mitt ed  disease , and hab its of  nu tri tio n and  exercise.

An d of  course, the re are stil l ma ior  problems o f t he elderly, largely 
cu tting  across  socioeconomic l ines,  but  most po ign ant among  the poor.

In  connection with problem s of  adole scents and  of the  elderly  and  
also o f the  menta lly  ill in genera l, we must lea rn more not only abo ut 
the basic na tur e of the  difficulties, but also how to in teg rate  hea lth  
services with social services in the  communities  where  people act ual ly 
live a nd ge t thei r care.

Th is committee has  heard  ample test imo ny in recent mon ths,  and  I 
will not  dwel l on it, abou t the need for gr ea ter empha sis  on resea rch 
which assesses both the  risk s and benefits  of  diagnost ic, the rap eutic , 
and  preven tive  interv ent ion s—p ar tic ular ly  before  th ei r widespread  
diss emination , alth ough the re certa inl y is a problem  abo ut procedures 
in common use, as has  alr ead y been ref err ed  to th is morning.

It  is tru e that  the  healt h profess ions  s triv e con tinu ous ly to improve  
thei r quali ty of ca re ; there is a str ong tra di tio n in th at  respect. And  
yet,  much of c linical care  ha s no t been based on m odern scienti fic meth-
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ods. I t  is necessary to det erm ine  more than  we have  done  in the  pas t 
the  efficacy and  safety  of diagno stic , the rap eutic , and preven tive  
intervent ions.

I submit  th at  the  cost and  eth ica l implicat ion s of  not  con duc ting  
such research  a re very  ser ious. There  a re hopeful signs that  th is mat ter 
is now bein g discussed and  taken serious ly and  the  int roducti on  of 
S. 2466 sh ould  grea tly  enhance these  conside rations .

Mr. Ch airma n, it is exceedingly  im po rta nt  t ha t the Am eric an people 
underst and the  need to build  a firm fou ndation fo r de al ing wi th the  
newer problem  areas of healt h in pract ica l, useful ways.

W ha t I am tryi ng  to do tod ay is p rim ar ily  to cla rif y the  need fo r a 
broadened app roa ch to the health sciences.

I hese new fro nt ier s involve man y form s of clin ical  inv est iga tion, 
health services research , b oth  a t the  insti tut ion al  and ind ivi dual level.

Such inv est iga tions involve complex biolo gica l, beh aviora l, stat is ti ­
cal, epidemiologica l, and  e thical con sidera tion s. To be done effectively, 
they need a secure home th at  can do fo r th is field wha t N IH  h as done 
fo r basic biomedica l research.

So we ask. Wh o can pro vide the  right con ditions? N IH  pro bab ly 
could , but fo r reasons o f i ts t radi tio na l str en gths  and bou nda ries , N II I 
is no t like ly to do more  than  a pa rt of wha t needs doing.

AD AM AH  alr ead y does some of it  and  could do more. Th e same 
app lies to the  FD A,  CDC, and  perha ps  o ther  health agencies as well.

The ex ist ing  health agenc ies deserve vigorous su pp or t fo r thei r 
tra di tio na l missions, and  fo r some, wid ening o f thei r horizons. But  if 
the y can not , or  should not, do the  whole job th at  needs  doing —th at  
we have  l)een disc ussing th is mo rni ng—then an oth er  agen cy of  com­
par able sta tu re  must be deve loped to str ength en  and  ap ply a wid er 
ran ge  of sciences and  act ivi ties to  improv ing  the  Na tio n’s hea lth .

The N IH  has  not until very recent ly accorded  a hig h pr io ri ty  to 
research  expli cit ly dire cted tow ard  disea se and  trau m a pre ven tion , 
especia lly in rega rd  to the  beh aviora l and  env ironm ent al aspects of 
hea lth.

Th is sit ua tio n, I am gla d to say, has  begun to change , and oth er 
agenc ies have  take n an interest also. Bu t the re is, in my jud gm ent, s till  
a l ong  way to go.

I t may  well be t ha t new insti tut ion al arr angeme nts  are necessary  to 
fos ter  researc h on near- term preven tion. The  In st itut e proposed in 
S. 2466 could make a grea t contr ibu tio n to th is  reg ard .

I might  add , Mr. Ch airma n, I would welcome a lit tle  more lan guage  
in t ha t b ill addre ssing  preven tion e xplic itly .

Now, let me summarize br iefly  and  make a co ncluding comment. The 
biom edical science effort of the  Un ite d State s has ear ned worldwid e 
respect. In  fac t, the  pr inc ipa l source  of  new inf orma tio n since Worl d 
W ar  I I  on the na ture  o f liv ing  o rga nisms  has been the  A merican life  
sciences com munity , much of  which has  been biomedically  orie nted.

We now have  gro wing  concerns about findin g ways  in which the  
social ut il ity of th is  g rea t effort  can be fu rthe r enhance d. To  do th at , 
it is ap prop riate to broaden the tra di tio na l concept of  biom edical 
sciences to include centr ally, not  marg inall y, the sciences associated 
with public  hea lth , with the  environment,  and  wi th behavior. Th is 
broadened  field may  use full y be desig nated  as “the  he al th  sciences .”
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The health sciences mus t be concerned  in a  m ajo r w av not  on ly with 
deepen ing  the base of fun dame nta l know ledge, but  with con tinuous 
mo nitoring  of these  adva nces  fo r appli cat ion s th at  are  pro mising in 
rega rd  to  clinical problems.

Fu rth ermore—and T would emph asize  thi s—arra ngem ents are 
needed to insure that  t her e will be feedback loops from the  clinica l a nd 
social needs th at  can stim ula te the resea rch enterpri se.

The entire  con tinu um o f h igh  quality  research  from basic science to 
clin ical  inv est iga tion to healt h services rese arch should  be fos tere d *
by any com prehensiv e national health policy.

I f  a hig her research  pr io rit y is to  be a ssigned to  work of  the  so rt we 
have  been discussing th is mornin g, as I th ink it mus t, the n I want to 
say a word about wh at I  believe we will need. We wil l need a nat ion- •
wide cad re of hig h quali ty scientis ts, qual ified  to tackle  these diffi­
cul t prob lems—not ju st a fine gro up of people here  in Wa shington .
We will need an ab ili ty  to col laborat e acros s dis cip lin ary  lines th at  
exceeds most  of  w hat we have  so f ar  seen in the  healt h sciences.

For exam ple, health services research  is not a sing le field. I t  is a 
combination of discip line s bro ught to bea r on he alt h care  problems.

To do th is sor t of th ing , we will need bo th ex tra mu ral and  in tr a­
mu ral  pro grams. We will  need work  r elevan t both to nea r-te rm policy  
problem s and to  lon g-rang e cha nges  in hea lth  an d soc iety.

We will need fo r such  efforts high vis ibi lity  and  respect, first  class 
intelle ctual leader ship, a clea r organiz ational focus , and  a de ter mi na ­
tion to per sis t over  many yea rs in wh at is necessa rily a complex and 
difficult en terp rise .

Mr.  C hairm an, I  bel ieve the  condit ions  a re now exceptio nal ly fav or ­
able  t o move forw ard exp edi tiou sly  in prov idi ng  the  ins titut ion al ar ­
rangem ents th at  will complete  the  spectru m of healt h research  and 
deve lopm ent.

The cha in can be made  s tro ng  in  all  of its  links  d ur ing the  next  few 
yea rs. I say thi s for several reasons. One is the  thou gh tfu l, con stru c­
tive , far -si gh ted  int ere st of  th is committ ee as reflec ted in S. 2466 an d 
in oth er comm ittee act ivit ies.  I say it  also because toda y’s l ead ership  
in the  D epar tm en t o f He al th , Education , a nd  W elf are  is keenly awa re 
of  these  prob lems an d read y to  create new o pportunitie s.

Dr . Rich mon d and his dis tinguished colleagues here  tod ay un de r­
sta nd  these  i ssues very well and  are deeply com mit ted t o dea ling wi th «
them effective ly.

Th is is also tru e to an unu sua l extent  of the  cu rre nt  heads of  the  
he al th  agencies in DHEW . In  thi s, I believe they  have  the  keen 
inter es t and  fu ll bac king of Secre tary Ca lifano and Un der Secre tary *
Cha mpion.

They have alr ead y tak en c ons truc tive  s teps , of which I men tion  two 
briefly. One is the  recent  elevation in sta tus of the  Na tional  Cente r 
fo r He al th  Stat ist ics and  the  Na tional  Cente r fo r He al th  Serv ices 
Researc h, which we discussed ear lier . An d anoth er is the  intensive, 
sys tem atic  effort to focus on disease pre ven tion  throug ho ut  t he entire  
Pu bl ic He al th  Serv ice in an unprecede nted way. Th is includes ma jor  
str en gth en ing of research  relevant to pre vention  in the foreseeable  
futur e.



187

It is my belief tha t this committee can work toegther with the De­
partment of Health, Education, and Welfare in ways that will pro­
vide strong institutional  arrangements to complete the spectrum of 
health sciences.

This can contribute in a major way to the continuing improvement 
of health care, a perennial quest. It  can make our health services as 
rational, compassionate, and science based as is humanly possible.

Although I do not believe in any single right way to achieve such 
a goal, I believe that  S. 2466 is a landmark pointing toward future 
progress in the health of our people.

Thank you, Mr. Chairman.
[The prepared statement of Dr. Hamburg follows:]
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Mr. Chairman, I am very grateful for the invitation to 
testify before thia remarkable committee which haa contributed 
ao much to the health of our nation. 1 have admired for years 
the deep Interest this committee has taken in health care, 
research, and education. Tour work has had a highly construc­
tive and stimulating effect on the health sciences and health 
professions in the United States and abroad.

I recognize that the occasion for this hearing is the 
introduction of S. 2466. 1 believe this bill is timely and 
significant; it addresses constructively some of the major 
Issues of the next decade in health policy.

The Institute of Medicine shares many Interests and 
concerns with this committee. Our charter specifies that our 
mission is to protect and promote the health of the public, 
and to examine health policy Issues objectively from multiple 
perspectives.

Today, I testify as an individual, expressing ay own views 
In doing so, 1 am fortunate to be able to draw upon a number 
of studies, papers and conferences undertaken by, the Institute 
of Medicine during the past two years. These Include:

1) Policy Issues in the Health Sciences;
2) Perspectives on Health Promotion and Disease

Prevention in the United States;
3) Evaluation of Poliomyelitis Vaccines;
4) A Policy Statement on Computed Tomographic Scanning;

- 1 -

28-790 0  - 78 - 13
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5) Assessing Quality in Health Care: An Evaluation;
6) Technology and Health Care;
7) Invited papers prepared for the President’s Commission 

on Mental Health;

a) The Relationship of General Health and Mental 
Health Services, and

b) The Assessment and Improvement of Mental Health
Services;

8) The 1976 Annual Meeting of the Institute of Medicine, 
(entitled The Health Sciences and The Burden of Illness) 
which led to the publication The Current Burden of 
Illness by Dorothy Rice, Kerr White and Jacob Peldman;

9) A Survey of Current Problems In Clinical Investigation
(currently underway); and

10) An Assessment of Health Services Research (also underway).

These activities deal with problems believed by our Council, 
members, and staff to be of crucial Importance in health sciences 
policy, health services, and disease prevention.

In addition to these materials, I draw upon my own back­
ground of thirty years* active work in basic science, clinical 
investigation, and health care.

The essential point I want to make today is that we stand 
on the threshold of a great opportunity to improve the health 
of the public. That opportunity rests on an extension of 
science to the whole of the health care system. In the next 
decade, we can greatly increase the extent to which the health
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s y s te m  I s  b a se d  on  s c i e n t i f i c  a t t i t u d e s ,  m e th o d s , an d p r i n c i ­

p l e s .  To ta k e  a d v a n ta g e  o f  t h i s  o p p o r t u n i t y ,  we a u s t  p r o v id e  

c o n d i t i o n s  t h a t  w i l l  s t r e n g t h e n  n eed ed  d i s c i p l i n e s  an d f o s t e r  

a o v e l  c o l l a b o r a t i o n  am ong  th e  d i s c i p l i n e s  in  a d d r e s s in g  t h e  

g r e a t  p r o b le a s  o f  h e a l t h  and d i s e a s e .  C ir c u m s ta n c e s  h ave  

ch a n g ed  r a p id ly  in  th e  p a s t  fe w  d e c a d e s , an d we a u s t  a ak e  

I n s t i t u t i o n a l  c h a n g e s  t o  d e a l  e f f e c t i v e l y  w ith  t h e  new c ir c u m ­

s t a n c e s .  T h is  w i l l  r e q u ir e  t h a t  we c o n s t r u c t  a p o w e r fu l c h a in  

o f  r e s e a r c h  fr om  la b o r a t o r y  b en ch  t o  p a t i e n t  b e d s id e  t o  c o n -^ - ''  

m u n lt le s  an d hom es — w it h  e v e r y  l i n k  in  th e  c h a in  s tr o n g *

I  w an t f i r s t  t o  d i s c u s s  so m e e x p l o r a t i o n s  to w ard  a w id e r  

ra n g e  o f  s c i e n t i f i c  u n d e r p in n in g s  f o r  t h e  h e a l t h  o f  th e  p u b l i c .

I t  I s  Im p o r ta n t  to  b e a r  in  mind t h a t  t h e r e  a r e  t h r e e  g e n e r a 1 "  

c l a s s e s  o f  f a c t o r s  a f f e c t i n g  th e  h e a l t h  o f  t h e  p u b li c ^  1 ) m e d ic a l  

c a r e  and o t h e r  p e r s o n a l  c a r e  by  h e a l t h  p r o f e s s i o n a l s ;  2 ) e n v ir o n ­

m e n ta l c o n d i t i o n s ,  Im p o r ta n t  f o r  h e a l t h  h i s t o r i c a l l y  an d no  l e s s  

so  now;  an d f i n a l l y  3)  i n d i v id u a l  b e h a v io r .

In  t h i s  c o n t e x t ,  l e t  us c o n s id e r  t h e  s c i e n c e  b a s e  f o r  

im p r o v in g  th e  h e a l t h  o f  th e  p u b l i c .  The e s t a b l i s h m e n t  an d 

m a in te n a n c e  o f  v e r y  h ig h  s ta n d a r d s  o f  s c i e n t i f i c  q u a l i t y  by th e  

N a t io n a l  I n s t i t u t e s  o f  H e a lt h  h a s  s e r v e d  th e  n a t io n  w e l l  o v e r  th e  

p a s t  q u a r t e r - c e n t u r y .  T h ere  now e x i s t s  in  th e  U n it e d  S t a t e s  a 

g e n e r a l  a p p r e c ia t io n  o f  th e  im p o r ta n c e  o f  s u p p o r t in g  s t r o n g  fu n d ­

a m e n ta l b io m e d ic a l  s c i e n c e s ,  su c h  as b io c h e m is t r y ,  g e n e t i c s ,  

p h y s i o l o g y ,  p h a r m a c o lo g y , an d r e l a t e d  f i e l d s .  I r e f e r  h e r e  to
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th e  s h e e r  f a s c i n a t i o n  o f  u n d e r s ta n d in g  th e  n a tu r e  o f  th e  human 

b o d y , how I t  w o r k s , th e  t i n y  com p on en ts  o f  w h ic h  I t  I s  c o n s t i t u t e d ,  

an d th e  wa y th e y  r e l a t e  t o  e a c h  o t h e r .  Such  u n d e r s ta n d in g  h a s  

g r e a t  m e r it  In  i t s  own r i g h t ,  an d a l s o  h a s  much r e le v a n c e  to

d l s e a a e .

H ow ev er , th e  ti m e  s c a l e  o f  " p a y o ff"  In  e f f e c t i v e  d i a g n o s i s ,  

t r e a t m e n t ,  or p r e v e n t io n  la  v e r y  d i f f i c u l t  t o  p r e d i c t .  Some  

d e v e lo p m e n ts  ca n  b e f o r e s e e n  on  a ti m e  s c a l e  o f  a fe w  y e a r s ,  b u t  

many a r e  I n d e t e r m in a te .  T h er e a r e  a fe w  e x a m p le s  t h a t  a r e  d r a m a ti c  

in  th e  r a p i d i t y  o f  m ov em en t fr om  b a s i c  d i s c o v e r y  t o  c l i n i c a l  

a p p l i c a t i o n .  One I s  th e  d i s c o v e r y  o f  b r a in  a m in e s , t h e i r  d i s t i n c t i v e  

d i s t r i b u t i o n  w i t h in  th e  b r a in ,  t h e i r  r e le v a n c e  t o  P a r k in s o n 's  

d i s e a s e ,  and th e  em erg en ce  o f  th e  f i r s t  r e a s o n a b le  t r e a tm e n t  o f  

t h i s  s e r i o u s  d i s e a s e — s l l  t h i s  in  a b o u t a d o zen  y e a r s .  One w is h e s  

t h a t  t h e r e  w ere  many s t o r i e s  o f  d i s c o v e r y  an d c l i n i c a l  u t i l i t y  

on  t h a t  ti m e  s c a l e .  T h ere  a r e  so m e,  b u t  I n t e g r i t y  de m an ds  t h a t  

we b e c a n d id  a b o u t th e  in h e r e n t  u p r e d i c t a b l l l t y  o f  th e  r a t e  a t  

w h ic h  th e  a c q u i s i t i o n  o f  b a s i c  k n o w le d g e  w i l l  b e  p e r t i n e n t  to  

t r e a tm e n t  an d p r e v e n t io n .  T h ere  I s  a s e n s e  in  w h ic h  a l l  b a s i c  

r e s e a r c h  In  th e  l i f e  s c i e n c e s  h a s lo n g -r u n  p r e v e n t iv e  I m p l i c a t io n s .  

The mo re  we u n d e r s ta n d  a b o u t th e  n a tu r e  o f  th e  o r g a n is m , th e  

m or e In  p r i n c i p l e  we o u g h t to  be In  a p o s i t i o n  to  a f f e c t  c r u c i a l  

m ech an is m s so  as to  p r e v e n t  c a n c e r  and c a r d io v a s c u la r  d i s e a s e  

an d m e n ta l I l l n e s s .  B ut in  1978  we a re  a lo n g  way fr om  u n d er ­

s t a n d in g  m ost  o f  th e  m ech an is m s t h a t  w ou ld  o f f e r  t h a t  k in d  o f
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p r e v e n t io n ,  an d whe n we t a l k  a b o u t  p r e v e n t io n  in  t o d a y ' s  c o n t e x t ,  

i t  o f t e n  h a s  t o  do  w it h  m o d ify in g  r i s k  f a c t o r s ,  e v e n  th o u g h  we  

u n d e r s ta n d  v e r y  l i t t l e  a b o u t th e  m ech an is m s by  w h ic h  t h o s e  r i s k  

v  f a c t o r s  do  t h e i r  dam agin g  w o rk . S t i l l ,  k n o w le d g e  o f  r i s k  f a c t o r s

may be e x t r e m e ly  u s e f u l  in  d e v i s i n g  n e a r - te r m  s t r a t e g i e s  f o r  

p r e v e n t io n  o f  d i s e a s e .

* T o d a y , t h e r e  16  an em erg en ce  o f  new i n t e r e s t  in  o t h e r

s c i e n c e s  t o  ad d o n to  th e  e s t a b l i s h e d  f i e l d s  o f  b io m e d ic a l  r e s e a r c h

in  p u r s u in g  th e  g o a l  o f  Im pro ve d  h e a l t h .  T h ese  I n c lu d e ,  b u t  a r e

n o t  l i m i t e d  t o  e p id e m io lo g y ,  b i o s t a t l s t l c s , b i o e n g i n e e r i n g ,  

th e  b e h a v io r a l  an d s o c i a l  s c i e n c e s ,  h e a l t h  s e r v i c e s  r e s e a r c h  

an d p r e v e n t io n  r e s e a r c h .  I n c r e a s i n g l y  we s e e  t h a t  e a c h  o f  t h e s e  

l i n e s  o f  I n q u ir y  h a s  g r e a t  p o t e n t i a l  v a lu e  f o r  im p ro v ed  h e a l t h  

an d w e l l - b e i n g ,  an d a r e  t h e r e f o r e  d e s e r v in g  o f  su p p o r t  an d  

n u r tu r a n c e . E p id e m io lo g y , f o r  e x a m p le , h a s  a v a l u a b l e ,  In d e e d  

p io n e e r in g  h i s t o r y  in  h e a l t h  an d h a s  b e e n  r e v iv e d  r e c e n t l y ,  

p a r t i c u l a r l y  in  th e  c o n t e x t  o f  c h r o n ic  d i s e a s e s .  Th e m o st  

r e c e n t  HEW For w ar d P la n  p o i n t s  o u t  t h a t  e p id e m io lo g y  i s  e m e r g in g  

a s th e  f i r s t  l i n e  o f  d e f e n s e  in  d e t e c t i n g  new  c a n c e r  h a z a r d s  

t h a t  may be m is se d  in  v a r io u s  s c r e e n s ,  an d a p p ea r  f o r  th e  f i r s t  

ti m e  in  hum an sj  an d i t  p o i n t s  o u t  t h a t  m ost  o f  th e  c l e a r l y  

i d e n t i f i a b l e  e n v ir o n m e n ta l  c a u s e s  o f  c a n c e r  h a v e  b e e n  fo u n d  f i r s t

* th r o u g h  e p i d e m io l o g i c a l  s t u d i e s  an d c o n f ir m e d  l a t e r  th r o u g h  

la b o r a t o r y  s t u d y .  Now t h i s  i s  n o t  to  a r g u e  in  an y wa y f o r  

e p id e m io lo g y  as a s u b s t i t u t e  f o r  r e s e a r c h  on  b a s i c  b i o l o g i c a l  

m e c h a n is m s. I t  i s  to  a r g u e  f o r  th e  s t r e n g t h e n in g  o f  t h i s  o ld  

d i s c i p l i n e  in  a new c o n t e x t .  A l s o ,  an d o f  s p e c i a l  s i g n i f i c a n c e ,

i s  t h e  n e e d  to  f in d  w ays to  b r in g  a b o u t  e f f e c t i v e  i n t e g r a t i o n  o f
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e p id e m io lo g y  w it h  l a b o r a t o r y  s c i e n c e s  au ch  a s  b io c h e m is t r y  and 

w it h  c l i n i c a l  m e d ic in e .

As we le a r n  mo re a b o u t th e  b u rd en  o f  I l l n e s s  In  t h i a  c o u n tr y ,  

t h e  Im p o rta n ce  o f  b e h a v io r a l  f a c t o r s  f o r  h e a l t h  b eco m es I n c r e a s in g ly  

c l e a r .  W he re as  I n f e c t i o u s  d i s e a s e s  u se d  to  b e  th e  m ost  burd en so m e  

I l l n e s s e s ,  we now  s e e  c a r d io v a s c u la r  d i s e a s e s  , c a n c e r s , lu n g

d i s e a s e s ,  a c c i d e n t s ,  h o m ic id e  an d v i o l e n c e  a s  th e  m ajo r a s s a u l t s  

on  l i f e  an d h e a l t h .  B e c a u se  su ch  b u r d e n s c l e a r l y  h a v e  s t r o n g  

b e h a v io r a l  f a c t o r s ,  a p p r o a c h e s  to  th e  p r e v e n t io n  o r  m an ag em en t o f  

t h e s e  p ro b le m s m us t o b v io u s ly  in c lu d e  a s t r o n g  b e h a v io r a l  s c i e n c e  

p e r s p e c t i v e .  As th e  b u rd en  o f  I l l n e s s  c h a n g e s , th e  s c i e n c e s  

n eed ed  t o  l e s s e n  th e  b u rd en  a l s o  'c h a n g e . We m ust  f in d  o u t  how  

we ca n b r in g  o u t  th e  b e s t  In  b e h a v io r a l  s c i e n c e ,  w h a te v e r  t h a t  

may be a t  an y g iv e n  m om en t,  to  b e a r  on  t h e s e  s e r i o u s  h e a l t h  

p r o b le m s . H er e I r e f e r  t o  th e  r e l a t i o n s h i p s  o f  f a c t o r s  l i k e  

h ea v y  c i g a r e t t e  sm o k in g , h ea v y  a l c o h o l  u s e ,  r i s k y  d r i v i n g ,  p r o ­

lo n g e d  s t r e s s ,  p e c u l i a r  d i e t s ,  an d la c k  o f  e x e r c i s e ,  t o  c a r d io ­
v a s c u la r  d i s e a s e  an d so m e c a n c e r s ,  e s p e c i a l l y  lu n g  c a n c e r — a s  

w e l l  a s  to  m e n ta l I l l n e s s . .

Now l e t  us b r i e f l y  c o n s id e r  h e a l t h  s e r v i c e s  r e s e a r c h .

T h is  I s  a f i e l d  o f  s tu d y  c o n c e r n e d  w it h  th e  p r a c t i c a l  d e l i v e r y  

o f  h e a l t h  s e r v i c e s .  Th e mod e in  w h ic h  s e r v i c e s  a r e  p r o v id e d ,  

t h e i r  q u a l i t y ,  t h e i r  c o s t ,  t h e i r  a v a i l a b i l i t y ,  a l l  h a v e  a g r e a t  

b e a r in g  in  th e  lo n g  ru n on h e a l t h  s t a t u s  o f  th e  p o p u la t io n .  To 

th e  e x t e n t  t h a t  h e a l t h  s e r v i c e s  r e s e a r c h  ca n/ i e f f e c t  p o s i t i v e  

ch a n g e  b o th  In  th e  c o n t e n t  and th e  o r g a n iz a t io n  o f  h e a l t h  

s e r v i c e s ,  i t  sh ow s a r e l e v a n c e  to  h e a l t h  t h a t  i s  o f  g r e a t  p o t e n t i a l  

im p o r ta n c e .
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The key point being aide here Is that a vhole spectrum 

of health research Is needed In order to meet America's long- 
range problems —  an exclusive or heavy focus on only one 
component of the spectrum Is probably unwise. We must 
try to help the nation test out the extent to which the
methods of science could be brought to bear, not just on 
some pieces of the health system, hut over the entire range
of the health system.

Let me briefly talk about hypertension to make the
research spectrum more meaningful. Hypertension Is a very
important disorder and a risk factor for stroke, coronary 
disease, and kidney disease. It affects millions of Americans, 
particularly In the black population. It has been a stimulus
for and a beneficiary of a great deal of basic research In cardlo 
vascular and renal physiology and biochemistry, as well as 
research in endocrinology and In the neurosciences. Out of that 
basic research came small-scale clinical explorations and then 
well-designed large-scale clinical trials, mainly in the VA.
Under optimal conditions, we now have several good treatments in 
the drug sphere.

After the randomized clinical trials demonstrated the
effectiveness of medication, we felt much satisfaction. The
problem appeared to be largely solved. But, in fact it was 
not. About half the patients simply did not adhere to the 
therapeutic regimen. Hypertension is by no means unusual 
in that respect. It became important to ascertain, through 
behavioral and health services research, why patients were
not taking medication that was manifestly good for them and
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demonstrably able to prevent strokes. A certsln amount of 
clarification has emerged; some of It may appear mundane but 
very Important to hypertensive patients and their families. 
Failure to take the medication depends partly on such factors 
as: long waiting times for the doctor and at the pharmacy; 
Inadequate follow-up by doctors and clinics; over-complicated 
and confusing dosage schedules; unsatisfactory doctor-patient 
relationships; unexplained side effects, particularly In patients 
who had no symptoms prior to medication.

Recently there has been some careful work on the utility 
of non-physician medication counselors who focus specifically 
on these Issues, and It has been shown that they can markedly 
enhance the adherence to a therapeutic regimen In hypertension.

Still another kind of essential effort Involves trying to 
prevent the disease In the first place. We do not know enough 
about the mechanisms to prevent it In the most fundamental 
sense, but on the other hand, some of the risk factors In the 
way we live our lives can be modified. For example, the study 
of heart_disease prevention based at Stanford which utilized 
three communities in California was centered around public 
education in two experimental communities and a control com­
munity. These were very similar communities -- one had mass 
media alone providing Information about cardiovascular risk 
factors, one had mass media plus some personal contact with high- 
risk individuals, and the third had no intervention. In both
experimental communities there was a very considerable decrease 
In the risk factors achieved over two years —  risk factors
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lncludlng lowering of hypertension, lowering of blood cholesterol 
lowering of cigarette smoking. That study, however, did 
not measure actual changes in health outcomes as a result of 
modifying these risk factors.

There Is, however, a similar study recently reported from 
Finland which has not only documented a similar reduction In risk 
factors, but has also tracked changed In health outcomes —  
e.g., a decrease In the coronary attack rate. Thus, community- 
based programs can be effective. At the Institute of Medicine, 
we are currently trying to clarify the conditions under which 
such programs are likely to be most effective.

Once again, this sketch of research on hypertension Is meant 
to suggest the need for fostering the full spectrum of research - 
from laboratory bench to patient bedside to the communities where
we live and die.

In considering our contemporary burden of Illness, and 
the lines of inquiry needed to reduce the burden, we should
learn as many lessons as we can from past experience. We 
must try to sort out what has worked well and what has not, 
where gains have been made and why, and the gaps In research
most urgently needing to be addressed
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Durlng the past centry, our health has benefited greatly 
from advances In agriculture, sanitation, Infectious disease, 
family planning, and maternal and child care. Yet much re­
mains to be done. I want now to give several illustrations «
of paths of progress. These are directions In which useful 
research on health care and disease prevention can be built 
upon the solid foundations of biomedical science. They deal 
with practical, common problems that constitute an important 
part of today's burden of Illness. We can deal with them 
more effectively by broadening the range of sciences brought 
to bear on them.

For example, the organization of health care efforts for 
specific purposes can be remarkably effective, even under 
harsh and difficult conditions. We all know the plight of 
the Indians In this country, yet in the twenty years from 
1955 to 1975, a time in which intensive and systematic effort 
was made to bring public health and preventive care to Indian 
mothers and infants through the Indian Health Service, there 
were striking health status Improvements. In those twenty 
years. Infant mortality declined about 70 percent, maternal 
mortality declined about 80 percent. The Infant and maternal 
mortality among the Indians in .this country today is below that
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of the black population, which has not had on the whole such 
intensive and highly organized efforts to deal with those
issues.

In the past decade, considerable evidence has also ac­
cumulated indicating that organization of health care for 
specific groups with particular problems can reduce mortality, 
hospital coats, and the multiple burdens of chronic illness. 
Taking advantage of current knowledge based on public health
and biomedical research, prenatal and perinatal care can
clearly decrease not only Infant mortality and maternal mor­
tality, but also birth defects and premature births which so 
often have unfortunate after-effects. Clinical investigation 
and health service research in the past decade have shown that 
such programs need not be complex or expensive in most Instances.

Similarly, recent studies have shown that well-organized 
programs for children can decrease the days of illness, decrease 
expensive hospital time, and prevent later complications of 
childhood disease. In one such program, there was a 60 percent 
reduction in the incidence of rheumatic fever by virtue of prompt 
and appropriate use of antibiotic therapy. This means that 
these persons were spared the heart disease that used to kill
so many in young adulthood. Here we have a clear example of
the value of modern biomedical research for preventive care 
that truly Improves health.

Tet the matter is not so simple as it appears at first 
glance. A recent pediatric study reveals an alarming problem
that requires careful investigation if we are to be truly



200

-12-

affactlve la fulfilling the potentiality of science-based 
health care. la the cllmlc where this study was done, a 
tea-day course af penicillin was prescribed for children with 
streptococcal throat Infection. But by the third day,
56  percent of the children ware no longer taking the penicillin, 
and by the sixth day, 71 percent were no longer taking It.
This Beams that auch of the Aerapeutlc and preventive potentiality 
of the penicillin la In actual fact being lost. How widespread 
are such probleas? Vhat can we do to cope with them aore 
affectively? To answer such practical questions, we require 
clinical Investigation, health services research, epidemiology, 
sad hahavlsral science.

A study dona last year by the Institute of Medicine suggests 
that missed opportunities in childhood disease prevention are 
neither rare nor trivial. Thia study was an analysis of the 
large body of scientific evidence bearing on the efficacy and 
safety of polio vaccines. While the vaccines are remarkably 
effective, their actual use In this country is disappointing.
In 1974, only about 67 percent of white children and 45 percent 
of non-white children In the U.S. ages 1 to 4 had been vac­
cinated against polio. The comparable figure In northern 
European countries Is above 90 percent. Why Is this so? To 
what extent does It apply to other potentially valuable vaccines? 
What can be done to increase utilisation? I submit that these 
are not trivial questions, not beneath the dignity of science 
nor beyond the range of scientific methods In the 1980s.

I
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Some • £  t h e  p ro b le m s a r e  e a s i l y  o v e r lo o k e d .  To r e x a m p le , 

e v e n  In  t h e  a l d a t  o f  ou r  ro m an ce  v l t b  y o u t h ,  th e  a d o l e s c e n t  a g e  

gro u p  t e n d s  to  be a p o o r ly  s e r v e d  an d p o o r ly  r e s e a r c h e d  c o h o r t ,  

r e g a r d l e s s  o f  p o s i t i o n  In  s o c i e t y .  Y et t h i s  I s  a c r i t i c a l  p e r io d  

In  v h lc h  h e a l t h  r e l e v a n t  p a t t e r n s  o f  l i f e l o n g  s i g n i f i c a n c e  a r e  

fo rm e d : c i g a r e t t e  sm o k in g , a l c o h o l  u s e ,  r i s k y  d r i v i n g ,  a d o le s c e n t

p r e g n a n c y , s e x u a l l y  t r a n s m it t e d  d i s e a s e ,  an d h a b i t s  o f  n u t r i t i o n  

an d e x e r c i s e .  And t h e r e  a r e  s t i l l  m ajo r p ro b le m s o f  t h e  e l d e r l y ,  

l a r g e l y  c u t t i n g  a c r o s s  s o c io - e c o n o m ic  l i n e s ,  b u t  m o st  p o ig n a n t  

am ong  th e  p o o r . In  c o n n e c t io n  w it h  p r o b le m s o f  a d o l e s c e n t s  an d 

o f  e l d e r l y  p e r s o n s ,  a s  w e l l  a s  t h o s e  o f  t h e  m e n ta l ly  1 1 1 , we  

m ust  l e a r n  much more a b o u t th e  n a tu r e  o f  t h e i r  d i f f i c u l t i e s ,  an d  

how to  I n t e g r a t e  h e a l t h  s e r v i c e s  w i t h  s o c i a l  s e r v i c e s  In  f o s t e r i n g  

t h e i r  w e l l - b e i n g .

T h is  c o m m it te e  h a s  h ea rd  am ple  t e s t im o n y  in  r e c e n t  m onth s 

i n d i c a t i n g  th e  n eed  f o r  g r e a t e r  e m p h a s is  on  r e s e a r c h  w h ic h  a s s e s s e s  

b o th  th e  r i s k s  and b e n e f i t s  o f  d i a g n o s t i c ,  t h e r a p e u t i c ,  an d p r e ­

v e n t i v e  I n t e r v e n t i o n s  - -  p a r t i c u l a r l y  b e f o r e  t h e i r  w id e s p r e a d  

d i s s e m i n a t i o n .  Th ou gh  th e  h e a l t h  p r o f e s s i o n s  s t r i v e  c o n t in u o u s ly  

t o  im p rove t h e i r  q u a l i t y  o f  c a r e ,  mu ch o f  c l i n i c a l  c a r e  h a s  n o t  

b een  b a se d  on  m od er n s c i e n t i f i c  m e th o d s . I t  i s  n e c e s s a r y  t o

d e te r m in e  more th a n  h a s  b een  don e in  th e  p a s t  t h e  e f f i c a c y  and 

s a f e t y  o f  d i a g n o s t i c ,  t r e a tm e n t  aid  p r e v e n t iv e  I n t e r v e n t i o n s .

Th e c o s t  an d e t h i c a l  i m p l i c a t i o n s  o f  n o t  c o n d u c t in g  su ch  r e s e a r c h  

a r e  e x c e e d in g ly  s e r i o u s .  T h ere  a r e  h o p e fu l  s i g n s  t h a t  t h i s  

a s s e s s m e n t  i s s u e  i s  b e in g  w id e ly  d i s c u s s e d  In  b o th  th e  p u b l i c  

and p r i v a t e  s e c t o r s .  The i n t r o d u c t i o n  o f  S . 2 466  sh o u ld  g r e a t l y

e n h a n c e  t h e s e  c o n s i d e r a t i o n s
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Mr. Chairman, It Is exceedingly Important that the American 
people understand the need for building a firm foundation for 
dealing with the newer problem areas of health In practical, 
useful ways In years to come. My remarks today are mainly 
concerned with trying to clarify the need for a broadened
approach to the health sciences.

These new frontiers involve many forms of clinical in­
vestigation and the emerging field of health services research, 
dealing with the "firing line" where research advances are 
applied to the actual provision of health care on both an 
institutional and Individual level. Such investigations 
involve complex biological, behavioral, statistical, epidemiolo­
gical, and ethical considerations. To be done effectively, they 
need a secure home that can do for this field what NIH has done
for basic biomedical research.

Who then can provide the right conditions? NIH probably 
could, but for reasons of its traditional strengths and boundaries, 
NIH is not likely to do more than a part of what needs doing.
ADAMAH already does some of it and could do more. The same 
applies to the FDA, CDC , and perhaps other health agencies as well. 
The existing health agencies deserve vigorous support for
their traditional missions and for some widening of their 
horizons. But if they cannot, or should not, do the whole Job 
that needs doing, another agency of comparable stature must be 
developed to strengthen and apply a wider range of sciences and 
activities to improving the nation’s health.
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The NIH has not until very recently accorded a high priority 
to research explicitly directed toward disease and trauma pre­
vention, especially in regard to the behavioral and environ­
mental aspects of health. This situation has begun to 
change, and other agencies have taken an Interest also. But 
there is, in my judgment, still a long way to go. It may well be 
that new institutional arrangements are necessary to foster 
research on near-term prevention. The Institute proposed in 
S. 2466 could make a great contribution in this regard.

Let me summarize briefly and make a concluding comment.
The biomedical science effort of the United States has earned
world wide respect. The principal source of new Information 
since World War II on the nature of living organisms has been 
the American life sciences community, much of which has been 
biomedically oriented. We now have growing concerns about 
finding ways in which the social utility of this great effort 
can be further enhanced. To do that, it is appropriate to
broaden the traditional concept of biomedical sciences to in­
clude centrally, not marginally, the sciences associated with 
public health,, with the environment, and with behavior. This 
broadened field may usefully be designated as the health sciences 
The health sciences must be concerned in a major way not only 
with deepening the base of fundamental knowledge, but with 
continuous monitoring of these advances for applications that 
are promising in regard to clinical problems. Moreover, arrange­
ments are needed to Insure that there will be feedback loops from
the clinical and social needs that can stimulate the research
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enterprlse. The entire continuum of high-quality research from 
basic science to clinical investigation to health services re­
search should he fostered by any comprehensive national health 
policy.

If a higher research priority Is to be assigned to work 
In this area, as I think It must, then we will need (a) a 
nationwide cadre of high-quality scientists qualified to tackle 
these difficult problems and (b) an ability to collaborate across 
disciplinary lines that exceeds most of what we have so far seen 
in the health sciences. To do this, we will need both extra­
mural and intramural programs; work relevaat both to near- 
term policy problems and to long-range changes in health 
and society. We will need high visibility, first-class Intellec­
tual leadership, a clear organizational focus for these efforts,, 
and the determination to persist over many years in a complex 
and difficult enterprise.

The conditions are now exceedingly favorable to move 
forward expeditiously in providing the institutional arrange­
ments that will truly complete the spectrum of health research 
and development. The chain can be made strong in all Its links 
during the next few years. I say this for several reasons. One 
Is the thoughtful, constructive, far-sighted Interest of this 
committee as reflected in S. 2466, I say it also because today's 
leadership in the Department of Health, Education, and Welfare 
is keenly aware of these problems and ready to create new op­
portunities. Dr. Richmond and his distinguished colleagues here 
today understand these Issues very well and are deeply committed



205

-17-

to dealing with them effectively. This la also true to an 
unusual extent of the current heads of the health agencies In 
DHEW. In thia, I believe they have the keen Interest and full 

* backing of Secretary Califano and Undersecretary Champion.
They have already taken constructive steps of which I mention 
two briefly: (1) the recent elevation In status of the National
Center for Health Statistics and the National Center for Health 
Services Research; (2) the Intensive, systematic effort to focus 
on disease prevention throughout the entire Public Health Service; 
this Includes major strengthening of research relevant to pre­
vention In the foreseeable future.

It 16 my belief that this committee can work together with 
the Department of HEW in ways that will provide strong institu­
tional arrangements to complete the spectrum of health sciences. 
This can contribute in a major way to the continuing improvement 
of health care, a perennial quest. It can make our health 
services as rational, compassionate, and science-based as is 
humanly possible.

Although I do not believe in any single right way tb achieve 
such a goal, I believe that S. 2466 is a landmark pointing 
toward future progress in the health of our people.

28-790 0  -  78 -  14
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Senator Kennedy. Thank you very much, I)r. Hamburg, for a m ar­
velous survey of the  landscape, in terms of the types of research and 
the focus of research that really  needs to be done. I think you gave us 
a perspective which made it clear and compelling, and we are very 
gratefu l to you for it.

I am wondering whether you th ink we ought to have an additional 
institute on prevention. Are you suggesting that as well ?

Dr. Hamburg. Well, I do not think there is any one right  way to *
get at that. It  is certainly conceivable. I t is plausible; indeed, to me, 
it is personally even attractive to have an institu te sharply  focused 
on prevention.

On the other hand, we are seeing right now tha t Dr. Richmond, „
with Secretary Califano’s backing, has really mobilized the entire 
Public Health  Service first to do an inventory of what is going on in 
the way of prevention in various health agencies and what else they 
would like to do, what latent potentiality there is. And it is very im­
pressive, that with this kind of leadership, you can do a great deal.

And I am inclined to think tha t the prevention efforts are so per­
vasive in the Public Health Service that we ought to give that effort a 
chance. B ut I would say, Mr. Chairman, we should keep in mind the 
possibility of a distinct institute for prevention, bu t let us see how the 
present effort goes, because i t is getting the kind of leadership now 
tha t it  has not had before.

Senator Kennedy. Do you th ink we can get these kinds of results 
within the existing framework, within the NTH? I think you have 
already commented on it. Or, do you think tha t inherently—as I 
understand their position, at  least in the past, it has not had a very 
aggressive program into this type of factor. Yet, I think they are 
probably a little nervous about establishing this institute , as well. I t 
almost appears they want it  both ways. I do not know if th at would be 
a fair  characterization, and we will hear from them, but-----

Dr. H amburg. The NTH is vast in scope. I t is high in qualit y; it has 
tremendous responsibilities and heavy burdens. The issue is whether 
one wants to add this whole set of responsibilities onto the Institute.

A couple of years ago, I thought that was the way to go. I thought  
tha t primar ily because of the very high quality of the Institu te. I 
spent some of the happiest years of my life there in the intramural «
program, and was an extramural beneficiary for many years at Stan­
ford, so I love the place.

On the other hand, I have come to feel that it is really adding too 
much. NIH has taken progressive steps in the last couple of years to •
bring the benefits of biomedical research righ t up to the edge of prac­
tice. But for N IH to take on the whole health care system pervasively, 
through  the communities where people live in the ways tha t I  was dis­
cussing, I think would be too much.

There is a lot of concern, I think, within NIH and the scientific 
community that has been closest to NTH. that it would perhaps diffuse 
the efforts of NTH and perhaps even undermine its basic mission, if 
it were to take on the whole set of responsibilities delineated in vour 
bill.

Therefore, I think the NIH itself might be better o ff  not to have 
this additional set of tasks. Because, although the dollars involved
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riâ ht now are small, the responsibilities are large, and ultimately  I 
think  the dollars would be large and the tasks would be very heavy.

I would add, Mr. Chairman, that  there is more than the NIH 
involved here. There certainly is much to be said for a role, a signifi­
cant role, for AD AM AH, FDA. and CDC, at least those agencies, 
in the kind of thing we are talking about this morning. And in­
evitably, however it is done, I think  the Assistant Secretary and the 
Surgeon General will have to have a major active coordinating role, 
because there will be a certain healthy competition, even if the new 
institute  is established.

Senator Kennedy. Well, the question of coordination is a legitimate 
one. I think, for the reasons th at you outlined earlier, in terms of the 
visibility, the focus, the attention, it seems to me that  the insti tu­
tional setup, at least as far  as T believe, is best served by the way tha t 
we have outlined it in 2466.

Let me ask you, in terms of the study that you did on technology’ 
and the need to evaluate it further, is there anything in this legisla­
tion tha t is inconsistent with the recommendations and the findings of the institute?

Dr. H amburg. No.
Senator Kennedy. Let us put it the other way. Is  it consistent with 

the recommendations, or do you think it helps to carry them forward?
Dr. Hamburg. Yes; T think it does. Tt seems to me—without 

getting into the details of it—the broad thrust of this legislation would 
indeed be very helpful, in terms of the problems that we have identi­
fied and discussed in the Inst itute  of Medicine studies.

All T am saying is it is not the only wav. I could conceive of other 
ways to do it. Dr. Richmond and his colleagues make a plausible case.

It  may be that the two approaches can be combined, in fact. That, 
is, you can view the recent organizational arrangements  in HE W as 
a transitional step toward the kind of institu te proposed in the bill, 
and then the question becomes what would be the rate  of the transition 
and what steps could be taken expeditiously to make that transition work well.

Senator Kennedy. Off the record.
[Discussion off the record.]
Senator Kennedy. Let me just ask, on the clinical trials,  do you think the center should do some clinical (rials, as well?
Dr. Hamburg. Now. which center are we talking about ?
Senator Kennedy. We are talking about, the new one that  we are proposing.
D i. H amburg. Yes; T would favor that. Clinical tr ials have been a 

thorny issue. To be done well—there are very difficult scientific ques­
tions and ethical questions. Wien should you start  a tria l—when 
should you stop a trial. They tend to be expensive, very* technical problems.

Tt is y cry understandable that there has been a certain amount of concern in the existing agencies about heavv commitment to tech­
nical trials. Tha t is reflected in the President ’s Panel on Biomedical 
Research. In  fact, in that report, they do not categorize clinical trials  
as research. But if it is not research, T do not knoyv what it is. Tt
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migh t be some kin d of an ar t form . Bu t we ce rta inly  need more 
clin ical  trials .

Now, I th ink the  N IH  should and  is doing a lot  of  clin ical  tri als . 
AD AM AH  is doing some and  pro bab ly will  do more.  Bu t in effect, 
the  f ull  range of what is needed , I th ink , will call fo r some addit ion al 
bases f or  design in su pport  o f clinica l t ria ls  beyond those we have  now.

Sena tor  Kennedy. F or  our  o the r witnesses, we a re goi ng to  have to 
recess un til  2 :15, because Presi dent Sadat is here . 1 know it is inco n­
venient . But  we have some im porta nt tes tim ony and I want to hear  *
it. So if th at  is convenient, we w ill resume the  h ea rin g at  2 :15.

The subcommit tee sta nds in  recess.
[Wher eup on, at  12 :10 p .m., the  subcommittee recessed, t o reconvene 

at  2 :15 p.m. thi s same day.]
Se na tor  Kennedy. We will come to  order.
We are del igh ted  to hear from  Dr.  Ph ili p Lee, who is a forme r 

As sis tan t Secre tary of  He al th , cu rre ntl y di recto r of  healt h policy 
pro gra m,  School of M edicine, U niv ers ity  of  Ca lif ornia, San  Franc isco.

I might  ask Dr . Remington if  he would like  t o come on up and  we 
will have a pane l. We had meant to have K er r Whit e, who could not 
be here , and  Dr . Pomrinse, who is unab le to be here.

Dr . Rem ingt on is the  dean  of  the  Un ivers ity  of Mic higan School 
of Pu bl ic He alt h, and  imm edia te pas t pre sid ent of the  Associat ion of 
Schools of  Pub lic  He alt h.

STATEMENT OF PH IL IP  R. LEE, M.D., PROFESSOR OF SOCIAL MEDI­
CIN E AND DIRECTOR, HEALTH POLICY PROGRAM, UN IVER SIT Y
OF CALIFORNIA,  SAN FRANCISCO; AND RIC HARD D. REMINGTON ,
PH . D„ DEAN, SCHOOL OF PUBLIC HEALTH, UN IVER SIT Y OF
MIC HIGAN

Dr . Lee. Mr. Chairma n, it is a p leasure to be he re. I am very  hap py  
to resp ond  to the  commit tee’s request to tes tif y on the  Na tional  In st i­
tut es o f Hea lth  Ca re Resea rch Act of 1978.

I  wish to make it clea r, as Dr.  Ha mbu rg  did , th at  the  test imo ny is 
my own and  does not necessar ily reflect th at  of mv colleagues at  the 
health policy pro gra m or  the Un ive rsi ty of Ca lifornia .

I will not read th roug h my test imo ny in detai l, but will sub mit it 
fo r the  reco rd, and  ju st  high lig ht  several po int s in the  t estimony and  *
the n leave i t to  you to  ask the quest ions  as you wish.

Senator  K ennedy. F ine .
Dr . Lee. I th ink th at  the act may require  some minor m odific ations, 

such as the level of  autho riz ati on  for ap prop ria tio ns  fo r health serv-  ♦
ices research , bu t I wa nt  to  expre ss my str on g su pp or t for  S. 2466.

I th ink the  prop osed revisions of the Hea lth  Serv ices,  He al th  S ta ­
tis tics, and  Medical Librar ies  Act  are  im agina tiv e and  well thou gh t 
out.

I  believe tha t the  changes p ropo sed in a uth or ities  and o rga niz ational 
str uc tur e are needed to reverse the  yea rs of neglect of health services  
research  and  health sta tis tic s by the Nixon and  Fo rd  adminis tra tions .

Trag ica lly , despite  what we have  heard  th is mo rning, the  Ca rte r 
admi nis tra tio n, th roug h the strang lehold  on the  b udg et and  personne l 
exerc ised by the  Office of Management and Budget,  is com pounding 
the  e rro rs of  ea rlier  ad minis tra tions.
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The  Ca rter  ad mi nis tra tio n has  proposed to cut the  ap prop ria tio ns  
fo r healt h services researc h fo r fiscal 1979 to a level th at  cannot pos­
sibly  allow the  center to meet the  goa ls establis hed  by the  Congress.

Al tho ugh the sup port for healt h sta tis tics is stronger, it is s till  well 
below w hat  is needed, as D oro thy  Rice po inted out th is m orn ing . F un ds  
are  needed fo r various phases of the healt h sta tis tic s pro gra ms  th at  
are  vita l to do the  job tha t m ust be done.

I th ink th at  the  proposal to establ ish  a Na tional Cente r fo r the 
Ev alu ati on  of Medical Techno logy  is soun d, and  the  ap prop ria tio n 
autho riz ati ons there  reasonable.

In  my test imo ny,  Mr. Ch air ma n, I review some of the  historical  
fac tor s re la tin g to the develop men t of  th e Na tional  Ce nte r fo r He al th  
Serv ices  Research . I have been close to that  developmen t fo r the  pas t 
decade , and  I have  also obse rved  wi th some interest the  work of the  
Na tional  Cente r for He alt h Stati stics.

In  my test imo ny,  I have  described some of  the  th ing s th at  have  
occurre d with the  new leader ship in the  cen ter since 1974: The  kind 
of  policy direct ion  th at  is now being given to health services research , 
the pr iorit ies  th at  have been establ ished,  as well as some of  the  con­
tribu tio ns  tha t health services research has  made, both t o health policy 
and to improvements in healt h care.

One im po rta nt  point which I make  on page  7 of the  test imo ny is 
th at  the  Na tional  Cente r fo r Hea lth  Services Research has  been the  
pr inc ipal su pp or te r for  health services research  in the  cou ntry. It  
has  been and  rem ains a uniq ue insti tut ion , because it is not con­
str ain ed  by the needs or the  defined policie s of  a specific pro gra m,  
such as medicare or the  He alt h Care Fina nc ing Ad minist ra tio n,  with 
specific lim ita tio ns  on its au tho rity.

I t is possib le for the Na tional  Cente r fo r He al th Serv ices  Research  
to supp ort stud ies  th at  ques tion ex ist ing  policies, exp lore  new area s, 
and  generate research  th at  will contr ibu te to fu tur e poli cy decisions.

An example was the  contr ibu tio n that  the  work  of  Dr. Lester 
Bres low and  his associates at the  Hu ma n Popu lat ion  La bo rat ory in 
Ala meda County made to the  evo lution and  the  developmen t of the 
He alt h In fo rm at ion and  He al th  Pro motion Act of 1976. I conside r 
thi s act to be a piece of  lan dm ark  leg isla tion , pro bab ly rep res enting 
a tu rn in g point  in nat ional policy, sh ift in g from  our pas t emp has is 
on medical care  to a more bala nced app roach.  The  researc h th at  Dr. 
Bres low did  was sup ported as investi ga tor -in itiate d, wi thout any  pol­
icy relevance at the time , unconst rained  by any  polic ies at the time, 
because the  cen ter could support  inv est iga tor -in itiate d research .

Th at  kin d of  support  was also pro vided the Ce nte r fo r He alt h 
Ad minist rat ion stud ies  at the Un iversit y of Chicago,  unde r Dr.  Odin 
And erso n and  th at  g roup. The  Ch icag o grou p have c arr ied  two decades 
of  s urvey research  on the  uti liz ati on  of  medica l care services, medical 
care exp enditure s, and  access to care. There  is a recen t special rep ort  
pub lish ed by the  Rob ert  Wood Joh nso n Foundation, des cribin g the 
result s of some of  th ei r recen t stud ies. Critic al to the  work of the 
Chic ago gro up  has been support  from  the Na tional  Ce nte r fo r He alth 
Serv ices Research, over 10 years’ time, inc lud ing  supp ort of  the recent  
study. The  recen t stu dy  will provide all of those  concerned with na ­
tion al health insu rance very  basic da ta  abou t access to  care , curre nt 
ba rri ers to care , as well as the publi c’s at tit ud e about medical care
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and the  kind of care they are rece iving . Th at  was the  invest iga tor - 
in itiate d research  wh ich will have sign ificant imp act  f or  po licymakers,  
even tho ugh it was not  designed as a specific policy study.

I t  is the  a bil ity  to  s up po rt th at  kind  o f w ork  t hat  is rea lly  c rit ica lly  
im porta nt fo r the  Center.

W ith  all thi s good wor k done by the  Na tional Ce nte r for He al th  
Serv ices  Resea rch—and  I  could  cit e a number  of  o the r a reas, and  I do 
in t he  te stim ony —why do I th ink  t ha t a N atio nal  In st itu te  f or  H ea lth  •
Care  Researc h should be created? Wh y should the  organiz ational 
str uc tur e be changed  ?

I came to thi s not ion ra th er  s lowly. Wh en I  saw the  Car te r admi n­
is trat io n’s decis ions on the  health services  researc h bu dg et  fo r fiscal *
year 1979,1 was absolute ly convinced that some ac tion  h ad to be t ake n 
by the  Congress  to str ongly  comm unicate to the  ad mi nis tra tio n the 
importance  of health service research , hea lth  poli cy research , health 
sta tis tics, and  technolog y assessment.

I  am aware of  the  fact  t hat  t hi s is no t an App ropr ia tio ns  Com mit ­
tee hearing , M r. Chairma n, but if  you look at tlie reco rd of ap pr op ria­
tions in the  las t 6 y ears , the ap prop ria tio ns  have dwind led  from  $58 
mil lion  to $23.8 m illion fo r fiscal y ear 1979.

In  the approp ria tio ns  budget, the  ad mi nis tra tio n has  a figure of 
$31 mil lion  fo r health services research. Th at  figure  inclu des $7.2 
mil lion  fo r personne l and oth er costs wh at  I wou ld call overhead  
items. The re is only  $23.8 million to actual ly supp ort the  research  of 
the  center.

Dur ing the  la st 3 years,  th e De pa rtm en t has included personnel and  
oth er admi nis tra tiv e costs in the  ap prop ria tio ns  request,  so i t gives , I 
believe,  an infla ted figure  when we compare  it to ea rli er  figures.

Sena tor  K ennedy. Those sta tis tic s are  obviously  enormously  re­
vea ling , and  it has  gone throug h Rep ubl ican as well as Dem ocra tic 
adminis tra tions . W ha t is the me nta lity , when we see a ll of the  needs 
and  the explo sions  o f costs and  inflation in these oth er are as ; I mean, 
what is th e prob lem there ?

Dr . L ee. I  th ink that  one of the  prob lems  h as been a lack o f unde r­
sta nd ing—and the  problem  lies pr incipa lly  wi th the  Ap prop ria tio ns  
Comm ittees . The re has  not been a lack of supp or t in the  He al th  Su b­
committees in eit he r the Senate o r the House, bu t the  A pp ropr iatio ns  «
Com mitt ees have been more interested in dise ase-related  researc h— 
cancer research , pa rti cu la rly —and the emp has is and  the  payo ff th at  
they see f rom th at  research . We have  not been able to effect ively  point 
out  the  payoffs of health services research. How does health services •
rese arch h elp  an  ind iivdual ? Members  of  the  A pp ropr iatio ns  Com mi t­
tees know  when disease  rel ated research  has  help a member of  their 
fam ily  or a member of fam ilie s t hat  they  'know. The benefi ts are very  
pers ona l and  very  demons trab le.

Sena tor  Kenneoy. I  suppose also, with reg ard to bas ica lly var ious 
research  gran ts,  the re is some lat en t suspicion and pe rhaps even hos­
ti li ty  tow ard  that . I mean , the re shou ld not be, bu t I th ink th is gets  
ca ug ht  up in that . And it is no t only the  admi nis tra tio n. OMB , of 
course, h as a s imila r att itu de .

We were down the re and  spent an hour and a ha lf  with McIn tyre 
down there, on th is very issue. And you would th ink th at  people  who 
were no t ju st lis ten ing  to the  special pleade rs—and  I th ink all of  us
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obviously plead some guilt to tha t—but people who are looking at  it and have some degree to look at it from an assistance point of view, it just is incredible to me that we cannot do better.
I)r. L ee. Since 1973, the Center has requested $100 million more than has been authorized by OMB.
Senator Kennedy. There is no question in your mind th at it could be spent effectively, is there ?
Dr. Lee. Absolutely no question in my mind, and that significant increases in the present authorizations should be made.
Groups like the University of Chicago’s Center for Health Adminis­tration Studies used to receive continuing core support from the Na­tional Center for Health  Services Research. It  no longer receives that support because there is not enough money. And it is one of the best health services research groups in the country. It has made very im­portant contr ibutions, and contributions that I think would more than pay for all the money we have put  into health services research.The request by the Carter  administ ration for this coming year is $23.8 million. When President Johnson established that Center, in 1968, he asked for $20 million in appropriat ions. And at that  time, national health expenditures were $43 billion. This year, the Federal Government alone will spend $6 billion more than  that. It would be a joke if it were not so serious. And it is unfortunate  th at the issue has to be brought repeatedly to the Congress, rathe r than finding some avenue within the administration to deal with it.
Although Dr. Julie  Richmond has made some organizational changes and Ruth Han ft is doing a superb job helping the Center im­prove the internal management and giving greater visibility and status to both centers, is not the answer.
And after hear ing the testimony this morning, I am really even more enthusiastic than I was when I wrote my testimony about the proposal.
I have one suggestion. I  think it is an excellent proposal. I think it should be enacted promptly.
Senator Kennedy. Let me ask you, though,  why not do it through the current HEW system, under the wing, for example, of an Assistant Secretary and the team that is assembled, and they can give it the kind of encouragement, get it off the ground, and then spin it off a fter  it has got some life to it. What is the principal trouble there ?
Dr. L ee. The problem is time and priorities. If  the Assistant Secre­tary  for Health  has to address issues of technology assessment, if  he has to be involved with the details of organization, i f he has to be per­sonally involved, as he obviously will have to be involved if it is in his office, he simply is not going to be able to address himself to a number of the other major health policy issues that he has to be inolved in.That is why I like the idea of creat ing an inst itute, c reating a direc­tor who is a Presidentia l appointee, and giving the Director responsi­bility to do that job. I nder those circumstances it should be possible to recruit one of the top people in the country to do the job—provided it has the kind of congressional support that  this would envision and that this would imply.
If  it was done purely by adminis trative action—say, Secretary Cali- fa.no wants to reorganize, and he does that—I think it would not bring  with it  the same kind of support. We know that it is difficult. The In ­stitute of Child Health  and Human Development is an example of a
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congres sionally  m andated  ins tit ute t ha t has  taken years  to develop th e 
kind o f su pp or t th at  is needed.

W ith ou t th e congressional support , we real ly wou ld not see th e th in g 
fly in a viable way,  even if  i t were done admi nis tra tiv ely , with strong 
su pp or t from  the Sec retary .

The one suggestion  I would make in the  leg islation—well, two 
rea lly—one is to increase the level of au tho riz ati on  fo r health services  
research. The  p ropo sed levels a re seriously below what could  presen tly 
be spent very , very adeq uately , very, ve ry so undly.

The second suggestion  relate s to the  tim ing or the  tim etable  to 
achieve the ful l developmen t o f the Nat ional In st itu tes o f H ea lth  Ca re 
Researc h and the  ind ividual ins titute s wi thi n the  Na tional Ins titute s.

I th in k it may take from 18 to 24 months  to fully  implement the  
leg isla tive  intent . I t  wi ll be necessa ry to g et approp ria tio ns , pe rson nel  
ceil ings , and to do the  rec rui ting. If  unrea lis tic  expectatio ns are 
raised  we are going to be d isappoin ted  a gain . Th at  has  been one of  the  
prob lems . Ou r early exp ectatio ns for heal th services research  exceeded 
what was possible  to achieve.

You are  propos ing , Mr. Chairma n, wh at we should have done in 
1968; provide the  kind of  supp ort that is needed, link health services  
research  and  h ealth  s tat ist ics  to policy, b ut insula te them enough from  
the  day -to -da y dem ands of the  Secre tary's  office, so th at  they will not 
be poli ticized. I th ink it  is a sup erb  proposal, I am fully  sup portiv e 
and certa inl y will work as vigo rously as I can fo r its enactment.

Th an k you for th e o pp or tun ity .
[The pre pared  sta tem ent  of I)r . Lee and  addit ion al ma ter ial  

fo llo ws :]

a
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l ,

Mr. Chairman and members of  the Subcommittee on Health and S c ie n ti fi c

Research:

I am pleased to respond to your  request to te s ti fy  on the National 

In s ti tu te s  o f Health Care Research Act of 1973 [5.246 6}.  I wish to make i t  *

clear th a t the views I express are my own and do not necessar ily  re fl e c t

those o f my colleagues in  the Health Po licy Program, School of Medic ine,

Univers ity  of  C a lif o rn ia , San Francisco or those o f the campus or  •

un iv ers ity  ad minist ra tio n.

Although some deta ils  of  the Act may requ ire  m od ifi ca tio n, I  want to 

express my strong support  fo r S.2466. The proposed re vision s in  the Health 

Services Research, Health S ta ti s ti c s , and Medical L ib ra ries Act (P.L. 93-353) 

are imagina tive and well thought ou t. I be lieve  th at  changes proposed in 

au th ori ties and org an iza tiona l st ructur e are needed to reverse the years 

o f negle ct  of  health services research and health s ta ti s ti c s  by the Nixon 

and Ford Ad minist ra tions . T ra g ic a lly , the Carter  Adm in is tra tio n,  through 

the strangleh old on the budget and personnel exercised by the O ffi ce  of  

Management and Budget, is  compounding the er ro rs  of  e a rl ie r  ad minist ra tio ns .

The Ca rte r Ad minist ra tion has proposed to cu t the ap prop ria tio n fo r the 

Nat ional Center fo r Health  Services Research to  a leve l th at cannot poss ibly 

allow  i t  to meet the? goals es tab lish ed by the Congress. Although the 

support  fo r health s ta ti s ti c s  is str onge r, i t  is  s t i l l  we ll below what 

is  needed. The proposal to es tabl ish  a National  Center fo r the Eva luation  

of Medical Technology is  sound and the appro pr iat ion s au thor i ra tio n

reasonable. <

In my tes timony, Mr. Chairman, I w il l focus on heal th  services and 

health polic y research because I have been concerned about the development

o f these fie ld s  and th e ir  e ffective  ap pl icat ion fo r more than a decade. *
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I am more fa m il ia r with  the needs and op po rtu ni tie s in  these fi e ld s  than in 

health s ta ti s ti c s , although I fu ll y  support your proposals regard ing the 

crea tio n o f a Nat iona l In s ti tu te  of  Hea lth S ta ti s ti c s  and Epidemiology.

HISTORY AND BACKGROUND

Ten years  ago in  his Health and Education Message to the Congress 

President Johnson stated :

America's  annual spending fo r health and medical care is  more than

$43 b il li o n .  But despite  th is  investment our system o f pro vid ing  

health services is  no t opera ting as e f f ic ie n tl y  and e ff e c ti ve ly  as i t  

should.

He went on to note:

Research and development could help el im inate these co nd itio ns  by 

po in tin g the way to better  de liv ery  of  health care.  Yet the government­

wide to ta l investment in  health services research amounts to less  than 

one-te nth of one percent o f our to ta l annual investment in  hea lth care .

The President di rected  the Secretary of Health, Education, and Welfare 

to es tabl ish a National Center fo r Heal th Services Research and Development. 

He also recommended doubling the approp ria tion fo r  heal th  services  research 

from $10 m il li o n  to $20 m il lio n  annua lly.

This proposal rece ived  strong support  from the Congress. In enact ing 

the Partnership  fo r Health  Amendments of  1967 (P.L. 90-174) sp eci fic 

au thor izat ion was provided fo r the support of  health services  research and 

development. A fte r ca refu l planning, the Nat iona l Center  fo r Heal th 

Services Research and Development was estab lish ed on May 2, 1968 during  my 

te rn  as As sis tant  Sec retary fo r Health and S c ie n ti fi c  A ff a ir s . Although 

the Center was es tab lished in 1968, i t  was not u n ti l 1974 th at i t  was
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prov ided  a sp ecif ic  statu to ry  base.

With the passage o f the Health  Services Research, Hea lth S ta ti s ti c s , 

and Medical Libr ar ies Act  of  1974 (P.L.  93-353), the Cencer was required 

to meet ce rta in  cond itio ns and ca rry  ou t ce rta in  spec if ic  programs.
I

Unfor tuna te ly,  ne ith er  the Ford nor the Carter  Ad minist ra tio n has requested 

the funds or the po si tio ns  needed to do the job  adequately.

The law sp ec ifies  th at  the Center must use not  les s than 25 percent 

o f it s  annual ap prop ria tion to conduct intramura l rese arch. This  was 

very sound judgment and in  the long run w il l do more to strengthen  the 

qua li ty  o f the health serv ices research supported by the Center than any 

othe r sing le  step  th a t can be taken. The second Congressional mandate 

requ ired th at the Center support  a t le ast  si x special emphasis hea lth 

services research cente rs,  to ta ll y  independent of  the Federal government.

One of these centers  must concentrate on health care technology and another 

on management. (I n  1975, Congress added a center fo r  health services polic y 

analy sis  to the l i s t  o f specia l emphasis centers.) The th ir d  requirement 

o f P.L.  93-353 is  that  no more than 20 gra nts , or  $5 m il li o n , may be used 

in  any one year to study a part ic u la r aspect of health se rv ice s.  In ad diti on,  

a ll  grants  and contrac ts invo lv ing d ir ec t costs  in  excess o f $35,000 must 

be reviewed fo r s c ie n ti fi c  mer it by groups of  non-Federa l expe rts . F in a lly ,,  

the Congress gave the Secretary  of  the Department o f Health, Education, and 

Welfare e x p li c it  auth ori ty  to support hea lth services research tr a in in g .

This is a most needed auth ori ty , but  the Ad minist ra tion has refused to 

request  funds to implement the needed tra in in g programs.
4

With th is  new Congressional mandate and new leadersh ip in  the National 

Center fo r Health  Services Research (NCHSR), the d i f f ic u l t  job  o f transl ating 

Congressional po lic y in to  more useful re su lts  was begun in  1974. When we
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f i r s t  estab lished the Center in  1953, we made a, serious  mistake : we tr ie d  

to  iso la te  the Center from the day-to-day demands o f polic y makers. We 

f e l t  th at  the nation would be best served i f  the Cente r supported health 

services  research in  an independent fash ion,  with ou t regard  fo r the inmediate 

polic y problems th at we faced, such as the ra pid ly  inc reas ing  costs  of 

medical care. There were a number of peop le, includ ing my deputy Dr. George 

S il ve r,  who fe lt  th at ju s t the opposite course should have been taken. In 

re tros pe ct , i t  is clea r that  we should have done what th is  Subcommittee is  

now proposing — li n k  the NCHSR and the Nat iona l Cente r fo r Health S ta ti s ti cs  

to the health polic y process, but provide  an e ffec ti ve  buffer  from the 

immediate demands by polic y makers fo r short-term po lic y analyses.

During the past three years the s ta ff  o f the NCHSR has designed and 

implemented a research planning  process th at is responsive to the po lic y 

needs of the Department of  Health, Education, and Welfare and Congress.

I t  cannot poss ibly meet these needs, however, with  cu rren t leve ls  of  suppor t. 

The research planning process developed by the NCHSR is  issue or iented .

The purpose is  to id e n ti fy  c r it ic a l health care problems, to form ula te the 

research questions re levant  to those problems, and to design research 

st ra tegies  fo r gather ing and ana lyzin g the inform at ion  pe rt inent to questions 

th a t polic y makers might find us eful .

MAJOR RESEARCH AREAS AND POLICY IMPACT

The NCHSRs research program is  organized to address sp ec fic  hea lth

services  deliv ery  problems. Major areas, such as long  term care,  primary 

care,  and the ap pl icat ion of  technology are a ll  addressed w ith in  the targeted  

or  applied  program areas. The e ig ht issues th at  have emerged as areas of  

special emphasis are:
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(1) In fl a ti o n  and P ro ductiv ity ;

(2) Heal th Manpower;

(3) Emergency Medical Services;

(4) Health  Care and the Disadvantaged; f*
(5) Hea lth. Insu rance Plans;

(6) Qua lity of Care;

(7) Planning and Regulation Methods; and *
(8) Long-term Care.

In  each of these broad areas sp ecif ic  issue's are being  addressed.

For example, in  the area o f health manpower one o f the goa ls is  to -

develop  more re liab le  techniques to estimate the adequacy o f manpower

supp ly, and the need, as we ll as the demand, fo r heal th  se rv ices . Fur ther

research in  th is  area is  c r it ic a l and must include stu dies  of  the ef fe cts

o f na tiona l health insurance on the demand fo r se rv ice s.  Research supported

by the MCHSR in  the f ie ld  of hea lth manpower has much more c le a rl y  id en ti fied

the needs in  the area of dental  hea lth manpower; i t  has provided much of

the support fo r the pioneer ing work in  the development o f nurse pra ct it io ners

and physicia ns as sistan ts ; i t  has provided c r it ic a ll y  needed in form at ion to

the Congress on Foreign Medical Graduate (FMGs) du ring the de lib era tio ns on

the Health Professions Educationa l Assistance Act o f 1976 (P .L. 94-484);

and i t  is  improving an understanding of  fac tors a ffec ting  geo rgra phic  and

sp ecialty  m ald is tr ib utio n. In my judgment, the ul tim ate cos t savings in

medical care expenditures that  w il l re su lt  from the decis ion  o f the Congress

to re s tr ic t  the entry  o f FMGs in to  the United States w il l exceed a ll  the federa l «

expenditures to date fo r hea lth services research.

With in the large  category "hea lth  insurance plans" the pre sent NCHSR 

plan ca lls  fo r specia l study o f the po tent ia l cos t and impact o f the ca tastroph ic *
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insurance pr ov is ions , and fo r the inve st ig atio n of  na tura l experiments 

invo lv ing health insurance be ne fit  changes, such as the ad di tio n of  co-insurance 

or  deductible s to a group prac tice prepayment pla n. The pot en tia l usefu lness 

o f th is  in form at ion to polic y makers is  apparen t.

Research and analy sis  on the ef fect iven es s of  emergency medical services 

continues to  be a high p r io r it y . Stud ies are examining spec if ic  procedures 

or methods o f emergency care as we ll as a lte rn a tive  means o f org an izin g and 

de liv ering these services. As gra nt  requests in  th is  area are reviewed 

stu die s th at have broad a p p li ca b il it y  are given  p r io r it y ,  prov ided th at  

they meet the standards of  s c ie n ti fi c  mer it se t by the  study sections.

Too of ten proposals are submitted th at are re a ll y  loca l se rv ice  demonstrations; 

the ch ara cte ristics o f hosp ita ls or other in s ti tu ti o n s  involved as we ll as 

the communities are s u ff ic ie n tl y  unique to make the re su lts o f l i t t l e  value 

outside o f the pa rt ic u la r community. In it s  program s o li c it a ti o n  fo r 

emergency medical services research, the tICHSR had stress ed four  areas:

(1) measures o f ef fect iven es s;

(2) system de sc rip tio ns  and re la tionsh ip s;

(3) polic y issues; and

(4) technique.^ and devices.

The be ne fit s o f th is  research w il l be not only in  terms o f be tter  polic y 

dec isions and money saved, but also  in  terms of be tter services  fo r people 

who despera tely need i t .  Two areas are p a rt ic u la rl y  imp ortant — emergency 

care fo r the se rio us ly  in ju red and emergency care fo r  those with  acute 

medical emergencies, such as heart  attack , gastro in te stina l hemorrhage, 

and drug overdose.

There are a number of oth er areas in which the work ca rr ied out or  

supported by the NCHSR has been of c r it ic a l importance in health po lic y
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delib era tio ns,  in  the enactment of  important pieces o f health le g is la ti o n , 

in  the opera tion of  federa l programs, and in  the improvement of health 

services  in a broad sense.

Since the fICHSR was establish ed in  1968, i t  has been the princ ipal
*

sup por ter  of  health services  research. I t  has been, and remains, a unique 

in s ti tu ti o n  because i t  is  not constra ined by the needs or the defined polic ie s 

o f a specif ic  program, such as Medicare. I t  is  po ss ible fo r  the NCHSR to 

support  studies th at question exi st in g po lic ie s, exp lore new areas,  and 

generate research th a t w il l co nt rib ute to fu tu re  po lic y de cis ions .

A c r it ic a l s h if t  in  fed era l health po lic y began with  enactment of  the 

Health Inform ation and Heal th Promotion Act of  1976 (P.L. 94-317 ). Although 

a number of people contr ibuted  to the de lib er at ion and evalu at ion  o f th is  

le g is la ti o n , an importa nt co ntr ibutio n was made by Dr.  Lester Breslow and 

his associa tes a t the Human Population  Laboratory in  Alameda County,

C a lif o rn ia . The work o f th is  group demonstrated very c le a rl y  the ro le  of  

specif ic  behaviors associated with  good hea lth and longevi ty . For almost 

a decade th is  work was supported by the NCHSR. As a re su lt  o f th is  work 

and th at of  a few others the v it a l importance of behavio r and so cial  support 

networks to hea lth is  beginning to be recognized.

The Health Inform ation and Health Promotion Ac t of 1976 (P.L. 94-317) 

was to provide  the st atu to ry  auth ori ty  for Secretary o f He alth, Education, and 

Welfare Ca lifano to launch his  campaign to be tter  info rm young people, 

pregnant women, and the general pu bl ic  of the hazards to health associated 

with  cigare tte  smoking. I t  has also  provided the impetus fo r an expanded
4

approach to disease pre vention . In the years to come P.L.  94-317 may be 

viewed as the rea l beginning of  a s h if t  in national  health polic y from an 

excessive  re lia nc e on medical care to a more balanced approach inclu ding



221

8.

health promotion and health pr otec tio n.

A s h if t  in  po lic y o f les ser po tent ia l magnitude, bu t probably o f more 

immediate fi sca l impact, was represented by the Medicare and Medicaid 

Amendment regard ing Rural Health C lin ic s Services (P.L.  95-210), which 

perm its payment of  nurse pra ct it io ners  and physicians as sis tants under 

Medicare and Medicaid. The repo rt prepared fo r the Congress by the 

Congressional Research Service, "Issues in Physician Extender Reimbursement,"
*

pointed ou t th at services by physician extenders were cost e ff e c ti ve , did  

not  compromise q u a li ty , and were accep table to consumers. The an alys is was 

drawn la rg ely  from research supported by the NCHSR.

Two areas th at  w il l be of  v it a l concern to polic y makers in  the fu tu re  

— health outcomes of medical care and health inform at ion systems — are 

in  d if fe re n t stages o f development. Health  outcome stu die s have been 

pioneered by John Williamson at  Johns Hopkins and Robert Brook at the Unive rs ity  

o f C a lif o rn ia , Los Angeles. Rather than ana lyzin g the process o f care or 

the st ru cture  of  the health care system, they are designing measures of  

the qua lit y  of care. These stu dies , and others li k e  them, w il l be of  

inc rea sing Importance in  fu ture  dec isions about cos t/qua lit y  tr ade-o ffs .

Health inform at ion  systems represent  another area o f grea t promise.

Although developmental costs seem high in the shor t run,  these systems have 

the pot en tia l fo r gre at  savings in the fu tu re . For example, the Technicon 

System in  use a t El Camino Hospita l in  Calif orn ia  could re su lt  in  savings 

in  excess o f one b il li o n  do lla rs  per year i f  i t  were used in  ho sp ita ls 

throughout the United  Sta tes . That w il l give you some idea o f the pot en tia l 

value o f these systems. This system is  now being tes ted  in  a h a lf  dozen 

ho sp ita ls , but  present reimbursement methods provide l i t t l e  ince nt ive  fo r

ho sp ita ls  to in s ta ll  such systems. A system with  fa r-r ea ch ing pot en tia l
4

28 -790  0  -  78 -  15
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fo r medical care is  the PROMIS system under study a t the Univers ity  of  

Vermont Medical Center in  Bu rling ton,  Vermont. The development o f these 

inno va tive systems has been made possible  by support  from the HCHSR.

The work of  the Center fo r Health  Ad ministrat ion  Stud ies,  Un iver si ty
A

of Chicago, deserves special  comment because i t  has prov ided  a model fo r 

the development of  m u lt id is c ip lin ary  health serv ices  research ce nter . Under 

the d irection  of  Dr. Odin Anderson, the Center has conducted basic  studies
e-

on the u ti li z a ti o n  of medical care se rv ice s,  medical care expenditures , 

and access to care . In th e ir  book Two Decades of  Hea lth Se rvices: Social 

Survey Trends in  Uses and Expenditures, Anderson, Lion , Andersen summarize 

the re su lts of th e ir  1956, 1963, 1967 and 1970 surveys. In an appendix, 

they l i s t  s ix  pages o f places, inclu ding  books, papers, hearings, in  which 

the 1970 survey data has been used. We have rece nt ly  used th e ir  expenditure  

data to estimate expenditures fo r pr es cr ip tio n drugs by age and income 

group in  our analysis  of options fo r the coverage o f pre sc rip tion drugs 

under na tiona l health insurance . That an alys is,  by M ilton  Silverman and 

Mia Lyd eck er ,in cide nt al ly , was rece nt ly published by the NCHSR.

Soon to be published by the Center fo r Health Ad min is tra tio n Studies 

are the re su lts  o f th e ir  recent national  survey of  access to medical care.

This  survey  was supported by the NCHSR and the Robert Wood Johnson Foundation.

I would li k e  to submit  fo r the record a b ri e f summary o f the prel im inary 

an alys is re ce nt ly  published by the Robert Wood Johnson Foundation 

(Attachment) .

4

►
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I would c it e  a number of  other areas in  which imp ortant co nt rib ut ions  

have been made by health serv ices research: economic determinants of  

medical care, inclu ding  incent ive s fo r ho sp ita ls  and phys icians; performance 

o f health maintenance orga niza tions ; improved methodologies to assess outcomes 

of  patient care; hosp ita l cos t accounting systems; and computer ass isted 

ele ctrocard iogram s, but I th ink that  a de ta ile d account o f these co nt rib ut ions  

is  not necessary a t th is  time.

WHY A NATIONAL INSTITUTE FOR HEALTH CARE RESEARCH?

Why, i f  the NCHSR is  doing so we l1 and health se rvices research is  

making important co nt rib ut ions  to health polic y and health care,  do I 

support  the Nat ional In s ti tu te s  of Heal th Care Research Act o f 1978, which 

would s ig n if ic a n tl y  a lt e r  present ad min is tra tiv e arrangements, expand the 

auth ori ty  of  the National  Center fo r Heal th S ta ti s ti c s , and add a new 

Nat iona l Center fo r Eva luation  o f Medical Technology? Why add the proposed 

superst ructu re when the Center Di rectors already re po rt  to an outstan ding 

Deputy As sistan t Secre tary, who has already proven th at she is  committed 

to the idea of  protec tin g the in te g ri ty  o f both Centers from p o li ti c a l 

interfe rence?

I did  not  reach my conclusions quick ly . I n i t ia l ly ,  I was no t in 

favo r o f ano ther  change in  organiz at ion al arrangement. I f e l t  th at the 

exis ting  auth ori ties should be mainta ined , th at a technology assessment 

func tio n should be added to  the NCHSR, and that  both Centers should be 

given increased au thor izat ions .

The ac tio n of  the Carter Ad ministra tion on the budgets fo r  hea lth 

services research in  the NCHSR and in  the Heal th Care Financing Ad ministrat ion



con vinced  me th a t a t the  h ighes t p o lic y  le ve ls  in  the Departm ent o f Hea lth , 

Edu ca tio n,  and Welfare and in  the O ff ic e  o f Management and Budget there is  

l i t t l e ,  i f  any , un derstandin g o f the  need fo r he alth  se rv ices research  and 

tec hn olog y assessment and on ly  lim it e d  supp ort fo r  the  work o f the Nat iona l 

Ce nte r fo r  He alt h S ta ti s ti c s .

Mr. Chairman, I know th a t th is  is  no t the appro pria tions com mittee, 

bu t the budget o f the  NCHSR does reveal a gr eat dea l ab ou t the  Car te r 

A dm in is tr a tion 's  understandin g o f he alth  se rv ices  rese ar ch . While es tim at ing 

a $4 .4 b i l l io n  increa se  in  Medicare  ex pe nd itu res and a more than $1.1 b i l l io n  
increa se  in  Medicaid  ex pen di tu re s,  the y propose to  cu t the fun ds a llo ca te d  

to  the  NCHSR by $2 m il li o n .  Since FY 1973 the re has been a ste ady drop 

in  the  funds a lloca te d  to  the  NCHSR:

FY 1973 $53 m il li o n

FY 1974 $37.9 m il li o n

FY 1975 $35.9 m il li o n  ($8 m il li o n  was reprogrammed by DHEW)

FY 1976 $26 m il li o n

FY 1977 $24 m il li o n

FY 1978 $26 m il li o n

FY 1979 $23 .8 m il li o n

In  the pa st  th re e years the Department  o f H ealth , Edu ca tio n,  and 

W el fare  budget has includ ed  personnel  and ot her  ad m in is tr a ti ve  co sts as 

pa rt  o f the  NCHSR budge t. Thus in  FY 1979 the  A dm in is tr a tion  l i s t s  a 

fi g u re  o f $31 m il li o n  fo r the NCHSR, bu t $7.2  m il li o n  o f th is  amount 

re pr es en ts  overhead. As the appro pria tion fo r researc h sh ri n ks , the 

overhead re la ti v e  to  to ta l ex pe nd itu re  ri se s . Since 1973, the NCHSR has 

reques ted $100 m il li o n  more than has been approved by 0M8. Even the  NCHSR 

requ es ts  were modest in  view  o f the needs and o p p o rt un it ie s .
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The figure  of $23.8 m il lio n  in  FY 1979 must be con tras ted  with  the 

$20 m il lio n  proposed by President Johnson fo r the FY 1968 budget. You w il l 

re ca ll that  to ta l na tiona l hea lth care expenditures in  1968 were $43 b il li o n ;  

in  FY 1977 fed era l health expenditures exceeded th a t figure  by $6.6 b il li o n  

and na tiona l health expenditures had risen  to $160.6 b il li o n .  In FY 1979 

to ta l fed era l health expenditures w il l exceed $63 ' b il li o n ,  Mr. Chairman.

The NCHSR ap prop ria tion request by the Carter  Ad minist ra tio n would be a joke 

i f  i t  were not such a serious mistake in  judgment. The Congress must take 

dramatic steps to reverse th is decis ion  and give health s ta ti s ti c s , hea lth 

services research,  health po lic y research , and the evalu ation  o f medical 

techno logies the  p r io r it y  that  they deserve, ra ther  than allow  them to be 

relegate d to a state of  malignant negle ct.

Does the proposal to es tabl ish  the National In s ti tu te s  o f Health Care 

Research solve the problem? F ir s t,  does i t  make sense concep tually?  Are 

health services research and health polic y research re a ll y  linked? I f  so, 

what is  the connection?

WHAT IS HEALTH SERVICES AND HEALTH POLICY RESEARCH?

Research a t the most basic  end o f the spectrum is  us ua lly  described 

as "d is c ip lin e " or  "conclusion or iented " research . The aim is  to te s t 

hypotheses and a rr iv e  at  ce rta in  conclusions about what is ,  descrip tive ly , 

the state of a ff a ir s . This type of research is  designed to co nt rib ute to 

knowledge in  a sub stantive area and to co nt rib ute to theory as w e ll.  This 

research ty p ic a ll y  lacks a problem focus and us ua lly  employs the s k il ls ,  

methodology, and approach of  one d is c ip lin e . Although the fin ding s from 

th is  type o f d is c ip lin e  research can co nt rib ute to the id e n ti fi ca ti o n  and 

eventual so lu tio n of problems, th is  ap pl icat ion is  not contemplated by the
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inve st igator .

Health services research nig ht  be described as the next step along the 

continuum. Health services research has an applied focus, i t  is  usua lly 

problem oriented , and almost always involves the s k il ls  of more than one 

dis cip lin e. The scope of  health services research spans anthropology, 

epidemiology, economics, sociology, bioengineer ing, systems ana lys is, 

psychology, medicine, and management sciences. I t  is  pr im ar ily  concerned 

wi th problems in the organizat ion, financing,  s ta ff in g , u ti li z a ti o n , 

regu lat ion , and outcome of  health services-. I t  can be dis tinguished  from 

biomedical research, which is related d irect ly  to normal biolo gica l or 

behavoria l processes or disease processes.

The problem or ientat ion of  health services research brings i t  one step 

beyond di sc ip lin e research in the research spectrum. Although health services 

research may contr ibu te to the disc ipl ine s involved and i t  may be useful 

in  solv ing some sp ec ific problems rela ted to health services, i t  is  usually 

of very l i t t l e  aid in health po licy formation because the research questions 

are usually  formulated withou t sp ec ific po licy questions in mind.

Health services research can be policy  rele van t i f  the research is 

designed to invest iga te factors  amenable to po licy manipu lation, i f  the 

qualit y of  the research is  such tha t i t  may increase the likel ihoo d of 

be tte r po licy outcomes, and i f  the information is  availab le in  time to 

contr ibu te to po licy decis ions.

Health po licy research deals with  a wide range of b io logical, behaviora l, 

environmental, and sociocul tural fac tors, including health care, tha t 

a ffect the health  status of ind ividuals  and popu lations. Unlike  health 

serv ices research, i t  involves pr im ar ily  a synthesis  and analysis of 

info rmation relevan t to spec ific po licy problems. Po licy  research attempts
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to syn thesize and in te rp re t fin ding s th at are re leva nt  to a polic y problem, 

draw ou t im plic atio ns , and make recommendations fo r  po lic y cons ide rat ion . 

Po licy analy sis  brin gs the process one step clos er  to  the decis ion  making 

process. The aim o f polic y analy sis  is  to permit improvements in  decisio n 

making and polic y making by pe rm itt ing ca refu l co ns iderat ion o f a broad se t 

o f a lte rn atives.

Po lic y researchers must have a more re fin ed  ap prec iatio n o f the polic y 

process than inve st igator s undertaking  po lic y- re le va nt heal th  serv ices  

research . The a b il it y  o f po lic y resea rchers to syn thesize and in te rp re t 

fin ding s in  li g h t  o f polic y problems must be matched with  an a b il it y  to 

tran slate  inform at ion  in to  a form th at is  understandable and use ful in  the 

wor ld in  which polic y makers operate .

CONCLUSION

The proposed National In s ti tu te s  of  Health Care Research Act (S.2466) 

forges a strong  connection  between health services research and health 

polic y research . Some might prefer  that  you not change the names o f the 

National Center fo r Health  S ta ti s ti cs  and the Nation al Center fo r Health  

Services Research, but make cle ar  in  both the language o f the b i l l  and in 

the Committee Report what is  the in te n t o f the Congress. Pe rson al ly,  I 

am not  fe arfu l th at the changes you are proposing w il l re su lt  in  a neglect 

o f health services research o r the tra in in g  o f health services  rese archers.

The proposal to es tabl ish  a Nat iona l Center fo r Evaluation  o f Medical 

Technology separate from the NCHSR, but w ith in  the framework o f the National 

In s ti tu te s  of Heal th Care Research, also makes a grea t deal o f sense. The 

need fo r evalu ation  fa r exceeds our present methodologies or  ca pa ci tie s,  

but  we must undertake a major e ff o r t in  the fi e ld  or  the problems w il l loom 

even la rg er and more complex. There are two prom ising  signs th at progress



can and w il l be made with  the ri g h t leadership and orga niza tio n:  the work 

in  the health fi e ld  by the Offi ce  o f Technology Assessment and the stud ies 

undertaken by the Center fo r the Ana lys is of  Health  Pra ct ices , School of  

Publi c Health, Harvard Unive rs ity . A beginning has been made in  studies 

o f expensive technologies  and coronary care un its , bu t much more must be 

done. To do i t  r ig h t,  however, req uires careful planning  and step-by-s tep  

development.

How can the goals def ined  in  the proposed Nation al In s ti tu te s  of  

Hea lth Care Research Act (.S-2466) best  be accomplished? I f u ll y  support 

the proposal  and view i t  as an important,  indeed, a c r it ic a l step by the 

Congress in  fi rm ly  es tabl ishing  health serv ices  research , health po lic y 

research, health s ta ti s ti c s , and technology assessment as areas of high 

p r io r it y .

The goals and plans fo r reorganization se t fo rt h  in  the Act cannot,, however, be 

achieved ov ernigh t. As one who played an importa nt ro le  in  a major 

overhaul o f the health programs in  the Department o f He alth,  Education, and 

Welfare in the la te  1960's, I am fu ll y  cognizant o f the d if f ic u lt ie s ;  the 

disadvantages, and the loss of program momentum th at of te n occur dur ing 

the process of  organiz at ion al change. He have fi rs t- c la s s  leadersh ip in 

the Department, pa rt ic u la rl y  in the health f ie ld .  Dr. Ju liu s Richmond is  

one o f our most able and most se ns iti ve  he al th-le ad ers.  He has rece nt ly  brought 
both the NCHSR and the National Center fo r Health S ta ti s ti c s  in to  a d irec t 

re la tionship  wi th  his  o ff ic e . The Directo rs of  both Centers re po rt  to 

Ms. Ruth Ha nft, his  superb and extraord in ari ly  able Deputy fo r Health Pol icy,  

Research, and S ta ti s ti c s . She has already  in s ti tu te d  measures to improve 

the ana ly tic capacity o f the Nat iona l Center fo r Hea lth S ta ti s ti c s  and to 

strengthen  the planning  and performance of  the NCHSR. I am very  much
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impressed w ith  what she is  doing to gain  support fo r these a c ti v it ie s  

w ith in  the Department o f Health, Education, and We lfare,  the Congress, 

and 0MB. What Dr. Richmond has done and what Ms. Ha nft  is  doing are steps 

toward the crea tio n of the National  In s ti tu te s  o f Health  Care Research.

As pa rt o f the le g is la tion  perhaps you can inc lude  a tim etab le to 

achieve the proposed org an iza tiona l changes. I would suggest 18-24 months 

from the date of enactment of  the Act  to the fu ll  development o f the Nat ional 

In sti tu tu es fo r Heal th Care Research. This would provide the time  fo r 

adequate funds and new po sit ions  to be provided fo r the D irect or's o ff ic e  

as we ll as fo r the s ta ff in g  and development o f the National Center  fo r 

Evaluation  of  Medical Technology, under the guidance o f the proposed Nat ional 

In s ti tu te s .

In summary, Mr. Chairman, I am impressed by the qua li ty  of the work 

supported by the NCHSR and the Nat iona l Center fo r Hea lth S ta ti s ti c s  and 

by the importance of some of  th is  work in  improv ing heal th  care and health 

po lic y. I fu ll y  support  the proposal embodied in  the Nat ional In s ti tu te s  

o f Health Care Research Act of 1978 (S.2466). I have suggested th at a phased 

ca re fu lly  planned tr ans it io n  over an 18-24 month period would be the best 

means to es tabl ish the National In s ti tu te s  o f Health Care Research.
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Foreword

Americ ans of all a ges, of all r ace s, at all income levels have grea ter access  
to health care services than ever  before. And by and large, individually, 
they are pleased with the care they receive .

That  is the sim ple and encouraging message contained in a repor t of a 
national survey  now being co mplet ed. At the same time, a significant majority 
of Americans  a lso say they believe there  is a health care crisis in this  count ry.

Why this seeming para dox?
Politicians, health care profe ssiona ls, and policy anal ysts will have this 

and othe r riddles to dissec t when the findings of  a national survey of access to 
medical c are are published la te in 1978. Th e s tudy is more than a compilation of 
statistics; it seeks to pinpoint and measure significant f actors that determ ine 
whet her or not people obtain the medical care they need.

The Robert Wood Joh nson  F oundation has supported this s tudy in the belief 
that a  clea r and comprehen sive under stand ing of these  factors  is essentia l for a  
large national philan thropy  con ductin g a highly targeted program to assist those 
seeking ways to improve America’s health care system. Obviously , other 
institut ions and grou ps—both public and priv ate—share an interest in this 
aspect  of the $ 140-billion a year health  enter prise .

When published, this study will prese nt a comp rehensive port rait of the 
nation’s health system  from the persp ectiv e of tho se it se rves . One of its 
principal uses will be to identify areas that need a ttent ion. It also  can serve as a 
benchmark so that  fu ture changes  in the sy stem 's perfor manc e can  be observ ed 
and measu red. At the same time, it reveals  much about toda y’s world as well.

Specia l Report Nu mb er  One/1978 3
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America’s Health Care System: 
A Comprehensive Portrait

Ho w the  nation’s 220,000,000  peo ple  obtain their m edi cal  care 
(an d what t hey  think  about it) is p rob ed in a new survey .
It reveals tha t barriers are tumbling, mo st
pa tie nts  are s atis fied , but  c ost  remains an overrid ing concern .

In the  world of bus iness,  a variety of  indica­
tors reflect the ups and dow ns of economic  
activity . Selected  separa te ind ica tors, for ex­
amp le, comprise  the Consumer Price Inde x, 
Dep artm ent  of Labor  employm ent sta tist ics , 
Dow Jones stock  average s, and othe rs.

Magazines such  as Bus iness Week and U.S. 
Ne ws  and  World Rep ort  each have  identified 
cer tain  indicato rs which they  believe reflect 
the sta te of the nation’s economy. Business  
Weeks 's includes net tons of steel, kilowatt 
hours of elec tric ity,  freight c ar loadings,  board 
feet of  lumbe r, whea t prices in Kan sas City, 
gold prices in Londo n, the pr ime inte res t rate, 
the Federal  Reserve  money supply, housing 
sta rts , and many othe rs.

Fo r bus inessmen,  governmen t officials, 
econom ists , ba nke rs,  and investo rs,  such indi­
cators  are cons idered essentia l to decis ion 
making. They  tell where the economy  of the 
nation is going, and they  guide  and influence 
those who have  a hand on the tiller.

In the bus iness of hea lth , too , a var iety  of 
spec ialized sta tisti cs show how some  par ts of 
the system are perfo rming c urre ntly :
► the  infan t mo rtality r ate  has d ecreased in the 
last five years  by 19 percent
► more than 230 million days of  care are 
rendered to 29 million pat ien ts admitted  to 
hosp itals  each year
► heal th exp end itures tota l 8.6 per cen t of the 
gross national pro duc t—$140 billion annually
► fede ral Medicaid pay ments  to sta tes  total

almost three- qua rte rs of  a billion dolla rs each 
month
► the ratio of docto rs to popu latio n has in­
creased from 139 per  100,000 in 1960 to 162 in 
1976.

Analysis of these sta tist ics , how ever, only 
skirts  the fringes of  a central  ques tion: is 
health c are avai lable to th ose  who need it, a nd 
what kind of bar riers must be overcom e to 
obtain care? In the jarg on of health policy 
ana lys ts, this cruc ial issue goes  by the phrase 
acce ss to care .

In “ peop le terms ,” how ever, acc ess  trans­
lates into  a multitude of  factors which togethe r 
dete rmine whether or not per sons obtain  the 
irtedical care they nee d. Is a docto r ava ilable? 
How far away  is the docto r’s office? How long 
is the trip? How long doe s it take to get an 
appointmen t? How much time does the doctor  
spend with the pat ien t? How much does  the 
visit cos t? How will the bill be paid? Was the 
pati ent  satisfied with what the do cto r did?
• There  is about to be completed a study 
which identif ies these and other important 
fac tors—in dicators—bearing on access.  One 
of its purpo ses  is the develo pment of sta ndard 
means for  consist ent  measure men t of  these 
indicators.

The national survey  of acc ess  to medical  
care  was carr ied out by the Cen ter  for  Heal th 
Adminis tration Studies  of  the Univers ity of 
Chicago. ' The field work was conducted by 
the Unive rsity’s National Opinion Research

I. Principals in the study are: Lu Ann Aday, study 
direc tor: Ronald Andersen, principal investigator,  and 
Gretchen Voorhis Fleming and Grace Chiu, 
assistant study directors , all of  the Center for Health 
Admin istrat ion Studies, University  o f Chicago, 5720 
Woodlawn Avenue, Chicago, Illinois 60637. Support 
included grants from The Robert Wood Johnson 
Foundation totaling $1,229,143, and a $250,000 grant 
from the National  Center for  Health Services 
Research for  secondary and special analyses.

4 Special Report
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Cente r between September 1975, and Febru­
ary 1976. It  is based on a sample o f 7,787 
persons and is sta tist ically representat ive of  
the U.  S. population.

The study focuses on many factors  bel ieved 
to affect access fo r the entire  populat ion.  
Moreover , data fo r each ind icator  can be 
examined for sub-groups of  the tota l popu la­
tion— sub-groups defined by a number of  
important variab les, inc lud ing age; sex; race; 
income; region of  the country ; suburban, 
urban, and rura l residence; and education 
levels. (For  a graphic representation , see 
chart on pp. 8-9.) As a bonus, certain parts of  
the survey are comparable  w ith  o ther pro jects  
carried out in 1963 and 1970, so some trends 
can be seen.

The survey generated large amounts of data 
and the ana lytic  task facing the investigato rs 
has been form idab le. The challenge: out of all 
the info rma tion  available, identi fy those par­
ticula r indicators which appear to be most 
signif icant  in determin ing access fo r the tota l 
popu lation and fo r sub-groups as well.

In a number-oriented society,  noth ing 
makes a problem come alive  so much as the 
measurement o f it. Walter  Lippman, a ha lf 
century ago, said: “ The printing o f compara­
tive  statis tics of infant mo rta lity  is often 
followed by a reduction of the death rate of  
babies . . . the sta tistics make them visible , as 
visib le as if  the babies had elected an alderman 
to a ir the ir grievances.” 2

Grievances, indeed, have been aired about 
America’ s health system: its cost, and its 
accessib ility to such groups as minorit ies, 
rural  and inner cit y residents, and the aged. 
Attempts have been made to fix  deficiencies. 
Medicare and Medicaid are examples.

The new Un ive rsi ty o f Chicago study prom ­
ises to provide  abundant info rmation  enabling 
an assessment of the impact of  these and 
newer health init iatives . This  info rma tion  wi ll 
give new currency to the debates which shape 
changes in the nation’ s health laws— ranging 
from  recommendations of seeming m inor  con­
sequence to the sweeping changes impl ici t in 
proposals fo r nationa l health insurance.

Professional organizations , Congress, state 
legislatures, and other groups wi ll be able to 
evaluate the relative needs of  populat ion 
groups believed to have par ticu lar problems 
obtain ing medical care. Sim ilar ly,  over time , 
these data may define the nature of  the so- 
called crisis in American health care.

The study’ s principa l strength derives from  
its a ttempt to go beyond the raw numbers and 
to inte rpret and analyze what they mean.

This process is now underway  by principal 
investigator Ronald Andersen, 38-year-o ld 
sociolog ist, and his colleagues at Chicago. 
Ahead lie many more computer runs and 
much more analysis. Nevertheless, Andersen 
declares fla tly  that the wo rk " . . .  provides a 
comprehensive and t imely  baseline for  inform ­
ing the current  debates ove r national health 
policy  options intended to impact— directly o r 
ind irect ly— on access to medica l care in the 
United  States.”

Traditional Health Indicators  
in Perspective

Much past analysis o f the subjec t of  access 
has focused on counting doctors  (w ith  sug­
gested remedies concentrat ing on increasing 
the supp ly of  physicians) and has emphasized 
mortali ty and m orb idi ty statistics .

But the firs t approach is akin to  analyzing 
the energy shortage only by coun ting com er 
gas stations. And  the la tte r fa lls short because 
trad itional mortali ty and mo rbidi ty statis tics 
fail to reflec t adequately much that the health 
system does.

A health care system prov ides useful out­
comes other than prevention and cure— reas­
surance and encouragement, fo r example. As 
Walsh McDermott  puts it:  “ Med icine is 
. . . not a science but a learned profession 

that attempts to blend affa irs o f the sp irit  and 
the cold ob jec tiv ity  o f science. Every thing the 
physician does, therefore, is a b lend o f tech­
nology and samaritanism. By samaritanism is 
meant that col lection  o f acts, big and lit tle , 
that lends reassurance or at least gives support 
to someone t roub led by disease or illness.” 3

To  illustrate , the clin ica l capabi lity  o f pin­
ning broken hips among the injured elderly  has 
not changed the nation’ s gross m ortali ty statis­
tics, but it has increased the uti lizat ion  of  
medical  services and it contribu tes substan­
tia lly  to improv ing the quali ty of  these pa­
tients' lives .

Sim ilarly , take the case o f a woman visi ting  
a physician because of  a lum p in her breast. A 
diagnosis which reveals the lump is benign 
does not show up in mo rbidi ty stat istics, but 
that diagnosis represents a major benefit to the 
patient.

It is stat istical intangibles such as these—

Publication of  the final report is expected late in 
1978. For details about the survey, how it was carried 
out. many o f its stat istical aspects, and a
bibliography, see Technical Specifications on page 1$.

2. Lippman. Walter. Public Opinion. New York: The 
Free Press (paperback edition). 1965. p. 239.

3. From: McDermott, Walsh. “ Medicine: The 
Public's Good and One's Own.”  Cornell Univers ity 
Medical College Alumni Quarterly.  40 (I ) Winter 
1977. pp. 15-24. McDermott is Emeritus Professor of 
Public Health and Medicine at Corne ll and special 
advisor to the president. The Robert Wood Johnson 
Foundation.
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quality of life, samaritanism, and reassu r­
ance—that separate  mortality and morbidity 
statistics from the real world.

The Study:
Who Gets What Care

The national survey inves tigates five principal 
dimensions impinging on access to care: 
source of care, convenience of care, actual 
utilization of care, the need for care, and the 
patient’s satisfaction with care received. It 
examines all in considerable detail.

In the 1976 survey year, 76 percent of the 
population—160,000,000—saw a doctor. The 
percentage of  infants and small children seeing 
a physician was highest: 87 percent. The 
percentage declines sharply in the middle and 
late years of childhood, then climbs slowly 
through the adult years to a level of 79 percent 
for those 65 or older.

The report’s most significant findings show 
that the population at large—and every sub­
population group studied—has better  access 
to medical services today than in 1970 or 1963.

There are some instances of dramatic 
change. Chart 1 shows the improvement 
experienced by blacks since 1963 in one 
important measure: percentage  seeing a physi­
cian at least once in the previous year. And 
Chart 2 shows how the gaps between persons 
of different income levels have narrowed, 
though discrepancies continue.

“These trends,” says Andersen,  “corre­
spond to those which might be expected as a 
result of the implementation of Medicaid and 
Medicare in 1966. Medicaid and most health 
center  programs begun since 1963 were de­
signed to serve the low income population of 
all ages.”

The removal of financial ba rriers appears to 
have major impact on whether or not various 
groups have access to care. Whereas physi­
cian utilization by low and medium income 
groups has moved closer to that for the upper 
income group (Chart 2), the same narrowing 
of utilization has not occurred for dentis t visits 
(Chart 3). Andersen concludes: “ . . . dental 
services are least apt to be covered by existing 
financing mechanisms and it is this service for 
which the grea test inequities in use by family 
income and race . . . continue to pers ist.”

The study places special emphasis on 
whether or not persons surveyed indicated 
they had a regular physician or regular source

of care. Previous studies have shown a strong 
correlation between having a physician and 
seeking medical service when illness occurs. 
More than 78 percent of the population claim 
to have a physician they see regularly; another  
9 plus percent report a regular source of care 
(e.g., a clinic), but without identifying a 
particular physician.

That leaves almost 12 percent who have 
neither a physician nor a regular source of 
care. Andersen speaks frankly of this group: 
“Though this may appea r to represent a small 
proportion overall, it means that there are 
actually an estimated 24 million people who 
can identify no particular place or provider as 
their regular point of entry to the health care 
system.”

The survey data reveal that low income 
groups, urban blacks and Spanish heritage 
persons in the Southwest were less apt than 
whites to have their own doctor. And for all 
races, persons below the poverty level were 
less likely to have a regular source of care than 
those above.

Other findings include:
► 11 percent of the population spent at least 
one day in the hospital in the survey year
► 52 percent had a physical exam
► 49 percent saw a dent ist
► rural farm dwellers were less likely than city 
residents to see a physician
► low income Spanish heritage persons were 
least likely of all ethnic groups to see a 
physician
► most persons can reach their regular source 
of care within 30 minutes
► blacks, when in their doctor’s office, wait 
longer to see a physician than whites
► city res idents use specialists more frequent­
ly than other groups
► rural residents and farmers make greatest 
use of general/family practitioners
► 64 percen t of the population can obtain a 
doctor’s appointment within two days; 8 per 
cent have to wait more than 2 weeks.

Moving Toward A Measure 
of M edical Need

Although the survey’s findings clarify the 
picture of access to health care for different 
population groups, a central and intriguing 
question remains: are people really getting the 
medical care they need?

One o f Andersen’s colleagues, study direc-
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Chart  1

Percentage of 
Whites  and Blacks  
Seeing a Physician 
in a 12-Month Period

Whites

Blacks

The percentage o f  the  black 
po pu lat ion  seeing a 
phy sic ian  has increased 
substan tia lly  since 1963.
Whi le a sm all  gap  in physician 
ut iliza tio n remains 
between blacks  and  wh ites, it  
has closed dram at icall y 
since 1970. The Ch icago 
researchers repor t tha t the 
largest gains  were made  in 
areas o f  the centra l ci ty.

Chart  2

Percentage o f 
High , Me dium,  
and Low Income 
Groups Seeing a 
Physician in a 
12-Mo nth Period

A com par ison by incom e 
shows how  low  income  
groups  have increa sed thei r 
use o f  phy sic ian  services. 
Between 1963 and  1970, both 
low  and m iddle incom e 
groups  moved toward the high 
income grou p. Dur ing the 
nex t period,  a ll  three  groups  
moved  upwa rd to ge ther in 
uti lizat ion .

Chart  3

Percentage of 
High , Me dium,  
and Low Income 
Groups Seeing a 
Den tist in a 12- 
Mo nth Period

The impact o f  insurance is 
revealed in this chart  showing 
the percen tage o f  the 
popu lat ion  seeing a dentis t. 
For  a ll  incom e levels , the 
uti lizat ion o f  dentists  is  lower 
than fo r  physicians.  An d 
the gaps between h igh, 
med ium, and low income  
groups  in  1976 are n ot 
sign ific an tly  di ffe rent from  
1963. One reason: 88 per  cent 
o f the  popula tion have 
some fo rm  o f  medical 
insurance : only  18 pe r cent 
have dental insurance.

Nu mbe r One/1978
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to r Lu  Ann Ad ay , puts it this  way : “ Is the 
level  o f access to  the system medically  appro­
priate or  not? "

To  probe this important area,  the Chicago 
researchers have taken their methodology a 
step beyond some methods already in wide ­
spread use and have pursued a new experi­
menta l approach whic h uti lizes  what  is called 
the symptoms-response rat io.  Th is approach, 
they say, "re fle cts the d ifference between the 
number o f people wi th  a g iven  mix  o f symp­
toms who contact a physic ian at least once for 
the symptoms and the num ber that a panel o f 
medical professionals  say should contact a 
docto r for  the s ym pto ms ."

To  develop  this measure, the research team 
asked a panel o f medical schoo l phys icians to 
dete rmine fo r a varie ty o f symptoms an 
app ropr iate  level o f medical  care that could be 
considered standard. They did  it  this way. 
Each doctor  pa rtic ipa ting in the panel was 
asked “ to  estimate, based on his tra ining and 
expe rience, how many people out o f 100 
manifes ting a cer tain  sym ptom should see a 
docto r fo r it . "  Fo r example, frequent head­
aches are considered to be a symptom requ ir­
ing the atte ntio n o f a physician in nearly all 
cases fo r young ch ild ren, less freque ntly  
among adults.

The study group then compared this  stan­
dard wi th  the actual experiences reported  by 
the tota l pop ula tion and spec ific sub-sets o f 
the pop ula tion . The result:  based on 1976 
data, vi rtu al ly  all groups saw doctors  more 
often  than the panel o f doc tors estimated 
should  be the case.

To  refine  the technique  fur ther , a second 
group o f doc tors was impaneled consisting 
this time o f com munity -based , pr ima ry care 
phys icians from throug hou t the nation 
" . . .  since a non-academic group was 
thought to be more representative  overa ll of  
U.S . pr imary care phys ici an s. "4

Th is panel provided the  cr ite ria  necessary 
to deve lop a second sym ptom index. The 
doctors  analyzed 22 sym ptoms, including 
headaches, rash, dia rrhea,  heart pain, weight 
loss, and “ tired mornings,"  and , as befo re, 
estimated a standard. The  community-based  
panel o f physicians recommended that pa­
tients see physicians more f requently than the 
orig inal  panel.

Arm ed wi th this second inde x, the research 
team compared it once again wi th  the actual  
experiences reported by the pop ula tion and

4. The pr im ary care physician panel consisted o f 36 
physicians fro m th e fo llo wing spec ial ities: inte rna l 
medic ine , 18; fam ily /general  prac tice.  10; and 
pedia tric s. 8. Physic ians fr om  ob-gyn are to  be in cluded 
in fu ture  w ork on th is measure. The  o rig inal panel of 
physicians inc luded 40 Unive rs ity  o f Ch icago medical 
facu lty  from  these speciali ties : in terna l medic ine , 13; 
surgery,  9; pedia tric s, 7; obste tric s-gyneco log y, 6; 
psychiatry , 5.

several sub-groups. By this measure, the tota l 
pop ula tion sees phys icians 6 percent less 
frequently than recommended. (Results o f the 
second panel are inc orpora ted  in the chart 
show ing leading indicato rs o f access, pp. 8-9.)*  

Andersen is the firs t to  caution  that these 
data  must be interp reted wi th  care, so as to 
avoid incorrec t conclusions.  He  points  out 
that the physician panels provided judgments 
only at a general level,  not  at an ind ividual , 
patient-speci fic level. Fu rther, the experiment 
covers on ly a segment o f an ind ivid ua l's 
overa ll medical care needs. Patients undoubt­
edly  vis it their d octors  at times simply fo r the 
reassurance provided. Andersen believes that 
a special value  o f this index lies in being able 
to compare use to  need for various  population 
categories.

Th is phase o f the study—s til l in its early 
stages o f deve lopm ent and refinement—is 
important and has already proved to be 
controvers ial.  But  Andersen strong ly believes 
that the study o f access demands a way to 
measure need and he and his team inten d to 
con tinue to pursue this  approach.

If , in fac t, differences do exis t between 
what  patients do and what some doc tors  think 
they  should do , it perhaps should not  be 
considered surp rising. Medic ine  is an inexact 
science and wid e varia tions exist in the be­
liefs, op inio ns, and perceptions o f docto rs,  as 
we ll as patients.

Are Peop le Satisf ied? What Americans 
Think  About the Care  Th ey Obtain

Whether or  not  people are satisfied with 
thei r medical care, the Chicago researchers 
bel ieve, is an important dimension o f access 
and one part  o f the survey measures satis fac­
tion : how patients feel about thei r encounters 
wi th  the system.

Studies on consumer satisfac tion  in many 
areas, inc lud ing  health, have been increasing 
in recent years. Cr itic s o f th is approach argue 
that patients are not app ropria te judges o f 
thei r heal th experiences because they lack 
suf ficient  technica l knowledge  to make an 
inform ed ju dgme nt .

The study team does not agree wi th  that 
conte ntion . Gretchen Fleming, assistant 
study di rector , notes: "Q ue ry ing consumers 
der ives  from the ve ry not ions  on which 
dem ocracy its el f is defended—that it is appro­
priate fo r the public to  be inv ited and even

5. Among popula tion sub-groups analyzed thus fa r, 
ch ild ren  represent an excep tion: their  ut iliza tio n pat tern 
is 19 percen t above the pa nel's est ima te o f need. T his  
findin g is f o r the to ta l po pu lat ion  o f ch ild ren,  and its 
in terp re ta tio n w ill  have to awai t fur ther  data  analysis  
fo r gro ups o f ch ild ren describ ed by family  income levels 
and other p oten tia lly  signif icant cha rac ter ist ics .

10 Special Report
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Ch ar t 4 Among Those Who Saw a Physician in a 12-Month
Period, Percentage Dissat isfied/Sat isfied with
Various Aspects of  the Visit

Out-of-pocket 
cost of  care O.uainflfd 37% Sainted 63%

Time wail ing  to see 
the docto r 72%

Inform atio n given by docto r 
about wha t was wrong 82%

Time between calling for  
and receiving appoin tment 84%

Tim e spent w ith the doctor 84%

Amount o f concern doctor  
seemed to have 87%

Qu alit y o f care patient fe lt
T % ----

was provided 87%

Cost o f trave ling to the 
doctor* ! office 87%

Time to travel to  the 
doc tor ’s office 88%
Courtesy, considera tion 
shown by receptionist 91%

Courtesy, consideration 
shown by doctor 92%

Courtesy, consideration
shown by nurses 93%

The  overall visit to the doctor 88%

To determ ine whether 
people  are  sa tisfi ed or 
dissati sfied with their  
med ical care, the research 
group a ske d quest ions o f 
all per sons who ha d v isited a 
doc tor  during the past  
year.  The qu estions  probed  
impressions o f specific 
aspects  o f  the  visit.  
“Responses  were very 
ske wed tow ard  the  posi tive  
end o f  the  sc ale ," the 
group reports. For th e to tal  
population, cos t is the 
greatest cause o f  
dissatis fact ion. Overall,  
the  chart reveal s the U.S . 
popu latio n is gene rally  
satisf ied.

Number One/1978
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Chart 5 Among Those Who Saw a Physic ian in a 12-Month
Period, Percentage Dissatisfied  with Various Aspects 
of  the Vis it C lassified by the Nature o f the Experien ce

Aspect of the visit Percentage dissatisfied

Time to trave l to the 
docto r's office

Less than 15 minutes

15 to  30 minutes

30 minutes to 1 hour

■  4%

■ M B  13%

More than I hour

While people generally  
express sa tis fac tion with 
most  aspects o f the ir medical  
experiences, there  comes a 
time fo r  most when they  cross 
a th reshold o f tolerance.
A t tha t point , satisfaction 
turns to dissat isfaction.
Each varia ble—trav el t ime,  
cost, amount o f lime  spent 
with the docto r, appointment 
wai ting  t im e—has its  
special thresho ld. This cha rt 
matches a range  o f 
experiences with a set o f 
variables and shows levels 
o f dissatis fac tion. Overa ll, it  
captures some sense o f the 
dynamics o f  the doctor- 
patient rela tionsh ip.

Time between call ing  for 
an appointme nt and the 
appointment

Up to 2 days 

A days to 2 weeks

More than 2 weeks

Time waiting to see the Up  to 30 minutes 
doctor

30 minutes to I hour

More than I hour

135*

■■■■113%

-15%

urged to  voice  judgments,  and tha t such 
opin ions should be taken serio usly . Should 
consumers ' views appear ill- informed  to po li­
cy makers o r those who possess more techni­
cal informa tion on the subject, it is the ir (the 
po licy makers) pre rogative in turn  to  try to 
convince the consumers otherw ise by making 
fur ther  in forma tion ava ilab le to  th em ."

The study probes in some depth  whether 
patients are satisfied or  dissatisfied wi th the 
care they rece ive. Chart  4 summarizes how 
the U.S . populat ion feels about var ious as­
pects o f its  most recent doctor  visit .

Time spent wa iting to see a docto r and the 
amount o f in forma tion given to the patient  by 
the docto r are majo r areas o f dissatisfaction. 
But  no factor  rivals  cost as a cause of  
dissat isfaction .*

As wi th  a ll aspects o f the study, each fac tor  
has been analyzed by income, age, race, 
region,  sex and oth er  varia bles , and the 
fo llowing  generalizations  can be made:

► satisfac tion  w ith  care rece ived increases 
wi th  age
► persons in  the South are least satisfied
► persons w ith  higher income and more educa­
tion are the most satisfied
► blacks are less satisfied  than whites
► persons who see thei r own docto r regularly 
are more  satisfied than persons who see 
di ffe rent  doctors  in  a series o f vis its
► rural blacks in the S outh  are least  satisfied o f 
all groups
► people o f Spanish origin  in the Southwest 
are less satisfied than o the r whites.

The  study team has carried  its analysis o f 
sat isfaction and dissat isfaction an important 
step fur ther . Chart 5 illus trates how they 
analyze d iffe ren t var iables. The chart shows a 
range of actual experiences reported  by pa­
tien ts,  together w ith  the percentage o f patients  
who are dissatisfied wi th  various  aspects o f 
that experience. Fo r exam ple,  dissatis faction  
wi th  the amount o f t ime it takes to get to  the

6. Cost and utilization both are being probed in a new 
study being c onducted by  the federa l government's 
Na tiona l Cen ter fo r Health Sta tis tics ( nc hs ) which 
car ries out extens ive  research on many aspects o f the 
nation's  health system  Th e stud y,  w hich is 
co llecting  1977 da ta from a national sample o f 11.500 
households, is being jo in tly  con ducted with  the 
Na tiona l Cente r f o r Health Servic es Research.

Special Report
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Aspect of the visi t Percentage dissatisfied

Tim e spent w ith the doctor Less than 15 minutes 29%

15 125 minutes 11%

More than 25 minutes

Inform ation  given by 
doctor about what was 
wrong

A great deal a  ,<*

A moderate amount — ,3%

V

A lit tle

Almntl nothing —

None

Out-of-pocket 
cost of  care

$1 to $6

$7 to $10

$11 to $15

$16 to $24

$25 and More

docto r's  office ranges fro m a low percentage 
o f 4 percent fo r those who required less than 
13 minutes to a high o f 37 percen t dissat isfied 
if  the t rip  took  o ver 30 minutes.

“ It  is ve ry clear that the kinds o f events that  
surround de livery o f care strong ly affect peo­
ple's levels o f sa tis fac tion,"  the study team 
concludes . “ Consumers in general are not 
inclined to be highly  cr itica l o f the ir medical 
care."

Th e Paradox of  Personal Satisfaction 
and Perceived Cris is

But  then comes a paradox. Despi te the  survey 
data wh ich  show, gen era lly,  a high leve l o f 
satisfa ction, as we ll as increased access to the 
health system fo r Americans o f all ages and 
races, the study also shows that 61 percent o f 
the populat ion — 125,000,000 people— believe 
there  is a cri sis  in health care in the U.S . And  
another 26 percent are so unce rtain  they

cannot deny it . '
Why this  pa radox exis ts is a m ystery  s till  to 

be probed—not on ly by  the Chicago team, but 
by oth er investigators  as well.

It  could be a produc t o f the human propen­
sity  to seek reassurance and support when  in 
need. When people contemplate  thei r own 
medical care (i .e ., "W ere you satisfied wi th 
what  y ou r doc to r did  fo r yo u? ") , the response 
is from the perspective o f a pa tient—each 
indiv idual is then a sta tistic  o f on ly one and 
answers are shaped accord ing ly.

It  is quite ano ther ma tter to  respond to 
questions about health  in the abs trac t, simply 
as a par t o f the aggregate (i .e .,  “ Is there a 
cris is in heal th care?" ).

In  spite  o f these mixed percept ions  about 
what  goes on in Americ a's  health  care system , 
the nationa l survey  o f access to med ical care 
provides important new  insight  into the how  
and why o f the  system and is a study o f 
importance l ikel y to  be analyzed fo r years.

7. The issue of a cris is in  health care was measured in the 
1970 survey as wel l and has been quoted at 76 per 
cent How ev er , the test  quest ion  was alte red  s lig ht ly  in 
the 1976 survey , so d irect com parison is imposs ible

Number One/1978



Health Opinions of  the U.S. Population*

Some th ings  people say The re is a cr isis  in  health care today in the United States. 61% 26% 13%
ab ou t he al th  c are,  d oc to rs , 
and  ho sp ita ls . A person understands his own  health  better than most 

docto rs do. 29% 15% 56%
If  I have a medical quest ion.  I can reach someone for  help 
wi tho ut any problem. 70% 13% 17%
Witho ut proo f that you can pay. it ’s almost impossib le to 
get admitted to the hospital 56% 25% 19%
Doctors always  do  the ir best to  keep the pat ient from  
wo rry ing . 60% 24% 16%

In an emergency, i t’ s very hard to  get medica l care qu ick ly. 38% 15% 47%
More hospita ls arc needed in  this  area. 39% 26% 35%
Sometimes doc tors take unnecessary risk s in treating the ir 
patients. 22% 41% 36%
Docto rs always trea t their  pat ients wi th respect. 67%, 16% 17%
Medica l insurance coverage shou ld pay fo r more expenses 
than  i t does. 63% 24% 13%
Docto rs cause people to  wor ry  a Io, because they don', 
exp lain  medical problem s to patients. 40% 20% 40%
Most people receive medical care that cou ld be be tter. 48% 35% 17%
Docto rs ask wha t foods patients  eat and exp lain why 
cer tain  foods are best. 40% 26% 34%

I f  more than  one fami ly mem ber needs medical care , we 
have to  go to  diffe ren t docto rs. 35% 11% 54%

There is a big  shor tage o f fa mily  doctors around here. 51% 26% 23%

Yes No Uncertain

O pin ions ab ou t nurse  
pra cti tioners  an d ph ys ic ian 's  
ass istants do ing some o f

Do the pre lim ina ries of a medical exa mination before the 
docto r comes in . inc lud ing medical his tory tak ing , blood 
pressure, and so on? 84% 10% 6%

the  tas ks  t ra d it io na lly  
pe rfor m ed  by  doc to rs .

Decide whether or  no, you need a do cto r when you go to  a 
cl in ic  or  a do cto r's  of fice when you are no, feeling well? 31% 58% 11%
Provide fo llow-up  care and trea tmen t af ter a physician has 
diagnosed your  cond itio n and prescribed treatment? 58% 31% 11%
See pregnant w omen and babies on the ir regular v isi ts when 
no thin g seems to be wrong? 46% 36% 18%

8. A Hea lth Opinions quest ionn aire was an in tegral  
part o f the  nation al survey. Emphasizing to the 
respondents that there were no " r ig h t"  or  "w ro ng" 
answers, it probed their  v iew s on a w ide variety of 
health and personal issues. Mu ch o f the da ta 
collected in the nationa l survey  have been incorpora ted

in to  various ind ices and scales,  but in th is par ticula r 
sec tion  the raw  responses themselves reveal inte res ting 
infor mat ion abou t what the U.S.  popu lat ion  thin ks 
about health in the broadest sense. Some examples are 
presented here.  A ll  percentages have been rounded 
to  equal 100 percent across each item .
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Technical Specificat ions

The 1976 survey is the fifth in a series of national 
household surveys o f health care utiliza tion and 
expenditures conducted by the Center for  Health 
Admin istration Studies. The previous four— 1953, 1958, 
1963, and 1970—emphasized estimates o f families' 
total health care experiences and costs. The 1976 survey 
focuses on access issues. While the emphasis o f the 
1976 survey dif fers from earlier ones, some questions 
were designed for comparab ility.
The Study: Between September 1975 and February 1976 
interviews were conducted with 7,787 persons in 
5,432 households representing the non-institutionalized 
population of the United States (among the 
exclusions: groups in prisons, long term care 
institutions , relig ious institu tions, military 
installations). The sample was representative o f a 
population estimated at 209,065,000. A ll population 
calculations in this report are computed on this base. 
Overall response rate was 85 percent.
Oversampling: There was supplementary sampling of 
persons experiencing episodes of  illness, non-SMSA 
(Standard Metropo litan Statistical Areas) Southern 
blacks, and Spanish heritage persons living in the 
Southwest. Oversampling was done to insure that a 
sufficient number of  cases would be available for 
analysis. All  computations are weighted d istribu tions to 
correct for the oversampling and to a llow estimates 
to be made for the total non-institutionalized U.S. 
population.
Regions: Standard U.S.  Bureau o f the Census regions 
were used in the study: Northeast, South, North 
Central, West.
Blacks: Because o f the particular variable defin itions 
employed, the category o f blacks includes a small 
proportion o f other non-white persons.
Urban Blacks: The urban black category includes a small 
proportion of non-urban residents.
Rural Southern Blacks: This category is defined as 
blacks who reside in areas outside smsa's in the 
states of Arkansas, Alabama, Delaware, Florida, 
Georgia, Kentucky, Louisiana, Maryland,
Mississippi, North and South Carolina. Oklahoma, 
Tennessee, Texas, Virgin ia, West Virginia  and the 
District of  Columbia.
Spanish Heritage, Southwest: This category includes 
persons who had Spanish surnames, or who were from 
families in which the head or spouse spoke Spanish 
as a child. The sample was drawn from Arizona, 
California, Colorado, New Mexico, and Texas. 
Suburban Residents: This category includes persons 
living in smsa's, but not in the central c ity.

Income: Family income levels used in the 1976 study are 
as follows: Low  (below $7,999 annual income),
Medium ($8,000-$ 14,999), High ($15,000 and above). 
Income categories in the three studies— 1963, 1970, 
and 1976—were diffe rent to reflect differences 
in infla tion for  the respective time periods. For all • 
studies, approximately one-third of  all families 
fell into each o f the income categories.
Determination o f poverty level cu toffs conforms to  a 
Social Security Administra tion index.
Additional Reading:
Aday, Lu Ann. “ Economic and non-economic barriers 

to the use of  needed medical services ." Medica l 
Care 13: 447-456, June 1975.

Aday, Lu Ann and Ronald Andersen. "A  framework 
for  the study o f access to medical care." Health 
Services Research 9: 208-220, (Fall)  1974.

Aday, Lu Ann and Ronald Andersen. Development o f 
Indices o f Access to Medical Care. Ann Arbor : 
Health Admin istrat ion Press, 1975.

Andersen, Ronald and Odin W. Anderson. A 
Decade o f Health Services. Chicago: University  o f 
Chicago Press, 1967.

Andersen, Ronald and J. Newman. "Soc ietal and 
indiv idual determinants o f medical care 
uti liza tion .”  Milbank Mem oria l Fund Quarterly 51: 
95-124, (Win ter) 1973.

Andersen, Ronald, et al. Equity  in Health  Services: 
Empirical  Analysis in Social Policy. Cambridge: 
Ballinger Publishing Co., 1976.

Andersen, Ronald et al. Two Decades o f Health 
Services: Social Survey Trends in Use and 
Expenditures. Cambridge: Ballinger Publishing 
Co., 1976.

Axelrod, S. J. et al. 1976 Medica l Care Chart Book. 
Ann Arbor: University of  Michigan School of Public 
Health,  1976.

Davis, Karen and R. Reynolds. “ The impact o f 
Medicare and Medicaid on access to medical 
care." In R. N. Rosett (ed.) The Role o f Health 
Insurance in the Health Services Sector. New 
York: National  Bureau o f Economic Research, 1975.

U. S. Health Resources Administrat ion. Health  o f 
the Disadvantaged (Chartbook). Hyattsville , MD, 
1977. D HEW  Publication No. (HR A) 77-628

U.S. Health Resources Administration.  Health United  
States 1976-1977 (Chartboole). Hya ttsv ille,  MD,
1977. D HEW  Publication No. (HR A) 77-1233

Lewis, Charles et al. A Right to H ealth: The 
Problem o f Access to Primary M edical Care. New 
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Se na tor  K ennedy. Th an k you. In iti al ly , you had hea lth  services 
researc h in  your  dep art me nt,  did  you not ?

Dr . Lee. Wh en I  was Assis tan t Secre tary, we esta blished  the  Na ­
tional Cente r for He al th  Serv ices  Research, and  we established  th at  
wi thin the  He al th  Serv ices  and  Mental  Hea lth  Ad minist ra tio n— 
at th at  time  th inking  i t was importa nt to insula te it from the  d ay-t o- 
day  dem ands of policy. Bu t it  prov ed to  be too disco nnected  fro m policy 
in th e fi rst 5 to 6 years.

Now th at  Dr.  Rosenthal  is t he Di rec tor , he has  moved it  very much 
into a much m ore policy oriented,  bu t stil l str on g research  base, which 
we very  much need.

Se na tor  K ennedy. Isn 't  th at  an addit ion al reason to  spin  th is off into 
the  kind  of org ani zat ion al struc tur e th at  we have  out lined here -----

Dr . Lee. I th ink so, absolutely.
Sena tor  K ennedy [co nti nu ing ]. Based on your own expe rience?
Dr . Lee. The yea rs of experien ce we have  had  firs t of all in the 

Hea lth  Services and  Men tal He al th  Ad mi nis tra tio n, and  the n in the  
Hea lth  Resources Ad mi nis tra tio n convinces  me it  should be done. 
In  the past the  Cente r did  no t ge t the  su pp or t it  needed in HR A.  
The people  in the Adm in ist ra to r’s Office did  no t give  the  pos itions 
needed, and  they did  no t support  the ap prop ria tio ns  requests. In  the  
kin d of  a se ttin g we have proposed , the cen ter will be out the re where  
it  c an be viewed on its  own merits  in rel ation  to oth er healt h services 
researc h priori ties.

Se na tor  K ennedy . OK .
Dr . Rem ington ?
Dr . Remington. Than k you, S enato r Kennedy .
I  have a br ief sta tem ent th at  I would  like to make in opening . It  

has  been my privilege  to serve as a con sul tan t to most of the  in div idu al 
ins titute s of the  Na tional  In st itu tes of  He alt h,  to the  U.S.  Ve terans' 
Ad mi nis tra tio n, to the  Na tional Cente r fo r He al th  Serv ices  Rese arch  
and the  Na tional  C ent er for H ea lth  Sta tis tics.

I am pre sen tly cha irm an of  the  counc il on epidemiology of  the  
Am erican He ar t Associa tion , and  as you noted in your  int rod uction, 
imm edia te past pre sident  of the Asso ciat ion of  Scho ols of Public 
He alt h.

Today, as a member o f i ts execut ive comm ittee,  I  re presen t the  lat te r 
associat ion and will ven ture, I guess, to speak fo r them—an organiz a­
tion  composed of the  19 accred ited  U.S . schools of  pub lic  hea lth.

The se sc hoals a re located within some o f ou r co un try ’s leadin g public  
and pr iva te universities, and  each school has  a major  intere st in the 
Na tional In sti tu tes of  He al th  Care  Research Ac t of  1978.

Th is  act is in the  best  intere st of the Na tio n’s health, and  it  is a 
privilege  for me to endorse  it with ap prop ria te  mod ifica tions as ou t­
lined la te r in the  sta tem ent and  to  urge , af te r due del ibe rat ion , its 
enactment  into law.

The p resent  system  fo r p rovid ing  personal  and public  hea lth  services 
to the  American peop le is serio usly  fragm ent ed. Un fortu na tely , th at  
fra gm entat ion , I th ink,  exte nds  to the  Fe de ral  healt h bureaucracy  
and int erf ere s with optim al allocation of  scarce resou rces tow ard  
discovery of  solu tion s to problem s of healt h promotion  and  disease 
pre ven tion and  tre atm en t.
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The present legislation would bring together several of these f rag ­
ments to form a better coordinated and more productive unit, the 
National Institutes of Health Care Research.

The proposal to create a National Center for the Evaluat ion of 
Medical Technology is an idea whose time has surely come. My own 
research has been mainly devoted to statistical and epidemiological 
evaluation of drugs, surgical procedures, medical devices, and pre­
ventive strategies, utiliz ing randomized controlled clinical trials , com­
parative  studies, follow-up investigations, and surveys.

There is presently no unit of the Federal Government devoted 
primar ily to the total evaluation of new modalities for the prevention 
and treatment of disease. The Food and Drug Administration has 
major regulatory responsibility for new drugs prior  to marketing, but 
until now has shown little systematic interest—here, the operative 
word is “systematic,” I  think—in agents afte r thei r release for gen­
eral use.

Senator Kennedy. Let me ask. What is your view’—and then maybe 
Dr. Lee would comment on this—Should we have a more forceful 
regulatory process, in terms of medical practices, like FDA does with 
drugs?

Dr. Remington. I think that  makes good sense. In the drug  field 
itself, we seem to lose interest in drugs once they have come on the 
market. And I know that you have held hearings on this matter  
several times in the past.

I think there needs to be a much more systematic evaluation of 
drugs tha t have been around a while, some of which have effects tha t 
are not visible in the first three phases of testing.

Senator Kennedy. We are moving on that  very closely with the 
administration. I am jus t wondering in terms of the total ity of pro­
cedures, though, if w’e should not get sort of a measure of inputs and 
outputs, just in terms of information, perhaps as a star ter—maybe 
later it gets into something else—just in the area of technology, ob­
viously, and try to do health evaluations and other factors.

I do not know what sense either  of you have about the importance 
of tha t process.

Dr. Remington. We might take surgical intervention as an ex­
ample. At present, there really is no system for applying the clinical 
trial  methodology to surgical intervention that we have had in the 
pharmacologic intervention field for some time. And I think tha t is 
an oversight. These are im portant interventive strategies, and I think 
they really need to be systematically evaluated.

Dr. Lee. I think in the d rug area tha t the phase 4 notion of testing, 
where the drug is used in a fairly large population group, but with 
careful surveillance and a limited number of physicians and pharm a­
cists and involved in the prescribing and dispensing is a good idea. 
It would be difficult, when drugs are approved for more general use, 
to furth er restrict their  use. I have been an advocate, as you probably 
know, for years of restric ting chloramphenocol to hospital-based 
physicians.

We know that in hospitals, we can and we do restric t the use of 
drugs. I think  we should have much more careful restriction of par­
ticularly  antibiotics within the hospital. And I think that  is the 
setting in which that can be accomplished.
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I am not sure th at the best way to accomplish this  is with Federal 
regulation. I think we can do a much better job, and I th ink the FDA 
should be involved much more aggressively in education. I think we 
need things like a compendium of drugs for physicians. The FDA 
drug bulletin could be used much more effectively-----

Senator Kennedy. I suppose if you knew the amounts that were 
being used-----

Dr. Remington. We wish we knew.
Senator Kennedy [continuing]. And the procedures and the out­

puts, without getting into saying who is going to do what to whom— 
but just in terms of information, I think you clearly have to start off 
with that in mind on it. But it seems to me we have not got those 
measuring devices a t the present time. We do not have tha t kind of 
information tha t is generally available.

Dr. Lee. I t is interesting to note that  the Center for Heal th Services 
Research is supporting a project at Stanford to develop a hospital- 
based d rug information system. Once that system is well developed, 
we will have a methodology that can be applied very widely in hospi­
tals to have a surveillance on prescribing, and it could have I think a 
significant impact, for example, on drug—drug interactions and the 
prevention of adverse drug reactions in tha t area alone. In addition, 
such a system could make sure that if an unauthorized drug was 
prescribed that an automatic consultation could take place.

We absolutely have to have the information systems. Without that,  
we really could not do the job.

Senator Kennedy. Let me ask Dr. Remington, what about an In ­
stitute on Prevention? Where do you come out on that? Should we 
be adding that?

Dr. Remington. Well, in my statement, I rathe r strongly recom­
mend that  as one of the possibilities. Frankly , the area that I find to 
criticize in the legislation, and it takes some hard  looking, because I 
do favor the legislation as you have proposed it, is in that area of 
prevention.

I see a National Insti tute for Prevention as an important  addition 
to the National Insti tutes for Health Care Research.

I have also proposed, changing the title of the Institutes , to broaden 
it somewhat.

Senator Kennedy. What about NIH  for such an institu te; what 
are your thoughts  about tha t ?

Dr. Remington. Well, that would be interesting. I would fear my­
self, within the NIH  umbrella, that if prevention is isolated as a 
separate institute, it would be a place to put activities that really are 
not all that important.

It  would be in an identifiable location, and the rest of the Institutes 
can get on about the “really important” business of stomping out 
disease at the individual patient level by direct intervention.

Now, that  is a rathe r cynical point of view. I do not mean to be 
accusatory in this. I think NIH  is a marvelous organization with im­
portant activities within each of the institutes.

I would worry that  if an Insti tute for Prevention is formed, for 
example, the very excellent Epidemiologic U nit within the National 
Heart.  Lung, and Blood Institute might be pulled away and removed 
from the focus on cardiovascular disease that I think  is appropr iate.
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I th ink it is a delicate  balance,  bu t I would  fav or  b rin ging  p rev en ­
tion into an aggre gate of the  sor t you have  proposed in the  new Na ­
tional In sti tu tes struc ture.

Sena tor  K ennedy. W ha t about the  env ironm ental healt h sciences? 
Cu rre nt ly , N IH  does most of the  work in thi s area . Sho uld  th is be 
over  in the  Na tional  In sti tu tes of He al th  Care Research?

Dr.  Remington. It  is certa inl y ap prop ria te  th at  an emphasis on 
env ironmental science would  belong in an insti tu te  devo ted to pub lic 
health r esea rch; there  is no que stion abou t th at.

On the  oth er hand , the re are  im po rta nt  env ironm ental hea lth-  
related research  th ru sts now in NIO SH , in the Na tional  In st itu te  of 
En vir onme nta l He al th  Sciences, and  in EPA . And it  seems to me that  
shou ld be the  sub ject  of anoth er reo rga nization discussion.

I ge t confused  when I look at the  Federal  env ironm ental health 
research  struc tur e. It  is difficult to know which agency has what 
responsibility.

[The prepared  sta tem ent  of Dr . Rem ington  fo llo ws :]



248

TESTIMONY OF RICHARD D. REMINGTON, PH.D., DEAN,
UNIVERSITY OF MICHIGAN SCHOOL OF PUBLIC HEALTH 

BEFORE U.S. SENATE SUBCOMMITTEE ON HEALTH 
AND SCIENTIFIC RESEARCH

FEBRUARY 7, 1978

MR. CHAIRMAN, MEMBERS OF THE COMMITTEE. I AM RICHARD

D. REMINGTON, DEAN OF THE UNIVERSITY OF MICHIGAN SCHOOL OF ♦

PUBLIC HEALTH. IT HAS BEEN MY PRIVILEGE TO SERVE AS CONSULTANT

TO MOST OF THE INDIVIDUAL INSTITUTES OF THE NATIONAL INSTITUTES

OF HEALTH, THE U.S. VETERANS ADMINISTRATION, THE NATIONAL CENTER *

FOR HEALTH SERVICES RESEARCH, AND THE NATIONAL CENTER FOR HEALTH

STATISTICS. I AM PRESENTLY CHAIRMAN OF THE COUNCIL ON EPIDEMIOLOGY

OF THE AMERICAN HEART ASSOCIATION AND IMMEDIATE PAST PRESIDENT OF

THE ASSOCIATION OF SCHOOLS OF PUBLIC HEALTH. TODAY, AS A MEMBER 

OF ITS EXECUTIVE COMMITTEE, I REPRESENT THE LATTER ASSOCIATION,

AN ORGANIZATION COMPOSED OF THE NINETEEN ACCREDITED U.S. SCHOOLS

OF PUBLIC HEALTH. THESE SCHOOLS ARE LOCATED WITHIN SOME OF OUR 

COUNTRY'S LEADING PUBLIC AND PRIVATE UNIVERSITIES, AND EACH SCHOOL 

HAS A MAJOR INTEREST IN THE NATIONAL INSTITUTES OF HEALTH CARE 

RESEARCH ACT OF 1978.

THIS ACT IS IN THE BEST INTEREST OF THE NATION'S HEALTH,

AND IT IS A PRIVILEGE TO ENDORSE IT WITH APPROPRIATE MODIFICATIONS 

AS OUTLINED LATER IN THIS STATEMENT AND TO URGE, AFTER DUE DELIB­

ERATION, ITS ENACTMENT INTO LAW. THE PRESENT SYSTEM FOR PROVIDING

PERSONAL AND PUBLIC HEALTH SERVICES TO THE AMERICAN PEOPLE IS 

SERIOUSLY FRAGMENTED. UNFORTUNATELY, THAT FRAGMENTATION EXTENDS 

TO THE FEDERAL HEALTH BUREAUCRACY AND INTERFERES WITH OPTIMAL

ALLOCATION OF SCARCE NATIONAL RESOURCES TOWARD DISCOVERY OF

SOLUTIONS TO PROBLEMS OF HEALTH PROMOTION AND DISEASE PREVENTION

AND TREATMENT. THE PRESENT LEGISLATION WOULD BRING TOGETHER



SEVERAL OF THESE FRAGMENTS TO FORM A BETTER COORDINATED AND MORE

PRODUCTIVE UNIT, THE NATIONAL INSTITUTES OF HEALTH CARE RESEARCH. 

THE PROPOSAL TO CREATE A NATIONAL CENTER FOR THE EVALUA­

TION OF MEDICAL TECHNOLOGY IS AN IDEA WHOSE TIME HAS SURELY COME.

MY OWN RESEARCH HAS BEEN MAINLY DEVOTED TO STATISTICAL AND

EPIDEMIOLOGICAL EVALUATION OF DRUGS, SURGICAL PROCEDURES, MEDI­

CAL DEVICES, AND PREVENTIVE STRATEGIES, UTILIZING RANDOMIZED 

CONTROLLED CLINICAL TRIALS, COMPARATIVE STUDIES, FOLLOW-UP 

INVESTIGATIONS, AND SURVEYS. THERE IS PRESENTLY NO UNIT OF THE 

FEDERAL GOVERNMENT DEVOTED PRIMARILY.TO THE TOTAL EVALUATION OF 

NEW MODALITIES FOR THE PREVENTION AND TREATMENT OF DISEASE. THE 

FOOD AND DRUG ADMINISTRATION HAS MAJOR REGULATORY RESPONSIBILITY 

FOR NEW DRUGS PRIOR TO MARKETING, BUT UNTIL NOW HAS SHOWN LITTLE 

SYSTEMATIC INTEREST IN AGENTS AFTER THEIR RELEASE FOR GENERAL 

USE. FURTHERMORE, EVALUATION OF SURGICAL PROCEDURES, PREVENTIVE 

STRATEGIES, AND COST-EFFECTIVENESS OF NEW TREATMENTS ARE NOT 

ADDRESSED IN AN ORGANIZED MANNER BY ANY AGENCY. THE PROPOSED 

CENTER IS URGENTLY NEEDED. WHILE IT IS NOT INTENDED TO REPLACE 

THE IMPORTANT WORK OF FDA, NIH, CDC, AND OTHER AGENCIES ENGAGED 

IN THE ASSESSMENT OF MEDICAL TECHNOLOGY, THE CENTER WILL PLAY A 

KEY ROLE IN COORDINATING, EVALUATING AND SETTING PRIORITIES FOR 

THE FULL RANGE OF PREVENTIVE AND THERAPEUTIC INTERVENTIONS.

THE NATIONAL CENTER FOR HEALTH STATISTICS IS AN EXCELLENT 

AGENCY CHARGED WITH THE RESPONSIBILITY OF KEEPING TRACK OF BIRTHS 

DEATHS, MARRIAGES, DIVORCES, AND CASES OF ILLNESS. IN ADDITION, 

IT COORDINATES HEALTH STATISTICS COLLECTION AND ANALYSIS AT THE 

FEDERAL, STATE AND LOCAL LEVELS.
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YET OUR INABILITY TO TRACE PATTERNS OF HEALTH AND DISEASE

THROUGH THE POPULATION IS A NATIONAL SCANDAL. STRONG WORDS

WHICH SURELY REQUIRE SOME DEFENSE. THE NATIONAL HEART LUNG AND

BLOOD INSTITUTE AND THE AMERICAN HEART ASSOCIATION ARE THIS WEEK

SIMULTANEOUSLY CELEBRATING THEIR THIRTIETH ANNIVERSARIES. THERE

IS A REAL REASON TO CELEBRATE. MORTALITY DATA FROM NCHS SHOW A

RECENT SUBSTANTIAL DOWNTURN IN TOTAL CARDIOVASCULAR DISEASE

MORTALITY, IN CORONARY HEART DISEASE MORTALITY AND, BECAUSE

HEART DISEASE IS OUR LEADING CAUSE OF DEATH, IN ALL CAUSE MORTALITY.

ALL OF US ARE INTERESTED IN EXPLAINING AND UNDERSTANDING THIS 

DECLINE. IS THE REDUCTION IN DEATHS FROM CORONARY HEART DISEASE 

DUE TO A DECREASE IN NEW CASES OF DISEASE, OR IS IT DUE TO 

IMPROVED SURVIVAL OF EXISTING CASES? WE DON'T KNOW, AND OUR 

HEALTH STATISTICS SYSTEM CAN'T TELL US. IN SUMMARY, OUR MORBIDITY 

MEASUREMENT SYSTEMS ARE PITIFULLY INADEQUATE IN SCALE AND SCOPE.

I HOPE AND BELIEVE THAT BY IMPROVING THE LEVEL OF FUNDING FOR

THE NATIONAL CENTER FOR HEALTH STATISTICS AND BY ADDING A MAJOR

EMPHASIS ON EPIDEMIOLOGY THE PROPOSED LEGISLATION WILL CONSTITUTE

AN IMPORTANT FIRST STEP TOWARD IMPROVING THIS SORRY SITUATION.

THE NATIONAL INSTITUTE FOR HEALTH POLICY RESEARCH, RE­

PLACING THE CURRENT NATIONAL CENTER FOR HEALTH SERVICES RESEARCH

HAS SEVERAL IMPORTANT FEATURES. ITS NAME SEEMS TO IMPLY THAT

THERE SHOULD BE A NATIONAL HEALTH POLICY AND THAT THIS POLICY

SHOULD BE BASED ON RESEARCH. THE INSTITUTE STRUCTURE IMPLIES

RELATIVE PERMANENCE, TAKING APPROPRIATE ACCOUNT OF THE FACT THAT, 

CONTRARY TO OPINIONS EXPRESSED ONLY A FEW YEARS AGO, QUICK, CHEAP,

AND SUPERFICIAL INTERVENTIONS WILL NOT BE ADEQUATE TO TREAT OUR
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PRESENT AILING SYSTEM OF ORGANIZING, FINANCING, AND DELIVERING 

PERSONAL HEALTH SERVICES, EXTENSIVE RESEARCH IS NEEDED. WE ARE 

A COMPLEX, PLURALISTIC SOCIETY, AND WHEN OUR HEALTH SERVICE 

SYSTEM IS STIMULATED, IT OFTEN RESPONDS IN UNFORESEEN AND UN­

FORESEEABLE WAYS. THIS BILL ALSO RECOGNIZES THE NEED TO IMPROVE 

THE FLOW OF TRAINED HEALTH SERVICES RESEARCH WORKERS. INASMUCH 

AS OUR SCHOOLS OF PUBLIC HEALTH ARE A PRIMARY SOURCE OF SUCH 

WORKERS AND SCIENTISTS, WE PARTICULARLY APPLAUD THIS INITIATIVE.

FINALLY, A FEW RESERVATIONS ABOUT THE LEGISLATION AS 

PRESENTLY WRITTEN. THE BILL PLACES ITS MAJOR EMPHASIS ON TREAT­

MENT OF DISEASE RATHER THAN ON PREVENTION. IT EMPHASIZES PERSONAL 

RATHER THAN PUBLIC OR COMMUNITY HEALTH SERVICES. I DO NOT ARGUE,

MR. CHAIRMAN, THAT WE SHOULD DEEMPHASIZE IMPROVED UNDERSTANDING 

OF DISEASE TREATMENT OR DELIVERY OF PERSONAL HEALTH SERVICES. I 

DO ARGUE, HOWEVER, THAT THERE SHOULD BE SUBSTANTIALLY GREATER 

EMPHASIS ON PREVENTION.

THE HISTORY OF CONTROL OF MASS DISEASE SHOWS THAT PREVEN­

TION HAS BEEN BOTH MORE EFFECTIVE AND LESS COSTLY THAN INDIVIDUAL 

MEDICAL TREATMENT. WHETHER WE ARE TALKING ABOUT IMMUNIZATION, 

SANITATION, BETTER HOUSING, CLEANER DRINKING WATER OR IMPROVED 

NUTRITION, THE RESULT IS THE SAME. THESE ARE THE METHODS THAT 

HAVE RESULTED IN REDUCED INFANT AND MATERNAL MORTALITY AND 

INCREASED LONGEVITY. THESE ARE THE METHODS THAT IMPROVE THE 

HEALTH OF THE PUBLIC. TO BRING THE MATTER UP TO THE MINUTE,

STUDIES OF FACTORS MOST LIKELY RESPONSIBLE FOR THE RECENT REDUC­

TION OF HEART DISEASE MORTALITY CONVINCE ME THAT, ONCE AGAIN, 

PREVENTION HAS BEEN THE KEY. CHANGES IN CIGARETTE SMOKING PATTERNS, 

IN THE EXTENT OF PUBLIC PARTICIPATION IN HIGH BLOOD PRESSURE
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DETECTION PROGRAMS AND IN DIETARY HABITS ARE PROBABLY RESPONSIBLE

FOR THE MAJORITY OF THE REDUCTION. THIS IS NOT TO DENY THAT 

CORONARY CARE UNITS, CORONARY ARTERY BYPASS SURGERY AND OTHER 

TERTIARY CARE INTERVENTION MAY HAVE BEEN HELPFUL IN SOME CASES, 

BUT SUCH METHODS COULD HARDLY HAVE PLAYED A MAJOR ROLE IN THE 

MASS POPULATION IMPACT THAT HAS BEEN DUE, ALMOST CERTAINLY TO

PUBLIC RATHER THAN INDIVIDUAL INTERVENTION.

I ARGUE ONLY FOR BALANCE. WE SPEND A POUND FOR CURE,

BUT ONLY A FARTHING FOR PREVENTION. ON BEHALF OF THE ASSOCIATION 

OF SCHOOLS OF PUBLIC HEALTH, I WOULD RECOMMEND THAT YOU FIND,

MR. CHAIRMAN, MULTIPLE OPPORTUNITIES IN LEGISLATIVE LANGUAGE TO 

ADD AN EMPHASIS ON PREVENTION, POSSIBILITIES MIGHT INCLUDE 

ESTABLISHMENT OF A NATIONAL INSTITUTE OF PREVENTION, AND ON A 

DIFFERENT LEVEL A CHANGE IN THE TITLE OF THE PROPOSED NATIONAL 

INSTITUTES OF HEALTH CARE RESEARCH TO THE NATIONAL INSTITUTES

OF PUBLIC HEALTH OR NATIONAL INSTITUTES OF COMMUNITY HEALTH.

THESE CHANGES WOULD RECOGNIZE AND ENHANCE THE EMPHASIS ON DISEASE

PREVENTION AND HEALTH PROMOTION.

ONCE AGAIN, ON BEHALF OF THE ASSOCIATION OF SCHOOLS OF

PUBLIC HEALTH I APPRECIATE THE OPPORTUNITY TO REVIEW AND COMMENT 

ON THIS IMPORTANT LEGISLATION. I WILL BE PLEASED TO TRY TO

ANSWER ANY QUESTIONS.

THANK YOU, MR. CHAIRMAN.
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Senator Kennedy. Senator Schweiker is, of course, a cosponsor. We 
have had very strong support for this proposal from both Drs. Lee and 
Remington, Senator Schweiker. I think  they have given us good in­
dication of their  continued interest and help for it, and I think they 
have made a very strong case for the organizational structure,  and I 
think what is most important, the functions of  those pa rticu lar agen­
cies. And I think that this  is reassuring to us.

I think their  statements are very clear and crisp, and they have been 
• very responsive.

Senator Schweiker. I have just one or two minor questions. Do you 
have a better name for this new agency than the one we have come 
up with? I am not so sure that  the name in the bill is as c lear and 

» crisp as your testimony.
I do not know if you have made any suggestions or have any 

thoughts about that or not.
Dr. Remington. I ventured a couple of them. Senator  Schweiker, in 

mv testimony. I am a little worried about the ti tle, National Institu tes 
of Health Care Research. To me, th at implies too much emphasis on 
treatment  of disease at the individual provider/client level. “Care’’ 
and “Health  Care” even more seem to imply exclusively a personal 
health services orientation.

I find missing the emphasis on prevention that  we are beginning to 
see from the administra tion in the President’s budget message, in 
Secretary Richmond's testimonv today, and in programs of several of 
the National Institute s of Health.

I think  most of us agree that when we look at the great gains in 
public health in the past, the majori ty of those gains have not been 
through the treatment of disease, but through the prevention of 
disease in the first place—in absolute or in relative terms, and in 
terms of cost containment.

The name. National Institu tes of Public Health is an option that  I 
understand has been discussed; National Institu tes of Community 
Health might be another option.

I would argue for any kind of a crisp term that suggested some­
thing  more than personal health services as the exclusive focus of this  
agency.

When we put the National Center for Health  Statistics into an 
agency like this, for example, we get a polyglot group, because the ir 
concern is broader than personal health services—as important as 
that is. I t is difficult for me to state this position without seeming to 
diminish the appropriate emphasis on personal health services re- 

» search, and I do not mean to do that either.
Senator Schweiker. Well. I share your concern. I think that  was 

mv reaction in seeimr the label first off. T am not ouite sure where we 
should come down to be clear and crisp, but I think the present name 
is subject to an awful lot of misinterpretation about the focus of 
resources and the emphasis that the bill intends this organization to 
have.

So I  can certain ly assure you we will give it some further thought 
and take your suggestions into account.

Dr. Lee. I think it is important. Senator Schweiker-----
Senator Schweiker. Yes: I was going to ask you. Dr. Lee: Wha t 

are your thoughts on the name?

28 -790  0  - 78 - 17



254

Dr . Lee. I th ink the term,  “ Na tional  In st itu tes,” is very im po rta nt  
in th is  reg ard , and  I th ink the  use of the  term “R esea rch is very  
im po rta nt , because the  ins titute s have been associated with research.

W ha t you are  doi ng in th is  set of ins titut ion s—whether you call 
the m centers  or  not—is research , basically rese arch—h ealth  services  
research , policy researc h, the  g athe rin g of  stati sti ca l inf orm ation  tha t 
is use ful in healt h services research , useful in health policy.

I t is th at  emphasi s, th at  is imp lied  by the  tit le—I have  a bro ad 
view of  health care , and  I th ink the  tit le  ac tua lly  is qui te a good »
tit le.  I  do not have  the same concern t ha t it emphasizes too exclusively 
personal health care,  because you are  ta lk ing about an insti tut e within 
th at  fo r health policy. Th at  is a broad concept and one that  must 
be based on the  sta tis tic s th at  you are going  to ga ther  out of the 
Na tional Cente r for He al th  Sta tis tics, basic health services research, 
epidemiolog ical  stud ies,  social and  behaviora l sciences stud ies  of the 
kin d Dr . Ha mbu rg desc ribed th is morning.

I  do not see those  as at all inco mpatib le. As a mat ter  of  fac t, I 
was very impressed with the  manner in which you were able to come 
up wi th  wh at to me was a very good set of tit les ------

Sena tor  Schweiker. Well, we chan ged  ou r minds three time s-----
Dr . Lee. Well, I thou gh t th at  as it went alon g, it improved. But  

I th ink it  is im po rta nt , in terms of the use of the  term , “N atio nal  
In sti tu tes.”

Se na tor  Schweiker. Well, the re is no arg um ent  with that . I th ink  
th at  is a very  val id point. It  is pu tti ng  the  word “C are ” in there.
I t seems to me th at  the  word  “C are ” co njures  up med icaid and  medi­
care,  which I th ink is completely off- target of  wha t we mean in the 
bill  and  ought to be say ing  in the  name.

I  agree  wi th you abou t keeping “N atio nal  In st itu tes,” and pos­
sibly even “Research ,” alth ough I th ink “N ational In st itu te s” al ­
rea dy conno tes research .

Dr . Lee. Bu t I th ink also, the  point Dr.  Ham bu rg  made thi s mo rn­
ing  was very im po rta nt . The pres ent NTH is not the  rig ht  place for  
these kin ds of act ivit ies , inc lud ing  the  tech nolo gy assessment 
activitie s.

They have got a very good managemen t str uc tur e, but they have 
got, more than  enough to do. I f  t his  is g oin g to get the  kin d of at ten­
tion and  pr io rit y and quali ty that  it must  have. I th ink it must  be t 
in th is kin d of sep ara te agency such as you have  proposed in (his 
legi slat ion.

Se na tor  Schweiker. Well, we certa inl y agre e wi th that . I do not 
wan t to  pro lon g the  hea ring. I know you have gone over the  issues * 
wi th Sena tor  Kennedy.

Se na tor  K ennedy. I th ink the strong support  of  wha t we are a t­
tempti ng  t o do is very  reassu ring. The for me r Assis tan t Sec retary  of 
He al th,  who has been very much involved in the  whole areas of re­
search pro gra m,  rem inded us in his tes tim ony abou t the  gra dual 
decline—on page  11, in 1973, from  $58 mil lion , and how it has  just 
con tinu ed to go down and  how th is rea lly  is such an im po rta nt  elem ent 
in terms  of tryi ng  to get a real han dle  on cost. We are ta lk ing abou t 
every thi ng  in this. We are ta lk ing abou t cost, we are ta lk ing abou t 
quali ty,  we are ta lk ing abou t equ ity,  and  so many of  these  elements.



255

Dr. Lee. And you might ask Julie  Richmond or. perhaps, Gerry 
Rosenthal, how many supergrade positions Dr. Rosenthal has been 
given since 1974 when he was made Director of tha t Center; how many 
additional new positions has he been given to staff up to do the job that 
has to be done.

Dr. Richmond indicated they are taking  even more money away 
from the center to carry out this  technology assessment activity  in his 
office, further limiting  what they are able to do. I think you raised 
some very pertinent questions on that this morning.

Senator Kennedy. Well, if  you have some more questions we ought 
to be raising, we welcome those, too. I think it is helpful to the people 
in the Department to understand this, as well as those of us outside 
who are tryin g to move this issue forward to be able to dramatize it.

We talked about it, but I would like to just get your sense on the 
prevention institute. I th ink Dr. Remington indicated that XIH  is not 
the place to do it—I think I asked this before, but maybe you can jus t 
hammer it. How do you think we ought to deal with the function of 
prevention ?

Dr. Remington. I  think if you are going to have a National Ins ti­
tutes structure, with the kind of  breadth tha t T think  we are all discuss­
ing here, I think it needs more of a focus on prevention than I see in 
the present language of the bill.

Senator Sciiweiker. You want to see tha t accomplished through th is 
National Institu tes of Health Care Research concept? In  other  words, 
you are saying we should put prevention into that  st ructure, provided 
for in this bill, in a bigger way?

Dr. Remington. T es; or community health—whatever umbrella con­
cept you want. Health care seems to me, as I have stated already, not 
to be an appropriately broad umbrella.

But in public health or community health, which I think  are ap­
propria tely broad, supporting Dr. Lee’s statement t hat  national insti­
tutes is very appropria te, I would like to see a much g reater emphasis 
on prevention.

For  one thing, as you did epidemiology to the National Center for 
Health Statistics, you will inevitably, then, have people who are doing 
work that  closely relates to prevention. Perhaps epidemiology’ may be 
thought  of as the basic science of prevention.

And one worry I would want to articulate  there is t hat  I would 
not want to see an emphasis on epidemiology in this group draw 
epidemiologic strength away from CDC or from the individual  Ins ti­
tutes in the Insti tutes of Health.

Tha t would be very unfortunate. And I  do not think  it is the in tent 
of the cosponsors of this legislation to do that.  As I read Senator 
Kennedv’s flood statement introducing the legislation, tha t is quite 
clear. But T would like to stress it again. I think our colleagues at 
CDC in epidemiology, pa rticularly in such units as the Epidemic In ­
telligence Service—which by the way, is doing as much to produce 
new epidemioloflrists as any unit we have—will be worried about the 
addition of epidemiology to a uni t like this, if they believe that their  
budget will be affected or that  their  program will be diminished. I 
do not think we want that.

Senator Kennedy. Well, wouldn’t that  also be true, sav, for the 
Cancer Insti tute,  where they have got about $75 million for preven­
tion, and the Heart as well.
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Dr.  Remington. Yes ; indeed .
Senator  K ennedy. S o how do we do tha t?  They do not wa nt to lose 

that . The insti tut es  feel th at  th at  is an im po rta nt  dimension, and  I 
th ink it is. So how do we deal  with th at ? I suppose the  X IH  would 
say they  are  doing  20 percent o f thei r bu dget-----

Dr.  Remington. Well, the y are doing more and more. T th ink pr e­
vention  and  epidemiolog y are a couple  of  words th at  have come to 
town and are  r eal ly begin nin g to move, a s we all appre cia te what they 
rea lly can do.

And I th ink Les Bres low and  Ned ra Belloc  and th ei r work , as Dr.  
Lee has pointe d out, suggest to us the  ga ins  we can make.

As I  look at  th e down tur ns  in  card iov asc ula r disease mo rta lity, par ­
tic ular ly  corona ry heart  disease mo rta lity, and  b egin  to tr y  to  e xplain  
th at  la tte r down turn, it  seems to me th at  most of  it sim ply  has  to be 
due to chan ges in the  way  of  life , changes  in pers ona l health hab its.  
An d t ha t is an ana lys is t ha t needs to  go for ward.

Now, I  have ju st  recen tly learned—very rece ntly , in fac t—of  a C om­
mit tee  on Epide miology a t th e D ire cto r’s level w ith in NTH t hat  is p ro ­
vid ing  a foru m fo r all of  the epidem iologist s wi thi n the  ind ividual 
Insti tu tes , wi thi n NC HS , wi thin CDC, to get toge ther  to sha re ideas 
and to begin to th in k of  ways of capit ali zing  on th ei r lim ited— 
numerica lly  limi ted —strength . And  T th ink th at  sho uld be enco uraged.

Dr . Lee. I  would agree, Sen ato r, th at  the  idea of an insti tu te  o ught 
to be very caref ull y exp lore d within th is  con tex t, that  it is more ap ­
prop ria te  in th is  se tting  than  within NTIT, th at  X II I,  certa inl y in 
the Can cer  In st itu te  and  oth er ins titute s, should have  a component 
of preven tion , just as the He al th  Care Fi na nc ing Ad mi nis tra tio n mu st 
have a pro gra mm ati ca lly  related he alt h services research  component.

Bu t it is not  going to sup port the  fun dame nta l healt h services re ­
search th at  needs  to be sup ported or  the  policy of the  research  th at  
is going to ques tion  the  polic ies of  med icare and  medicaid . They sim ­
ply  do not sup port that  k ind  of  research.

Nu tri tio n is a cri tic all y im porta nt area th at  has  a  very low pr io ri ty  
in the  las t decade in HEW . We have seen in the Ag ric ul ture Dep ar t­
men t a signif icant tu rnarou nd , I th ink,  with th is cu rre nt  ad min ist ra ­
tion th at  is very  encouraging.

The Office of  Science and  Technology  Policy has  almost direct ed 
H EW  to do an assessment of  d iet ary goals. I  do no t see th at  t hat has  
been carrie d out yet.

Tha t is the  kin d of  th ing th at  an insti tut e like th is could do. I t  
might include nu tri tio n,  env iron menta l and  soc ial- cul tural com­
ponents , inc lud ing  social  and  beh aviora l sciences and  epidemiology. 
Stu die s of  social networks , the  im pact of widowhood on health, 
var iou s oth er social fac tor s th at  impac t on healt h might be exam ined. 
I f  we had be tte r researc h in these problems the  k ind s of  bla ming-the- 
vict im sta tem ent s t hat  we now see m ade rep eated ly by some very  prom ­
inent health pro fessional s would be heard  less often. It  migh t also 
help to deal wi th the social and  env ironm ental prob lems th at  con­
tr ibute to poo r hea lth , th e prob lems o f p overty and oth er t hin gs.

I  t hink  t hat  it  is an excellent idea. I  am sure  you can re t the  people 
in D H EW  to pu t the  pieces tog ether. They could iden tif y the  various 
act ivi ties in pre ven tion  th at  might  logica lly  go into an insti tu te  th at  
has th is kin d of com munity  populat ion  focus  as opposed to a disease- 
specific focus.
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Se na tor  Schweiker. Would you put “ep idemio logy” into the  tit le,  
or is t ha t draw ing  too much  away from  CDC  and  some oth er efforts?

I mean , you said  th at  is a word whose time has  come, and it prob ­
ably has. Sho uld  “epidemiolo gy” be pa rt of the  ti tle?

Dr . Lee. C ert ain ly you would wan t to have  trai ni ng  g rant s as pa rt  
of it,  and trai ni ng  gr an ts in epidemiolog y. Pe rhap s the  Di rec tor  of  
th at  insti tut e would be an epidem iolo gist . Tha t is such a basic  disc i­
plin e fo r the  deve lopm ent of  polic ies in preven tion and fo r individ­
uals  t o make decisions abou t what the y should do in preven tion .

Se na tor  Schweiker. W hat I am ge tti ng  a t is t hat  maybe we ought 
to use t hat  word in the tit le,  because it does ex pla in many of  the th ing s 
we are  t alking  ab out.

Dr.  Remington . It  is possible. Of course , you are ta lk ing to some­
body  who is biased. I th ink public healt h is a very ap prop ria te  um­
bre lla,  and public health does not have  qui te the  same na rro we r con­
no tat ion  th at  it once had. It  is a field th at  has  been changin g and  
ad ap tin g.

There  would be those , I susp ect—perha ps  no t Dr . Lee or myself — 
who m ight find “ep idemio logy” a bit conf ining in the t itl e, just as some 
of us would find “h ealth  care .”

Se na tor  K ennedy. Can I ask how you relate  th is to ou r healt h in ­
forma tion and  promot ion kin d of agency?

Dr.  Lee. The  au thor ity  th at  is the re,  as a mat ter of fac t, would 
pe rm it you now, or  would permit HEW  to create  such an ins titu te.  
Th e majo r in itiati ve s th at  Secre tary Ca lifano has  tak en  in the  field 
of  pre vention—his  whole an tismo kin g pro gra m— is based  on the  au ­
thor iti es  in th at  legi slat ion.

Se na tor  K ennedy. Th at  is exa ctly  rig ht . So we have  got a good 
deal  o f flex ibil ity to move.

Dr.  Lee. Th at  au thor ity  is the re alr ead y, in terms  of moving it if 
the  De pa rtm en t wished to.

Se na tor  K ennedy. We ough t to press on th at , obviously, fo r the  
reasons you have  outl ined .

Th an k you very  much.
[Th e following inf orma tio n was subs equent ly supplied for the 

re co rd :]



AMERICAN PUB! 1C HEALTH ASSOCIA TIO N
1015 Eighteenth Street, N.W., Washington, D.C. 20036 • (202) 467-5000

WILLIAM  H McBEATH. M.D.. M.P.H., Executive Director

February 22, 1978

The Honorable Edward M. Kennedy 
Chairperson, Subcommittee on Health 

and Scientific Research
4220 Dirksen Senate Office Building 
Washington, D. C. 20510 
Dear Senator Kennedy:
The American Public Health Association is pleased to 
have the opportunity to present its views on S.2466, 
National Institutes of Health Care Research. APHA is 
supportive of efforts to develop capabilities in public 
health and health services research, and wishes to offer testimony designed to assist in making S.2466 achieve 
these goals.
Very truly yours,

E. Frank Ellis, M.D., M.P.H. 
President

cc: David Blumenthal



259

S.2466 - National Institutes of Health Care Research 
comments of the

AMERICAN PUBLIC HEALTH ASSOCIATION 
to the

Subcommittee on Health and Scientific Research 
of the

Senate Committee on Human Resources 
February 1978

The American Public Health Association has long been 
aware of the need for research, evaluation, and demonstrations 
related to the area of community and preventive health 

> services. We are supportive of attempts to develop capa­
bilities in public health and health services research 
comparable to our current highly developed biomedical capa­
bilities. The goals of S.2466 encompass these endeavors 
and are worthy of support.

APHA is anxious to assist in making the legislation 
achieve these goals and wishes to offer comments designed 
to strengthen the bill.

While the purposes of S.2466, as we have indicated, 
are broad and far-reaching goals, we are concerned that 
the title and specific aspects of the bill limit the scope.
We feel strongly that the title of the bill, National Institutes 
of Health Care Research, with its emphasis on traditional 
health care is not reflective of the stated goals of the bill.
We would suggest that the title be amended to National 
Institutes of Public Health. Changing the title would serve 
the purpose or emphasizing areas of community health ser­
vices and prevention research, demonstration, and training.

Because the area of prevention is so critical to inves­
tigations of health services, an additional purpose of the 
bill should be added to Sec. 304(b) (2)a-f to read,

(g) the prevention of illness, disability, and pre­
mature deaths in the United States.

As currently drafted, S.2466 addresses two of the six 
goals in Section 304(b) (2). These deal with:

(c) the collection, analysis and dissemination of 
0 health related statistics, and

(e) the safety efficacy, effectiveness, cost effective­
ness, and social, economic and ethical impacts 
of medical technologies.

w
Legislative initiatives related to the four other goals 

are incompletely addressed in the bill. These are:



(a) the accessibility, acceptability, planning, 
organization, distribution, utilization, and 
financing of systems for delivery of health 
care,

(b) alternative methods for measuring and evaluating 
the quality of systems for the delivery of 
health care,

(d) alternative methods to improve and promote
health statistical and epidemiological activities, 
and

(f) alternative methods for disseminating knowledge 
concerning health and health related activities.

SECTION 102
Section 102 changes the name of the National Center 

for Health Services Research to the National Institute for 
Health Policy Research but does not add additional re­
sponsibilities or functions. Language should be added to 
incorporate the research described in Sec. 304(b)(2)(a)re­
lated to the accessibility, acceptability, planning, 
organization, distribution, utilization and financing of 
systems for the delivery of health care. It would also 
be useful to include in the bill report some indication of 
the congressional intent leading to a change from the word 
"services" to the word "policy".

We note that in his remarks on the bill’, Senator Kennedy 
makes reference to a new mandate to conduct training programs 
for health services researchers. We are unable to find 
specific language to this effect, but hope that some could 
be added to provide an expanded and continuing supply of 
persons qualified to perform needed research, evaluation and 
demonstration projects.
SECTION 103

Section 103 renames the National Center for Health 
Statistics and adds epidemiology to the title. It appears 
as if the National Center for Health Statistics (NCHS) 
would be expected to carry out new epidemiological in­
vestigations anticipated by this legislation. Epidemiological 
expertise currently rests in the Center for Disease Control, 
but the relationship of CDC to this Institute is unclear.

NCHS currently operates a statistical service which 
relates very well to operating health agencies. APHA is
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concerned that the move to a research orientated organization might result in a loss of focus on the cooperative federal- state health statistics system. It is important that statistical work for ongoing programs be continued.
SECTION 104

Section 104 establishes a National Center for the 
Evaluation of Medical Technology. As outlined in S.2466,« this Center would provide useful information concerning thesafety, efficacy, effectiveness, cost effectiveness and 
social, economic and ethical impacts of medical technologies. This kind of research, while difficult to accomplish, will 
yield extremely helpful data. In keeping with the spirit of Section 104, it might be appropriate to retitle the institute, National Institute for Health Technology 
Assessment, since it would deal with investigations related to health services delivery and medical practice as well as biomedical technology.
NATIONAL PREVENTION INSTITUTE

APHA urges the establishment of a fourth Institute to be titled National Prevention Institute. This Institute would be devoted to the investigation ahd evaluation of individual services and community activities of a preventive nature. The Institute should be concerned with the demonstration and testing of new preventive models for 
community and environmental health programs and with measuring the effectiveness and efficacy of existing models. Specific examples of areas of inquiry might include evaluation of the cost effectiveness of programs to change individual behaviors. It might undertake quantitative assessments of the effect of educational efforts to motivate healthy life styles.It may also attempt to gain a more definitive understanding 
of the potential for early identification of disease through screening.

In summary, although we have indicated areas where S.2466 needs clarification and expansion, APHA would support the concept of Institutes which would give new focus and definition to public health policy.
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I appreciate the opportunity  to offer  writ ten tes timony  on S. 2466, the Nat ional 

Ins titu tes  of  Public Health Act  o f 1978, and in pa rticu lar  that  portion concerning the 

Nation al Insti tute for Heal th Stat ist ics  and Epidemiology. As Commissioner of  the 

Tennessee Department of  Health , as Past President of the Associa tion of  State and 

Ter rit or ia l Health O fficials,  and especia lly as a forme r member of  the Adv isory 

Co mm itte e to the Coopera tive Health  Stat ist ics  System (CHSS) of  the Nat ional 

Cen ter fo r Health Statistics (NCHS), I have become fa m iliar  wi th  the programs of  

the Center and w ith  some o f its  problems.

1 am pleased with the current enabling leg islation  fo r the Center and the broad 

au thor itie s it  provides fo r co llect ing,  analyzin g, and disseminat ing heal th data which 

is so c ri tica lly  needed fo r planning and eva luating  the nation 's heal th services and 

heal th research programs. There is, however, a mo dif ica tion to the leg isla tion which 

I fee l would sig nif ica nt ly aid the Center in con tinu ing to develop and imp lement  a 

cooperative data co llection  system. I would suggest tha t app ropriations  fo r the new 

Nat ional Inst itu te  for  Health Stat ist ics  and Epidemiology be divided into two 

separate auth orizations - one for the Cooperative Hea lth Stat ist ics  System 

mandated under Subsection 306(e) of  the Pub lic Hea lth Service Act  and one fo r al l 

other stat is tic al  ac tiv ities  of the Inst itu te  which are conducted under Sections 304 

and 306 of  the Act . A separate  appropria tion  can also go a long way in helping the 

Inst itu te  in st ill  conf idence in, and develop permanent rela tionships wi th state and 

local governments which are essential for the successful implementa tion of  the 

CHSS. This is p ar tic ular ly  true since the Cooperative Hea lth Stat ist ics  System is 

designed to establish a coali tion among the various levels of government and the



private health sector to  gather heal th data in a manner which permits the co llection  

of  any pa rticu lar  data element(s) by the organizational lev el best equipped to co llect  

it  and then to share it  wi th the other leve ls.

For the past severa l years, the NCHS has been rest ric ted in its  budget to mandatory 

increases fo r such items as salaries or special pro jec ts. I strong ly recommend that  

the to ta l appropriat ion be increased to a level which could adequately suppor t the 

ac tiv iti es  of the Inst itu te . To accomplish this, a to ta l appropria tion  of  at least 

$60,000,000 would be needed fo r FY79.  Of this  $60,000,000 to ta l $35,000,000 should 

be designated for the CHSS wi th $25,000,000 to be used fo r operationa l data 

ac tiv iti es  and $10,000,000 to be used for  the development of  "co re"  sta ffs  in State 

Centers for Hea lth Stat ist ics  in al l 50 states. There fore, 1 would suggest tha t more 

appropriate  to ta l amounts would be as follows:

For NCHS For CHSS For State

Fiscal National Opera tional Center

Year Total Act iv iti es Act iv iti es "Co re" Sta ffs

1979 $ 60,000,000 $ 25,000,000 $ 25,000,000 $ 10,000,000

1980 90,000,000 30,000,000 40,000,000 20,000,000

1981 115,000,000 35,000,000 50,000,000 30,000,000

It  should also be pointed out that  add itional  app ropriations  should be author ized if  

any substantial epidem iologica l ac tiv iti es  are planned.

In add ition to the appropria tion  issue, the re is a need for a special  Adv isory 

Comm ittee to the Inst itu te  which would assure adequate rep resentation of  s tate and 

loc al inte rests in policy  development and decision making. Our exper ience has
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shown that state-local part icipa tion in the decision-making process concerning the 

development and operation of data systems is a necessity. I would suggest that 

three-fourths of this committee be composed of state and local representatives who 

are actively involved with CHSS activ itie s, including representatives of Health 

w Service Agencies (HSAs) and State Health Planning and Development Authorities.

This type of representation appears to be essential to assure long-term via bil ity  and 

effectiveness.

A final point for consideration is the need to cla rify and strengthen the role of the 

Institute/CHSS as the coordinator of unifo rmly defined standard health care 

information for all Department of Health, Education, and Welfare (DHEW) agencies. 

Coordination of data act ivit ies  is of utmost importance in avoiding costly and 

ineff icien t duplication in data systems. Section 3CW (d) of the Act provides for 

coordination of stat istical  activi ties  by the Secretary of DHEW. This coordination 

could be strengthened by providing clear authority and jurisdict ion for the Director 

of the new National Inst itute  of Health Statistics and Epidemiology to coordinate all 

of DHEW's health statistics activi ties , especially those o f the Health Care Financing 

Administra tion and other Public Health Service agencies. To fur ther strengthen 

coordination, this legislation should provide for an internal Health Data Policy 

Committee chaired by the Director  of the Inst itute. This commit tee would replace 

the present ad hoc commit tee of the same name but would have the capacity to 

make decisions and implement changes.

3



In summary, I feel that the legislation curren tly under consideration would 

significantly strengthen national, state,  and local effort s in collecting, processing, 

and disseminating quality health data by incorporating the modifications outlined in 

this testimony, ie: 1) a separate appropriation for CHSS which would include funding 

for development of "core" staffs  in all states as well as operational funding, 2) an 

increase in the tota l appropriation, 3) establishment of an Advisory Committee to 

the Inst itute with more state representation, and k) a stronger coordinative role for 

Institute/CHSS.
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-et- a s s o c ia t io n  off a m e r lc a n  
C m  1 B, m e d ic a l c o lle g e s
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PN KSIDKNT F eb ru ary  2 8 , 19 78

KennedyH on or ab le  Edw ard M.
Ch air man  
Su bc om m itt ee  on H ealt h  and 

S c i e n t i f i c  R ese ar ch  
Co mm ittee  on Human R es ourc es  
U n it ed  S ta te s  S en ate  
W as hi ng to n,  D.C . 20 51 0 

De ar  S e n a to r Ken nedy :

The A s s o c ia ti o n  o f  Amer ican  M ed ic al  C o ll e g e s i s  p le a s e d  to  
ha ve  be en  as ked  on y our b e h a lf  by Dr. Dav id  B lu m en th al  fo r  
an e v a lu a ti o n  o f  an d a p o s i t io n  on S.  2 4 6 6 , "The N a ti o n a l 
I n s t i t u t e s  o f  H e alt h  Car e R ese ar ch  Act  o f  1 9 7 8 ."

The p ro p o s a l ha s be en  d is c u s s e d  a t  le n g th  w it h in  ou r s t a f f .
On F eb ru ary  1 8 , a l l  b ut on e member o f  th e  A s s o c ia t io n 's  
E x ec u ti v e  Co mm ittee  re vie w ed  a s t a f f  a n a ly s is  o f  th e  
p ro p o s a l.  The un an im ou s o p in io n  o f  th o se  p r e s e n t was t h a t  
w it h  some c o m p a ra ti v e ly  m in or  m o d if ic a t io n s , d e s c r ib e d  l a t e r  
in  t h i s  l e t t e r ,  th e  A s s o c ia ti o n  sh o u ld  urg e su p p o rt  o f  t h i s  
p ie c e  o f  l e g i s l a t i o n .  W hile  p e r s u a s iv e  re a so n s  we re  c i t e d  
f o r  a d v o c a ti n g  your ap p ro ac h , th e  r e a l  p o s s i b i l i t y  t h a t  i t  
c o u ld  c r e a te  o v e re x p e c ta ti o n  was re c o g n iz e d . The c o m p le x it ie s  
an d d i f f i c u l t i e s  o f  re s e a r c h  in  h e a l th  s e r v ic e s  ha ve  be en  
am ply  d e m o n str a te d . F u rt h e rm o re , th e  ex tr em e sh o rta g e  o f 
w e l l - t r a i n e d  in d iv id u a ls  in  th e  many f a c e ts  o f  re s e a r c h  
en co m pa ss ed  by  t h i s  p ro p o s a l wo uld be a se v e re  d e te r r e n t  to  
m aj or ac co m pli sh m en ts  in  th e  im m ed ia te  f u t u r e ,  r e g a r d le s s  
o f  th e  o r g a n iz a t io n a l  s e t t i n g  and th e  p ro v is io n  o f  a d eq u ate  
f i n a n c ia l  re s o u r c e s . Sho ul d th e  l e g i s l a t i o n  p a s s , p a r t i c u l a r  
c a re  mu st be ta k e n  to  p ro v id e  f i r s t - r a t e  le a d e r s h ip  f o r  
th e s e  new pr og ra m s and p ro p e r  c r i t e r i a  in  th e  e s ta b li s h m e n t 
an d e v a lu a t io n  o f  th e  pr og ra m s to  a v o id  s e r io u s  w ast e  o f 
re s o u rc e s  as  w e ll  as  f a i l u r e  to  acc o m p li sh  th e  d e s i r a b le  
o b je c t iv e s  o f  th e  a c t .  A d d i t io n a l ly , w h eth er  o r  n o t t h i s  
new o r g a n iz a t io n  i s  e s t a b l i s h e d , th e r e  w i l l  be  a re q u ir e m e n t 
f o r  v ig o ro u s an d c o n ti n u in g  c o o r d in a ti o n  a t  th e  le v e l  o f  th e  
A s s is ta n t  S e c re ta ry  f o r  H e alt h  o f  th e s e  fu n c ti o n s  as  w e ll  
as  r e l a t e d  a c t i v i t i e s  in  e x is t i n g  P u b li c  H e alt h  S e rv ic e  
a g e n c ie s .
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AAMC support is based on the following considerations:
• As you pointed out in your floor statement, the 

need for initiatives in the areas assigned to the 
proposed National Institutes of Health Care 
Research is of the utmost importance. While elements of these activities are presently under­
taken in both the public and private sectors, there is presently no overall concept of how 
these functions should be related to one another and no overreaching managerial strategy for their support and conduct.

• The proposal is a very timely one. Examination of the various studies conducted in this area in 
recent years and the evidence developed in various Congressional hearings, suggest that now is an 
auspicious moment to modify the programmatic nature, the organizational location and the magnitude of 
effort for the National Centers for Health Statistics and for Health Services Research as well as related efforts. In fact, if the opportunity is not grasped now, an unusual advantage will have been wasted.

• S. 2466 enumerates for the first time in understand­able, reasonable and badly needed fashion some of 
the specific components which comprise the important but amorphous and poorly understood series of activities encompassed by the inadequate term, "technology transfer."

• The bill offers a potentially effective and appro­priate counterpart in the health care area to the 
National Institutes of Health, with the latter's 
important and productive programs in biomedical research and related areas.

• The designation of separate authorizations for these activities should provide a necessary identifiable focus for assuring that each can gain at least 
minimal allocation of the essential financial resources for expanded programs in each area.

• The inclusion of an overarching organization, similar to the Office of the Director, NIH, provides the basis for one level of intra- and interagency cooperation 
and coordination required for its success.
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• While advancing health care research and technology 
transfer through separately identified functions, 
there is also assurance in your floor speech that 
the NIH and other agencies can conduct or support,

u  within reasonable limitations, epidemiological
research and clinical trials which are especially 
pertinent to their categorical missions. The 
AAMC believes that this important point should 
be explicitly reaffirmed in Report language.

• The programs of the NIHCR will complement the 
programs of the NIH and should increase the total 
funding of research in the areas of biomedical, 
behavioral and health care research. The attractive­
ness of the categorical foci of the NIH will remain
a potent magnet for funds as in the past.

In conveying its endorsement of this legislation, however, 
the Association recommends thorough consideration of several 
modifications which would even further improve the present 
bill:

• An Advisory Council should be mandated for each of 
the three components, rather than just for the 
National Center for Evaluation of Medical Technology 
as presently proposed. The Association is convinced 
that the activities subtended by each component are 
sufficiently different as to justify separate senior 
level advisory panels. Furthermore, we suggest that 
in Report language an Advisory Committee to the 
Director of the entire organization be recommended 
similar to the administratively established Director's 
Advisory Committee at NIH.

• The Advisory Councils, like their counterparts at NIH, 
should have public representatives and should other­
wise be appropriately constituted so as to reflect 
the specific responsibilities of each component.
For example, eminent statisticians, epidemiologists 
and clinicians should definitely be members of the 
Advisory Council for the National Institute for Health 
Statistics and Epidemiology. On the Advisory Council 
for the National Institute for Health Policy Research 
there should be prominent clinicians and other 

> provider representatives, economists, and behavioral
and social scientists.
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• Peer review of grants and contracts should be mandated 
for each component so as to assure the highest possible 
quality in the awards and the subsequent research.

• The authorization ceilings for the three components *
should total at least 0.5 percent of Federal health
care expenditures. This would represent at the pre­
sent time approximately $200 million. There are two 
reasons behind this proposal. First, this provision 
would provide a reasonable and definite level of ffinancial underpinning for these activities. Second, 
in very explicit fashion it would tie support for 
these types of research to the health care function 
and the Federal component of its funding. It seems 
only proper to set out in highly visible fashion the 
necessity of an investment for the future through 
research so as to assure continued improvements in 
the quality, quantity and cost effectiveness associated 
with the health care delivery system.

Once again, we appreciate the opportunity to comment on the 
proposed legislation. We stand ready to assist you and your 
colleagues in any way possible to assist in its success.
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Honorable Edward M. Kennedy 
United States Senate 
Room 431
Russell Senate Office Building 
Washington, D.C. 20510 
Dear Senator Kennedy:

On behalf of the Association of Schools of 
Public Health, we wish to thank you for the oppor­
tunity of presenting testimony in support of S. 2466, 
the National Institutes of Health Care Act of 1978 
before the Senate Subcommittee on Health and 
Scientific Research on February 7. At the hearings 
you and Senator Schweiker discussed with Dean 
Remington the title for the new National Institutes. 
There seemed a general concern that the proposed 
title could be misunderstood to limit the jurisdic­
tion of the agency to the administration of personal 
health services on a one to one basis, whereas the 
intent of the legislation appears to include a 
major emphasis on prevention and an improved federal 
posture in public health research.

The undersigned Deans wish to urge that you 
carefully reconsider changing the title of the 
proposed new organization to The National Institutes 
of Public Health. This change would, we believe, 
recognize that health statistics, epidemiology, 
evaluation of preventive strategies, and personal 
health services as now included in the language of 
S. 2466 are part of Public Health. In fact, sta­
tistics, epidemiology and health services administra­
tion are, in addition to environmental health, major 
components of every School of Public Health, mandated 
by our accrediting agency.
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vIn addition, the Schools of Public Health are 
among the most research intensive units within their 
respective Universities. At the University of 
Michigan, for example, the School of Public Health 
generates per capita more research activity in terms 
of external federal, state, and private funding than 
any other school or college including the Medical 
School. Yet there is within the federal government 
no umbrella agency responsible for supporting public 
health research. That is why the Association of 
Schools of Public Health so strongly supports S. 2466 
with an increased emphasis on prevention, promotion 
of positive health, and more appropriate title.

Public health is a field with a distinguished 
record of research leading to major advances in the 
conquest of disease, improved delivery of personal, 
environmental, preventive, and therapeutic health 
services out of all proportion to the past and cur­
rent investment in its research efforts. The 
National Institutes of Health, an excellent agency 
with a critical national mission is in reality de­
voted almost entirely to biomedical research, an 
emphasis which should continue.

We believe that the proper and intended concern 
of S. 2466 is not exclusively with health care but 
with public health, and therefore, urge that you 
amend the Act to retitle the proposed Institutes, the 
National Institutes of Public Health.

I
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Thank you for your consideration.
Sincerely,

Richard D. Remington,/Ph .D. 
Dean
University of Michigan 
School of Public Health 
Immediate Past President 
Association of Schools of 
Public Health

With the endorsement of the following individuals:
Jerrold M. Michael, M.S.E., M.P.H. 
Dean, School of Public Health 
University of Hawaii 
President, Association of Schools 
of Public Health
Robert W. McCollum, M.D., D.P.H. 
Chairman, Department of Epidemiology 
and Public Health
Yale University
Vice President, Association of 
Schools of Public Health
James E. Banta, M.D., M.P.H.
Dean, School of Public Health 
and Tropical Medicine 
Secretary, Association of Schools 
of Public Health

John H. Bryant, M.D.
Director, School of Public Health 
Columbia University
Treasurer, Association of 
Schools of Public Health
Herschel E. Griffin, M.D., M.P.H. 
Dean, Graduate School of 
Public Health
University of Pittsburgh 
Past President, Association of 
Schools of Public Health
Dean Lester Breslow 
School of Public Health 
University of California- 

Los Angeles
Past President, Association of 
Schools of Public Health

HAND DELIVERED
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The American Nurses’ Association supports the thrust of S. 2466,

"The National Institutes of Health Care Research Act of 1978." We

regret that the subcommittee's public hearings were restricted to one

day and that witnesses were by invitation only as we consider this a

most important piece of legislation deserving thorough public discussion 
O

and debate.

Groups such as ours, with keen interest in improving the delivery

of health services, need time to fully assess the impact of each of the 

bill's suggested major changes in structure.

We commend the sponsors for taking such a careful look at the 

existing programs and their problems and for developing the bill being

considered.

We agree with the views expressed by Senator Kennedy in his speech

at APHA in November 1977 that health services research and health statistics

programs must be insulated from politicalization which is a real future 

possibility within the recently revised structure of HEW.

The National Center for Health Services Research has had a difficult

time since its inception. Internal administrative problems, lack of 

adequate financing and organizational upheavals all are factors. Location 

in administrative charts is an important aspect for any program attempting 

to break new ground.

0
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Health services research is certainly a field needing new breakthroughs.
To make such breakthroughs requires coordinated research efforts on a

number of fronts concurrently so that a cohesive plan for change can be 
developed rather than a bit by bit approach to such change.

Congressional expectation of quick research results from the Center <
has at times seemed unrealistic.

Low appropriations also have restricted its progress. Some of us
have also felt that certain of the research carried out was not in fact
scientifically evaluated prior to recommending changes in policy (i.e. 
evaluation of effectiveness of nurse practitioners and physicians assistants 
in practice using time per encounter and numbers of encounters only, 
rather than measuring the quality of care provided by those groups).

The four purposes of the bill (S. 2466) do address areas of major 
importance to the future effectiveness of our health care system.

The umbrella agency approach would provide the coordinating mechanism 
essential to sound planning for health services and would provide access 
of the Institutes' director to top policymakers in DHEW and in Congress.

The National Center for the Evaluation of Medical Technologies 
would provide leadership and coordination of efforts to assure both 
safety and necessity of new technological advances. We think it wise to 

point out, as was done by Senator Javits when S. 2466 was introduced, 
that this Institute will not "inhibit innovation and research in the 
development of new medical technology." Inadequate evaluation of

2
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apparent breakthroughs in the past are now causing skepticism on the 

part of the public. The large scale development of coronary care centers 

has been questioned in the .past year or so by researchers who claim 

mortality rates are not significantly affected by the spending of those 

hundreds of millions of dollars. The cost and value of neonatology 

intensive care centers are currently being questioned in the public 

press. Solid evaluation by the proposed Institute, to be done in controlled 

settings, would provide more effective public policy guidance. It will 

be important to assure that cost factors alone are never allowed to be 

the overriding factor in decision making in relation to the use of 

technology in health delivery.

We feel that nursing research is an element that needs to be 

included in such studies. ANA's research priorities speak to this as 

one of our key areas of interest. These priorities include;

Studies to improve the outlook for high risk parents and high

risk infants.

Studies to improve the health care of the elderly.

Studies of life threatening situations, anxiety, pain and stress. 

Studies of adaptation to chronic illness and the development of 

self-care systems and group care systems.

Studies to facilitate the successful utilization of new

technological developments in patient care.

ANA supports the third focus of the bill, the creation of a stronger 

Center for Health Statistics. We agree with the chairman that adequate 

data is essential to plan and evaluate national programs. Morbidity and 

mortality studies, for example, are essential and must be of the highest 

caliber to guide policy.

3
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Short term political goals should not interfere with such data 

development. We have concerns currently about the exclusion of certain 

types of expertise from the health statistics expert committees. We

therefore urge the legislative requirement that the National Committee 

on Health Statistics include persons specifically distinguished in the
C

fields of health manpower and health facilities statistics. The nursing

field, for one, has several such experts, and quality manpower studies 

have been done on nursing needs and resources for many, many years. To

exclude experts from these fields will continue to result in duplication 

of studies, unnecessary errors in developing the studies' methodologies, 

and extra cost to the taxpayer.

The fourth purpose of S. 2466 is to create a more comprehensive

program for health services research to be named the National Institute

for Health Policy Research. The name can be misleading but our understanding

is that research demonstrations and evaluation of new or different

methods of delivering care will be its focus leading to policy development 

through research. Hospice care, currently receiving public attention,

might be an example of one type of care to be so demonstrated in a

variety of situations and evaluated prior to implementation of a national

program.

We heartily agree that health services research needs to be a more 

prominent and aggressive program. Long term support needs to be assured 
so that subsidized large scale (costly) demonstration studies can be 

conducted on many issues.

Nursing has long sought demonstration funds to try new patterns of *

delivering nursing care. Nursing research needs to be tested in controlled 

settings. Then when proven effective, those findings must be more 

quickly put into general nursing practice.

4
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In 1968, the HEW Program Review Committee evaluating the effectiveness 

of the 1964 Nurse Training Act recommended a stronger Federal focus for 

nursing to tie research services and education together. It specifically 

recommended that federal funds be substantially increased for all 

mechanisms of support to accelerate and advance:

• research into all aspects of nursing practice, the organization 

and delivery of nursing services to the patient, nursing as

an occupation, and ways of communicating research findings;

• research training, as a necessary adjunct to prepare nurses to 

do independent research, to collaborate in interdisciplinary 

research, and to stimulate and guide research important to nursing.

Demonstration grants are still one of the missing links. In fact, 

there has been real interest on the part of nurse researchers to have 

an Institute of Nursing Research. However, administration support has 

not been evident for such an Institute, Center or Bureau. It seems 

extremely short sighted when the health care system employs close to 

one million registered nurses, almost one half million licensed practical 

nurses and many thousands of nursing assistants to have so little 

attention paid to research that could significantly Improve the utilization 

of those groups, possibly saving millions of dollars in federally 

funded health programs alone. Yet for fiscal year 1979 the administration 

requested £  funding for nursing research! We have had to work hard to 

get research project funding up to $5 million for this year. Congressional 

recognition of the potential impact of such research on the health 

delivery system has saved that program repeatedly. Only one million 

dollars a year is being spent to prepare nursing researchers. Again 

a short sighted view it seems.

5



It now is timely to suggest the inclusion in S 2466 of a Center

for Nursing Research. This would not detract at all from the essential

participation of nurse researchers in the Institute’s other interdisciplinary

health services research. In fact that element is essential. We do think

it is appropriate that, in addition, nursing research should have a

line item in the budget of such an institute and an administrative 

structure allowing it to participate effectively in policy making.

Such a Center would assure that and would make it possible to do 

demonstration studies and get significant results into practice settings 

fairly quickly.

We urge your committee to add a specific amendment to S 2466 to 

include a Center for Nursing Research within the proposed Institute 

for Health Services Research. Coordinating linkages could be built in 

to promote effective cooperative relationships with other units of 

government which fund nursing education and/or pertinent studies of 

importance to the delivery of nursing care. We suggest that the director 

of the Center for Nursing Research be given that coordinating responsibility.

Finally we want to comment on the opposition of HEW to S 2466.

The reasons for opposing and the problems addressed by Dr. Richmond in 

his testimony of February 7 are real. We know how hard it is for programs 

to move ahead when too frequent restructuring and reorganization occur.

Staff energies are dissipated and pressures to produce needed administrative 

documents distract from programs moving forward. A major change has 

just been implemented within HEW. We think the changes proposed in 

S 2466 are appropriate at this time. If however, you should decide
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to delay action for two years as HEW requested we urge that you suggest 

the department include nurse researchers in all of its deliberations

and its internal studies.

In closing, we do support the several thrusts of S 2466. Important

areas of health research essential tc sound planning for the health

system of the future need more attention and more support and soon.

We want to work with the Congress and with the Administration as

the best methods of implementing such changes are worked out. We

think S 2466 offers a very good start for the necessary movement to

improve the existing programs.

We ask that this statement be made a part of the hearing record.

2-21-78
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AMERICAN NURSES' ASSOCIATION
A

Preparation 
of Nurses for 
Participation 
in Research

Com mission  on Nursing Research

In me et ing  its obl ig at io n to  th e pro fes sion of  nursing and to 
socie ty, the  C ommission on Nursing Research of  the Am erican  
Nurses' Association presents  g uid eli nes io r the preparat ion  of 
nurses for pa rti cipa tio n in  and ut iliza tio n of  research. These 
guide lines  are des igned to  establish the bro ad  co ntex t with in  
which  nurses  can learn to  fu lf il l thei r research roles. They also 
prov ide members  of  othe r disc ipl ine s and  the pu bl ic  with  
in fo rm at ion up on  which  to  base th ei r expectations of the  
nurse inv est iga tor . The guide lines  are also an app roach to 
im plem en ta tio n of the research aspects of  the S tind irds fo r 
Nursing Educat ion .'

New know ledg e < oo ee ming human health and response to 
illness is accruin g at an ex po ne nt ia l rate. For nu rsing as to r 
othe r discip lines  such tre mendous ly rap id accre tion of  kn ow ­
ledg e dem ands co nt inue d systematic inves tigat ion  of  bo th 
co nten t and process. Explici t emphasis  on preparat ion  fo r such 
research has be come an^nc reasing co nc ern of the profess ion.

The Co mm iss ion  on  Nursing Research Of the Am erican  
Nurses' Assoc iation recognizes the-essential  nature of  research 
in the co nt inuing  effo rt  to im prov e nursing  practice. As re­
po rte d bv the Nat ion al Comm iss ion  fo r the Study of  Nursing 
and Nursing Educa tion ,- very  lit tle research  has been do ne  on 
the  actua l effects of  nursing in te rven tio n and  care. This po ints 
to the  need fo r gre ater emphasis  on  edu ca tio n for research for 
the  improv em en t of  practice. If e du ca tio n fo r nursing research 
is to  be useful and ef fect ive it shou ld includ e bo th the  d ev el ­
op men t and  tes ting of  the or y and the ap pl icat ion of  f ind ings.

An  at titud e of  inqu iry  and an in trod uc tion  to  research 
shou ld be in itiated  in the ear ly phases of  unde rgraduate 
educat ion . A cl im ate shou ld be foste red  in which  the  f ind ing s 
of  research are sou ght and  ut ilize d in the prov ision  of  pa tient 
care. In ad di tio n to  pr ov id ing the nurse w ith  a fu nd  of  usable 
sc ien tific know ledg e,  un de rgraduate ed uc at ion sho uld  in ­
clu de  bo th an in troduct io n to  and a be ginn ing experience in 
the  research process.

On the unde rgradu ate leve l, ed uc at ion for research sho uld 
prepare the nurse  t o  read research  cr itica lly  and to  determine 
its va lue to  prac tice.  It should  also p ro vide  an understandin g o f 
the  rights  and responsib ilit ies  of  pa rticip an ts in research as 
we ll as of the rights of  subjects.

The prep arat ion of  nurse  researchers involves supervised 
act ivit ies  in an investigative prog ram includ in g observa tion of  
and pa rti cipa tio n in  all phases o f research , from  th e de fini tio n 
of  a researcha ble prob lem th ro ug h the d issem ina tion and u ti li ­
zation of fin din gs . This pre pa ra tio n must includ e pa rticipa tio n 
in theo ry bu ild in g and  con ce ptua liz at ion,  acqu isi tion of  inves­
tigat ive  skills, expe rience in  data redu ct ion and  analysis, prac­
tice in  in te rp re ta tio n of  results, compe tenc e in w ri ting of  re­
search  find ing s, and  co ns iderat ion of  al l aspects of  the research 
experience.

As more nurses are prepare d fo r pa rticipa tio n in research 
th roug h unde rgraduate,  gra duate , and  co nt inuing  educat ion , 
new  know ledg e resu ltin g from  research  sh ou ld increas ing ly 
perta in to  the effects of  nursing in te rv en tio n and care , and an 
observab le impact on  pra ctice can be expec ted.

The fo llo w in g compo ne nts are cons ide red impo rtan t exam­
ples of  the eleme nts  essentia l to  the de ve lopm en t o f sound 
researchers and  prac titioners. A lth ou gh  these areas of study  
have been  d iv id ed  in to  un de rgraduate,  gradu ate, and c on tinu ­
ing  ed uc at ion categories,  the  eleme nts  ot compe tence in 
research sh ou ld be in tegrated  th ro ug ho ut  the educat ion al 
process.
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PREPARATION FOR RESEARCH 
WITHIN UNDERGRADUATE EDUCATION

A. The nature of inquiry
1. Logic and the reasoning process
2. Development of knowledge
3. Significance o f the research question
4. Importance of theories in science

B Introduct ion to research ethics
1. Ethical issues in research
2. Protection of human and animal subjects
3. Place of boards of review
4. Behaviors of researchers

C. Introduct ion to the research process
1. Establishment of the knowledge base
2. Ident ification of scientific methodology
3. Ident ification and appropriate utilization of 

related resources
4. Elements of critique

D. Introduct ion to research methodology
1. Evolving and /or  formulating a conceptual 

framework including statement of rationale
2. Developing a problem statement
3. Defining and operationaliz ing variables
4. Development of methods or tools
5. Development o f a disciplined approach to data 

collection and processing
6. Understanding of reliability  and validity
7. Interpretation of findings
8. Interre lationship of design, analysis, and inter­

pretation
9. Dissemination of new knowledge

E. Utilization of research findings
1. Necessary or sufficient conditions for  generali­

zation
2. Recognition of other  condit ions where findings 

are not applicable
3. Communication of results o f utiliza tion

PREPARATION FOR RESEARCH 
WITHIN GRADUATE EDUCATION

Research education for  the graduate student builds 
upon a previously gained background of knowledge, 
assumes development of an advanced knowledge base, 
and includes advanced study of methods in research. 
Graduate education emphasizes experience in the •on- 
duct of research under direc tion  of an experienced 
precepter. It promotes an acceptance of the obligation 
to conduct,  disseminate and apply research.

A. Philosophy of research

1. Philosophy of science

2. Utilization of inductive and deductive logic

3. Human rights and ethics
4. Ethics of collaboration

5. Theory development and relation to research

B. Conduct of research

1. Development of an advanced knolwedge base 
and use of information retrieval systems

2. Design and implementation of research

3. Importance of replication

4. Entre into  research settings

5. Development of methods or tools

6. Reduction, analysis, and presentation of data

7. Intrepreta tion and significance of findings

C. Advanced research methodology

1. Development and critique of design models 
appropriate to the question

2. Sampling techniques

3. Measurement and advanced statistics

4. Use of the computer in analysis

5. Depth in the art of critique

D. Dissemination of findings

1. Professional writ ing/speak ing

2. Application of findings

u
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PREPARATION  FOR RESEARCH 
W IT H IN  C O N TIN U IN G  EDUCATI ON

Continuing education toward the advancement of re­
search in nursing is impor tant in view of the rapidly 
changing knowledge base and the continued develop­
ment of new methodology. Continuing education rele­
vant to research must take several forms. Offerings of 
subject matter analogous to .those listed above for 
undergraduate and graduate education should provide 
the opportu nity  for nurses to update thei r skills in re­
search and to be introduced to the research process. 
Programs should be developed for nurse educators, 
nursing service administrators, and nurse practitioners, 
which will encourage improved climates supportive of 
open inquiry by nurse researchers and the furtherance 
of research in patient care.

Through sound programs of  cont inuing educa tion— 
includ ing symposia, colloquia, and seminars as well as 
formal education—active nurse researchers will be able 
to extend their  knowlege, improve their understanding 
of the substantive base of research, and incorporate 
new concepts and methods in research. The practi­
tioner will be better  prepared to func tion as a part ici­
pant in and implementor  of nursing research and its 
findings and to assess nursing interventions and patient 
outcomes within a research framework. The adminis­
trator  will have an expanded information base fo r dec i­
sion making related to the support and implementation 
of research studies and findings.

REFERENCES
1. American Nurses' Association Commission on Nurs­
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STATEMENT OF THE AMERICAN HOSPITAL ASSOCIATION 
TO THE SUBCOMMITTEE ON HEALTH AND SCIENTIFIC RESEARCH 

OF THE SENATE COMMITTEE ON HUMAN RESOURCES 
ON S.24 66

THE NATIONAL INSTITUTES OF HEALTH CARE RESEARCH ACT OF 1978

March  3 , 1978

The Am eri can  H o sp it a l A sso c ia ti o n , wh ich  re p re s e n ts  some 6,4 00  member h o s p it a ls  

and  o th e r  h e a lt h  ca re  i n s t i t u t i o n s  a c ro ss  th e  co u n tr y , as  w e ll  as  more th an  

27 ,000  p ers o n a l members , a p p re c ia te s  th i s  o p p o rtu n it y  to  p re s e n t i t s  view s on 

S.2 466 , th e N a ti o n a l I n s t i t u t e s  o f H ealt h  Ca re  R es ea rc h Ac t o f 1978 .

S.24 66  wo uld  c re a te  a N a ti o n a l I n s t i t u t e s  o f H ealt h  Care Res ea rc h (NIHCR), wh ich  

wo uld  be  composed o f th re e  a g e n c ie s . Two o f th e se  ag en c ie s  c u r r e n t ly  e x i s t  and  

one wo uld  be  e s ta b li s h e d  un der  t h i s  l e g i s l a t i o n :  th e  N a ti o n a l I n s t i t u t e  fo r  H ea lt h  

P o li c y  Res ea rc h (NIHPR), to  be p r in c ip a l ly  p a tt e rn e d  on th e  fo rm er  N a ti o n a l 

C en te r fo r  H ea lt h  S erv ic es  R es ea rc h ; th e  N a ti o n a l I n s t i t u t e  fo r  H ealt h  S t a t i s t i c s  

and  Ep id em io logy  (NIH SE), bas ed  on th e  fo rm er  N a ti o n a l C en te r fo r  H ealt h  S t a t i s t i c s  

in c lu d in g  some of th e  ep id em io lo g ic a l a c t i v i t i e s  c a r r i e d  ou t w it h in  c e r t a in  P u b li c  

H ealt h  S erv ic e  pr og ra m s;  and  f i n a l l y  th e N a ti o n a l C en te r fo r  th e  E v a lu a ti o n  o f 

M ed ic al  Te ch no logy  (NCEMT), an  e s s e n t i a l l y  new a c t i v i t y .

The AHA su p p o rt s  th e o v e r a l l goal s o f  th i s  l e g i s l a t i o n ,  wh ich a re  to  b r in g  

to g e th e r  o rg a n iz a ti o n a ll y  some o f th e  e x i s t in g  el em en ts  o f  h e a lt h  s e rv ic e s  r e s e a rc h , 

h e a lt h  s t a t i s t i c s  and  ep id em io lo gy, and  to  de vel op a g re a te r  c a p a b i l i ty  fo r  th e  

ev a lu a ti o n  o f m ed ic al  te chno lo gy , f o r  th e  pur po se s o f  im pr ov in g bo th  th e  d e li v e ry  

o f h e a lt h  ca re  and  th e  sy stem s th ro ugh w hich  su ch  ca re  i s  p ro v id ed . In  th e  p a s t ,

J
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we have given strong support and cooperation to the activities that have been

conducted in these areas, particularly those of the National Center for Health

Services Research and the National Center for Health Statistics. Further, we

have clearly recognized the need for improved methods in the evaluation of 

advances in medical technology. Nonetheless, while these goals are commendable, 

we further recognize that there is no existing, specific model for the development 

of an N1HCR. The lack of such a model necessitates careful study and evaluation, 

and subsequent phasing and testing, of a variety of approaches in the development 

and implementation of such an endeavor.

In many of its aspects, S.2466's development of research approaches and methodologies 

for the health care service area can take into consideration the pattern utilized

in biomedical research under the National Institutes of Health. These national

approaches recognize an important role of the federal government, as well as

nonfederal activities, in health care research. It is our belief that, in

exercising its role, the federal government must develop a coordinating and a

supporting mechanism for carrying out this vast task through extramural, as well

as intramural, activities.

We therefore recognize the basic need for a federal organizational structure—  

a focus— which brings together under its direction many of the governmental con­

tributors to such efforts and, where such direction is inappropriate, coordinates

the activities carried out beyond its direct administrative purview. Such a 

federal structure also requires the development of an effective, broad-scale 

extramural program to encourage and assist existing, and develop additional,

nonfederal resources— resources which are essential to the achievement of the
legislation's goals.

r
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National Institute for Health Policy and Research

Section 102 of S.2466 would amend Section 305 of the Public Health Service Act 

by establishing within the NIHCR a National Institute for Health Policy Research. 

In our review of the amendments proposed to Section 305 of the Act, we have 

identified limited changes in the basic authority of the existing National

Center for Health Services Research.

One change, that of undertaking and supporting research evaluation and demonstra- 

tion projects in "the uses of computer science in health services delivery 

and medical information systems," appears to be substantial. In this connection, 

we certainly support the development of computer science for health services 

delivery and medical information systems, and the identification of this area 

as a responsibility of the NIHPR. However, we believe that, in the categorization 

of responsibilities, it will be necessary to make a distinction between those 

that are appropriately a function of NIHPR, and the application and evaluation 

of computer science, as utilized in computer-assisted technologies, such as 

CT Scanners, cardiac catheterization systems, and microcomputer and microprocessor 

controls. These latter applications and evaluations in the clinical setting 

would probably be more appropriately a function of the National Center for the 

Evaluation of Medical Technology.

Our review also indicates that the legislation proposes no advisory council 

or committee for the NIHPR. Because the present and future activities of the 

NIHPR, as well as such activities of the NIHSE and the NCEMT, will involve a 

close, cooperative effort between federal and nonfederal activities, we believe 

that an advisory council or committee should be established. We further recommend 

) that such a council or committee be composed of individuals from both the private

and public sectors, who would bring competence to this body from the fields of

3
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la w , ec on om ics,  sc ie n c e  in  I t s  b ro a d e s t d e f in i t io n ,  p h y s ic ia n s , h o s p i ta l

a d m in is tr a to rs , h e a l th  in s u r e r s ,  and co ns um er s.  We th in k  th a t  su ch  a c o u n cil

i s  e s s e n t i a l  to  p ro v id e  ad v ic e  and e x p e r ti s e  in  th e  e n t i r e  a re a  o f p o li c y

s e t t i n g  and pr og ram de ve lo pm en t.

N a ti o n a l I n s t i t u t e  fo r  H ealt h  S t a t i s t i c s  and Ep id em io lo gy

S e c ti o n  103 o f S. 24 66  wo uld  amend S e c ti o n  306 o f th e  P u b li c  H ealt h  S e rv ic e  Act

to  renam e th e  N a ti o n a l C en te r fo r  H ealt h  S t a t i s t i c s ,  th e  N a ti o n a l I n s t i t u t e  fo r

H ealt h  S t a t i s t i c s  and Epid em io lo gy , an d in c o rp o ra te  i t  under  th e  NIHCR. The

NIHSE wo uld  be  ex pa nd ed  n o t on ly  to  co ndu ct  h e a l th  s u rv e y s , b u t a ls o  to  c o o rd i­

n a te  h e a l th  d a ta  c o l le c t io n  in  th e  Dep ar tm en t o f HEW an d to  u n dert ake  an 

ex pa nd ed  pr og ram of epid em io lo gy an d d a ta  a n a ly s is . The  AHA su p p o rt s  th e

expansi on  o f th e  e x is t in g  h e a l th  su rv ey  fu n c ti o n  as  o u tl in e d  ab ov e and  re co g n iz es

th e  im port an ce  o f c o o rd in a ti n g  and su p p o rt in g  no t only  th e  h e a l th  d a ta  c o l le c t io n  

e f f o r t s  w it h in  th e  Dep ar tm en t b u t a ls o  d a ta  c o l le c t i o n  and a n a ly s is  a c t i v i t i e s  

which  a re  c a r r ie d  ou t in  many n o n fe d e ra l a re a s .

W ith  re g a rd  to  th e  N a ti o n a l Co mm itte e on  V it a l and  H ealt h  S t a t i s t i c s ,  we recommend

th a t  i t  in c lu d e  a p p ro p r ia te  re p re s e n ta ti o n  fro m th e  h o s p i ta l  in d u s tr y , t h i r d -

p a r ty  p a y e rs , and  p a r t i e s  co nce rn ed  w it h  is su e s  o f c o n f id e n t ia l i ty  o f d a ta .

N a ti o n a l C en te r fo r  th e  E v a lu a ti o n  o f M ed ic al  Te ch no logy

S e c ti o n  104 o f S.24 66  wou ld amend S e c ti o n  306 o f th e  P u b li c  H ealt h  S e rv ic e  Act

by e s ta b l i s h in g  a new u n i t ,  th e  N a ti o n a l C en te r fo r  th e  E v a lu a ti o n  o f M ed ic al

Te ch no lo gy . The  AHA commends th e  a u th o rs  o f t h i s  b i l l  f o r  t h e i r  e f f o r t s  in  

a d d re ss in g  th i s  im port an t a re a . We c le a r ly  re cogn iz e  n o t only  th e  im po rt an ce  

b u t a ls o  th e  com pl ex ity  o f m ed ic al  te ch nolo gy e v a lu a ti o n .
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In our review of the responsibilities that are assigned to this center, we note 

that they range from those which consider the safety, efficacy, effectiveness, cost 

effectiveness, and social, ethical, and economic impact of particular

technologies, to those which involve the evaluation of methods for measuring

the quality of health services and the effectiveness of administration and

enforcement of quality assurance programs. These latter responsibilities in

many ways include subject matters that might well be assigned to the NIHPR. Such 

categorization difficulties highlight the fact that no pattern has been established 

for such efforts, and that considerable study of the appropriate structure for 

managing this task is needed before any rigid boundaries are established.

In the activities of this center, as in those of the other institutes

included in the NIHCR, we believe that it is important

there be recognition of a very significant responsibility which will have to

be carried out in the nonfederal sector. While supporting the legislation's

provision for establishment of an advisory council for the NCEMT, we suggest

that, because of the overlap of activities among the NIHPR, NIHSE, and NCEMT—  

all of which will have impact on evaluations of medical technology that will be 

conducted, as well as, "to the extent practicable, the development of exemplary 

standards, norms, and criteria concerning the utilization of particular technologies"—  

consideration be given to the development of an overall council. The overall 

council's responsibilities would encompass those of the NIHCR, with other 

advisory committees or councils responsible for the specific activities,

respectively, of the NIHPR, NIHSE, and NCEMT.

With particular reference to the proposed Council for the Evaluation of Medical 

Technology, and in recognition of the far-reaching effects of the recommendations 

which the council will provide, we believe that it should include specific

5



representation from major health care constituencies. These constituencies will

be affected by the recommended codes, criteria, and standards and therefore

should have the opportunity for input. The bill provides that the council

membership include 16 persons (seven from the fields of medicine or science, 

two from economics, and two from law, as well as five whose areas of expertise 

are not delineated), and certain specified ex officio members from departments 

of the federal government. We urge that there be a definition of members from

medicine, as well as from the broader area of science, and that there be

representation from hospital administration.

We are concerned about the application of recommendations that result from the

evaluation of medical technology. The drafters of S.2466 seem to recognize this 

problem. The bill states that "after consultation with appropriate public and 

private entities," the council should "develop, when appropriate and to the 

extent practicable [emphasis added], exemplary standards, norms, and criteria 

concerning the utilization of particular medical technologies." It is important 

to recognize that there are many examples in medicine, and in other areas, of

early development of technologies which, on first review, appeared to provide 

little clinical promise, and from a cost benefit aspect seemed inefficient. However,

after further development, they became both promising and cost effective, 

resulting in technologies of benefit both for clinical and/or administrative 

purposes. It is therefore exceedingly Important that, in the development and

implementation of this legislation, those exemplary standards, norms, and criteria

which are developed encourage, rather than stifle, initiative, creativity,

experimentation, and flexibility.
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Authorizations

The AHA believes that the authorizations as identified for each of the activities

within the NIHCR reflect the important element that such funding will play in

the assistance and development of nonfederal activity. We believe, as we have

Indicated before, that there is need for federal intramural activity in this

area. We are strongly convinced, on the other hand, that the vast majority 

of this activity will have to be conducted in the nonfederal arena, as is done 

in the National Institutes of Health. It is our understanding that approximately 

83 percent of National Institutes of Health expenditures are in the nonfederal 

setting, and we would recommend that authorizations for funding the NIHCR

recognize this long-established research pattern.

Conclusion

We wish to express the Association's appreciation for this opportunity to 

present our comments and recommendations on S.2466 and to offer our assistance 

and technical support in the strengthening of this legislation.

7
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Senator  K ennedy. The  subcommittee stands  in recess. 
[Wher eup on, at  3 :23 p.m., the  subcomm ittee was adjou rned .]
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