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DR. JOHN F. SHERMAN



lIhtroduction and Biographical Sketch

- This 1nterv1ew with Dr. John Sherman is one in a series of "oral
 hsitories" ' focusing primarily on the origins and development of the extra-
‘mural programs -- most especially the grants programs — of the National
 Institutes of Health, beginning with the establishment of the Division of
Research Grants in 1946. Like Dr. Sherman, most of those 1nterv1ewed had
critical roles in the development of the extramural prograns. '

John' 'Shermanrls, in the view of colleagues at ,the National”,Instie}
tutes of. Health and the Association of American Medical Colleges, "the man
in charge of making things go." Since his retirement from federal service,
he has been Vice President and more recently Executive Vice President of

" the mentioned Association. At NIH, he was for more than five years Deputy

‘Director of NIH, for part of that period also serving as Acting Director.
Before that, he had run the extramural programs of NIH, as NIH Associate
Director. Earlier, - the extramural programs of the National Institute of
Arthritis and Betabolic Diseases and the National Institute of Neurolo-
gical - Diseases and Blindness. John Sherman is a statesman in the biomedi-
~cal research enterprise, and one of the most dedicated publlc servants in
“recent times.

This oral history project ‘is being carr1ed out, in 1986 and.l987}

under' a grant from the National Instltutes of Health, admlnlstered by the
AVatlonal lerary of Medlclne..

. STEPHEN P. STRICKLAND, PH.D.
WASHINGTON, D.C.



' ;Interv1ew w1th Dr John Sherman by Stephen P Str1ckland, Ph D. ,'5

ftSeptember 5, 1986

SS: I am . talk1ng thlS morning w1th Dr. John Sherman, Executlve Vice President -

‘of  the Association of American Medical Colleges, former Associate Director and
‘Act1ng Dlrector of the Natlonal Instltutes of Health, and an old fr1end

" One unpre351on I get from talklng to ‘the ploneers of the NIH grants~

t, programs, those great builders and enthusiasts, is that the whole thing was

simple at first, but the structure was so sound that the grants program has

 continued from 1946 until today with things being absolutely rosy most of the-
time.  This may be true, but it seems improbable. I wondered, in your years

at NIH, if ‘you could help me identify some landmarks of change, development,
division of author1ty, ‘and- how new situations were dealt with.

w JSt I would’ say that the basic element in that context was the simple’ yet el-
~egant nature of the research authority enacted in the addition to the Public
 Health Service Act in 1944. To my mind, few people appreciate how that extre-
"~ mely - innovative and broad leglslat1on prov1ded the framework for the whole
program in those early years. This was, -of course, before the establishment of
-most of the categorical Institutes. But it is a significant landmark in the

biomedical research enterpr1se, and it ought to be so v1ewed w1th respect to

any other. landmark pieces of . federal leglslat1on.

Given that, however, there were 1ndeed, as you implied, “some periods of

~contention or uncertainty as to either the pace or the direction in which the
program should evolve. For example, most of the early people involved were

not academics, but were old-time Public Health Service officers who had little
Oor no exposure to research. In this sense, it is somewhat remarkable that the
extramural program came out as well as. it did in its relationship to academic
activities. I guess in part that was due to the fact that both sides were.
learning. - The academic community hadn't had much responsibility - to or rela-
tionship with the federal government except in time of war.. Therefore, it was

- “all new to them. And the program was small, which made for an ease of communi-

cation even though the environments and traditions were markedly different.

That, I think, in turn is partially explained by the fact that when NIH star-
‘ted to expand after the war, there were a lot of people coming in- from the

-~ academic enviromment who tended to "balance off". For example, James Shannon
~and C.J. Van Slyke came from totally different backgrounds, but both of them
played a major role 1n the early years.

The establ1shment of the relatlonsh1p between the academlc communlty, 1n'

~particular the academic medical community, and the NIH was not always smooth.

There was a great deal of concern, as you know, centered -not only over the
enabling legislation for the National Science Foundation, but also the evolu-'
tion of programs at NIH as to what the various roles and responsibilities ‘
ought to be. I think it came out in a very useful way; the academic community
didn't control the process, and yet they were highly influential in helping to
keep it from becoming a typical federal bureaucracy. The exception that I've
reflected on was the myth that many of us promoted and believed -- the myth
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that we could dlsprove the contentlon that federal funds meant a substantlal,
degree of federal control That, I think, has proved over time indeed to be a

s myth. - . In the early days we had sort of a Camelot in distributing funds. But
I am also convinced that even though our conviction wasn't valid in the long .
haul, nonetheless  at the time it enabled the NIH to accomp11sh what 1t d1d, PR

both 1n substantlve as well as manager1al senses.

SS'ff Are you say1ng that the perva51ve acceptance of thls notlon ‘that. federalt""f
'vlnfluence wouldn't be controlllng made it p0381b1e to do as much as you did?

S Js: I th1nk so. It brought the two “cultures" together beCause otherw1se

the 1nc11nat10n of the AMA and of many people in academic medicine would have 8

‘been - to fight the NIH activity. The - very wise move to bring in outside
" experts who, of course, were concentrated in the academic community, served

wonderfully - to fac111tate everythlng that's happened s1nce.v That was very
51gnf1cant ' . : , , , k o

- SS: " One thing that Ernest Allen said in an interview 25 years ago was that he
and Dr. Van Slyke were surprised at the number of research proposals they got

after they had released a circular saying, basically, that the NIH was taking

"~ over wartime contracts and would have some extra money, SO please submit any

good research proposals. Missiles came over the transom in surpr151ng :
numbers, too many to handle. They ‘started looking through "who's Who in.

' American Science" and other = such sources to see who knew about a particular i
. aspect of blochemlstry, etc._ But Dr. Van Slyke had come out of a medical

school had he not?

JS: . He had been in the public Health Serv1ce for a 1ong per1od involved with -
venereal  diseases, so- he was much less an academic than he was a federal -

-bureaucrat.'

SS: And Jim Shannon was out of 1ndustry, although he had served as cha1rman”

" of a study sectlon.

B H His formative years were in academ1a, before he ‘went to Squ1bb There -
was some military orientation for the malaria program, but it was influenced

by an academ1c attltude.

Balanc1ng Expert Judgment and Government Accountablllty

SS: ~ Another - thing that Ernest said 25 years ago and repeated in the case of
my -interview with him recently, was that once the study sections were set up,
Van Slyke and Dyer and Shannon were very watchful to make sure that nobody on

- staff who was acting as executive secretary, or in any other capac1ty, tried -
"to second-guess the experts. There was a deference to experts in the ‘academic

institutions on the. part of the bureaucrats.

JS: That's r1ght.‘ But there was also, through the w1sdom of that - two—tlered
system - the study sections and the advisory councils -- a recognition of the
two important features of that whole relationship: one, the dependence on ex-
perts for evaluation of scientific merit, and at the same time, the larger
view from the councils in terms of the relevance of projects recommended for

approval in the study sections process to programmatic objectives of the
Institutes. Still a semblance of control had to be there since it was federal
‘money; the Surgeon General didn't have to make an award just because of the

2
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recommendat1ons of the counc1ls. I know several 1nstances where Jnn Shannoni

- put his foot down and said he didn't care whether or not there was a recommen—
"~ dation for paying a partlcular grant; he, as respon51b1e federal official did
- not feel it should be done. There was a most ingenious arrangement there that
- emphasized quality and merit, and yet didn't unduly -diminish the authorlty of

the respon51ble federal off1c1a1, regardless of what some of the people 1n the

. Bureau of the Budget —_ and in: polltlcal sc1ence — used to say.
© . osst I»agree. And ba51cally that balance still seems to be there." o

JS: I thlnk 1t ‘exists in a very productlve and reasonable fashlon, respectlng

the need for flexibility in the management of the scientific enterprise, and

also in the preservatlon of those things that result in reasonable accounta-
bility for public funds. I put it that way because I still find myself frus-

trated and dismayed that we haven't been able to find a better approach to
demonstrate real accountability - than to use an elaborate system of f1nanc1al
aud1t1ng as a surrogate.

SS: Is that an example of a major change from the early days to the present

day?

Js:  We 11ke to say that NIH ran the grants program for about 15 years before,
it. realized it was supposed to have some regulations! That's an oversimplifi-
cation, but not by much. The programmatic objectives and the means to accom- .
plish those were established -- setting up the instruments to distribute the
money- -= then we worried about cleanlng up things with respect to regulations.
I think that's the only way the process could flourlsh And it did so with
ama21ngly few major mistakes. _— -

SS:, I would say so. But what did the appllcatlon of elaborate regulatlons in

reporting requlrements and auditings do to the process‘> - I am sure it made it

more expens 1ve .

JS. Right  And to a 51gn1f1cant, ‘but not lethal degree, it frustrated re-
searchers and program managers because of the fact that, like many other acti-
vities in our society, it became overly elaborate. Therefore the amount of
effort that goes into "process1ng“ the project grant system is unnnecessarily
complex. The result of that is that you develop, both in the institutions and

- at the NIH, an elaborate bureaucracy with a lot of second-guessing or levels

of clearance.

Individual Investigators, Scientific Infrastructure

SS:  The grants in the first instance were inspired by the wartime experience
and focused on the individual. Back then the grants process really did re-
flect the philosophy that if you picked a good man with a good idea and
equipped him with the right resources, the grant should let him do what he
decided was important to do in the broad context of medical sc1ence.r Later,
other klnds of grants were created » : '

RVESH The next ma]or consideration was Shannon's concern about an adequate in--

frastructure for research. That created an element of controversy both within

~and out51de NIH. First, other than Jjust the simple project grant system,



"'there was an energent threat to the growth of the enterpr1se in the fact that

there needed to be better and more facilities.  We also had to worry about

" training. Another questlon was, if there were increasing amounts of money,
could we continue to let the so—called retail approach dominate the system, or -
did we need to find some ways to complement that by packaglng activities in - -
,blocks that perm1tted larger chunks of money. to go out. REah : :

e T thlnk the first area of dlsagreement occured over NIH'S role in- tra1n— g
ing. If you recall, the Cancer Institute in 1937 had :received . authorlty to

make research fellowshlps., After World War II, however, it was properly per-

ceived that if anythlng was going to be done about categorlcal illness through

~research, there had to be an expansion of people who' knew something more about,ji,

those particular diseases. Despite the expansion of those cadres during the
~ war, in the chronic disease area particularly — oncology, diabetes, rheuma- -
tology and so forth —— there was a real pauc1ty, not only of trained individu-
als, but also of places to train them. So a major feature of the early expan-

sion of the NIH training program, beyond just the research fellowships, was a
series = of clinical traineeships that were frankly created to permit the expan-

sion. of better trained diabetologists, and endocr1nolog1sts, and oncologists, -
and cardiologists, etc. It was largely a non-research effort, although it was -
hoped that there would be some research involved. Then came the graduate,
.tra1n1ng grants, and it was there that I believe the biggest point of tension

ocurred. There was then a constant battle with the academic clinicians who
- were thwarted by not being able to find ready sources of money support for

- graduate medical education. In many instances, they converted the NIH gradu—

ate training grants to residency training support rather than the provision of
some  clinical exposure at the graduate level in order to become a good
clinical 1nvestlgator, to complement the basic research.v«That was one of the
reasons for putting a special payback provision 'in the National Research
Serv1ce Award leg1slat1on.,, ‘ o : o

"S8S: Whlch requlres what?

' JS:v’ It requlres that if the 1nd1v1dual doesn't go into essentlally a research
activity after Athe training, he/she has to pay back whatever amount was
involved. - : B e - , N

SS:- Who were the "contenders" in this issue?

JS: There were two different forms. For example, the people in the mental
health field were able to pursuade the Congress and the Executive branch that
~ the need for a larger number of better trained psychiatrists, particularly to
“staff the public mental health hospitals, was a justification for a straight-

out clinical training program, with research being completely supplemental,5 '

off to the side. Neurology took a somewhat different approach. They conten-
ded  successfully for awhile that they were a so-called academic discipline,
that ' is,. all neurologists were practicing' within academic medical centers
in contrast to those such as internists in private practice. They went so far
at one time as to almost require that an institution wouldn't get a neurology
training grant unless it was willing to set up a. department or division w1th1n
the medlcal school with a neurology de51gnat10n.

o That 51tuat10n caused consternatlon, both within the front office of NIH
and also 1n‘the dean's offices. The aftermath of that was a growing sense of

4
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,imbalance in  the ability of the school as a whole to maintain a well diversi-
v'fffied) high-quality training program in medical education because you had then,
- as you may see now for different reasons, an increase in the automony of the

program directors and department heads at the expense of the cohesiveness of

the educational program as a whole. We've gone beyond that kind of, unpactf'ﬁgﬁ_
from the impact of ‘research fundlng.k Now the problem is what results from the R

faculty practice plans. The power within the schools resides in a series of

' departments. In the early days it was research and tralnlng money that was .
. coming in, and now it's the faculty practlce money that's coming 1n. The - -
o consequences are much the same. - :

' Peer Review 0f Training Grants and Fellowships“

- sS: :‘ How did the review mechan1sms ‘work w1th respect to tra1n1ng grants and
~ fellowships?. 1It's fairly easy to see how a scientist (or group of scientists)
-~ with a pro;ect gets reviewed by peers, since the only question is whether the

science is good science, and the scientists competent, and in the second
round, whether the project is in accord with program goals. But how did the
review process work in these other areas‘> : - U

JS: - In the fellowshlp area it was s1mp1e. Like a research project, it con-

f “cerned a single individual who was proposing a research project under a desig-
- nated ‘sponsor. = So the fellowship component of the whole training effort

flowed rather smoothly. It was in the training grant area that one ran into -
the uncertainties and difficulties because, on the one hand the agency was

" trying - to build a capablllty for clinical investigations in categorical areas,

and the people involved in the institutions were still -confronted with this .

-:desire' to expand the specialties and subspecialties of medicine, fully aware -

that research was important, but staying more concerned about the overall
educational program. So, first of all one had a set: of gu1del1nes for the
program objectives that were not contradictory, but a little confusing in
terms of the objectives, since it didn't say right out that it was only for
research.  The guidelines used to say that the grant was for "academic medi-
cine", but you couldn't be a good clinical teacher: without having a fimm

'~ground1ng in your specialty or - subspecialty. You also couldn't be a good

clinical investigator unless you had some very good research training. In the

~area -of -clinical 1nvest1gat10n,_ that research training was dependent on a

thorough grounding in the subspecialty of choice. Thus, there were dual, sep-
arate but related purposes which permitted the people in the 1nst1tut10ns to
pursue their interests, and in other respects, permitted the agency to achleve

1ts prlmary purpose of getting on with the. research enterpr1se.

SS:  So that was one ten51on. ‘But who are the “peers" who review whether,

‘say, Washlngton Unlver51ty gets a tra1n1ng program or not?

. Js: They are the same types who, say, in St. Louis are wearlng one hat as the

chairman of the department of medicine or surgery, and another hat when they
come to Washington to 1look at how we expand the manpower pool of clinical
investigation. Given the lack of funding elsewhere for other desirable

- purposes, res1dency tra1n1ng, for example, NIH had to be pretty Ccreative, -

Let me give you a specific example on th1s- At the t1me that Secretary

~ Caspar Weinberger decided to do away with the training grant program in 1973,

the - Neurology Institute set out a spec1f1c set of - objectlves for a tra1n1ng ”

‘ 5p
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grant program saylng that they were tra1n1ng people for research bas1c andp
clinical, -in  the neurological diseases. Weinberger essentially sald,'"Look

- this whole idea of NIH-supported training is for the birds." The letters that
~came - in to the Bureau of the Budget all complained not that research training
“in general was going down the drain, but that the termination would destroy

the specialty of neurology. So there was a constant tension which. derived

 from the fact that a good cllnlcal investigator had to have tralnlng 1n both
vsectors research and hls or her spec1alty. : : .

:ss- A But was. there no d1ff1cu1ty in flndlng people who were ob]ectlve about;
‘the capacity of a given institution to have such a clinical training program

so as to ‘provide the right setting for carrying out the research? I would

- have thought ‘that the competition would have been a little keener, and make 0
it harder to be’ objective if you had to brlng people in from- one medical

school into a study section to look at whether another medical school would

JS:“-There,was,remarkably little of that,,steve;‘t'

SS:  Could you discuss the Shannon research and training grants illustration?

- gs: Jim Shannon certainly recognized and vigorously defended the hnportance '

of the project grant system as the keystone of the whole ' extramural  enter-
prise.  But. at the same time, he was concerned about the infrastructure and,

~ interestingly enough, about help to medical education. He wanted to find some -
way that the institutions could exert greater control over their own destiny.

So he devised the idea of what he used to refer to as the "general research
and training program" which is now called the Biomedical Research Support

~Grant, as a means by which the institution would be granted, on a formula

basis, additional money dependent on its success in the project grants system..

The purpose that he had in mind was to balance the institutional impact, the

internal impact, of a heavily emphasized - project grant system with some
flexible money, research-oriented, that would be under the control of the
institution and . thereby pemmit the institution to balance off 1nterna11y its

research activities and overall strategy. That initially created two sets of

tensions,» one within the institution, where the faculty frequently described

those funds as "the Dean's kitty", with a considerable amount of resentment.

They saw it ‘as draining off money from the project grant system. ' The other
area of ten51on was within the NIH, where the Institute extramural staffs,
including myself at the time, felt that this was a.threat to the categorical
concept and therefore to the individual Institute's categorical programs. So,
this is a good example of tensions that resulted from an effort to do

-something other than just simply support'research through project grants.

SS: Your other p01nt was that this was a Shannon idea based on Shannon's per—c~

spective of possible adverse consequences to the institution as a whole, and -

to medical education, if project grants were the only way in whlch the NIHc

could support research and research tra1n1ng.

~JS: Shannon's attitude was exempllfled by an experience we had with MIT. Back

in the early '60s the engineers at MIT had decided that they ought to organize
a medical school at MIT and apply engineering concepts and approaches that-
they thought could straighten out the health care system at the Cambridge Hos-
pital. = There was much talk about the p0351ble establlshment of. an MIT medlcal

6
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: ,school Jerry Welsner was close to Shannon and asked him to come up to explorefh!k
~ .. this on a retreat with some of the senior engineers and others on the MIT
i faculty. Jim, Joe Murtaugh and I spent about three days with them. Jim gave -

one of ' the most lucid explanatlons of what is involved in a medical center in -

‘terms.  of research and education and patient care. The thing I've always remem- -
bered about that, which I think is an absolute truism, was when he outlined on

the blackboard a message that in the area of research and educatlon, you can

- k"call the shots" fairly well from an institutional point of view, and there-
~fore control your destiny to a large degree. Even though Shannon. felt at times = .

that medical ‘schools had taken on more research than was justified for their

education program, nonetheless he accepted it because he felt that there was

reasonable control. He told us, basically, "Once you get into patient care,
the control of your destlny shifts to the community, or to those. consumers who

~ look to you for the provision of care". I've often thought about that from my

position here, because the schools and teaching hospitals try to compete with
community hospitals and therefore the faculties are now increasing primarily
on the basis of service needs rather than for educational requirements. That
broad sen51t1v1ty and  vision of Jim's was absolutely crucial to the quality
and productivity of the research program, as well as how it f1t 1nto a broad

i scheme of health activities.

SS: Well, he certainly did have that enormous range of view.

kExpandlng Natlonal Capac1ty

JS: When Shannon realized that the money was g01ng to contlnue to flow, and
in- relatlvely copious ~amounts, - and he and others in the science field felt
that there could and should be an expansion of the nation's scientific capa-

 bility, he devised a program called "health science advancement awards". This
- was an effort to upgrade an ill-defined group of institutions that weren't

quite in the first rank of research—orlented academic institutions. He decided .
to. set up a program that would try to identify that group of institutions and
give some large sums of flexible money with the express purpose of upgrading

_ the research and - research tra1n1ng capablllty of that group of institutions.
‘This was the first instance in which one couldn't define the process clearly;

how to set up review criteria, for example. I remember the National Health
Council. meeting where Harold Enarson, then president of Ohio State University,
just gave Jim hell because this was "a bureacratically dominated, poorly

defined program that was giving money to a favored few", and so on. It was
‘finally abolished with only a total of eleven grants awarded. The objectives
- were reasonable and probably des1rable, but the ability to make the effort

1nto a real operatlon was never realized.

SS: What klnds of grants did the NIH have the most control over? Looking at
the review process, we know that, even though there was always the two-tiered
review, experts had the most influence on project grants. But I assume that
some of the other efforts you've mentioned were designed in such a way that

- made it easier for the agency to achleve its ob]ectlves.

The Role of Contracts

JS:  There really wasn't any grantyinstrument available in that‘area; Steve.
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That's why the contract played an nnportant role and should play a more 1mpor— S
tant role than it does now. The only problem was that the contract mechanism-

was . at least confused if not ill-used in some instances. There were allega-
tions  of favoritism, especially in the relationship between the use of the

. contract mechanism and intramural. scientists. Originally the 'contract had

been used at NIH solely to provide additional resources, like the provision of

Chemicals that weren't necessarily available on the open market. When the
‘cancer program started to expand back in the mid to late 196@s, some of the -
 intramural people, having access to the contract mechanism, built huge empires

-~ only about four or five of them —- but there was a lot of criticism that
the intramural - people were ‘placing the extramural people at a-disadvantage

" because the latter had to- compete ‘through the project grant system.: The
~contract instrument was solely under the control and authorlty of the bureau-

crats - ‘the- 1ntramural scientists or Instltute directors -- and many felt it

- was belng mlsused

58: I never knew that contracts were made w1th 1ntramural sc1ent1sts.p

- Js: Not w1th them directly. But they controlled the process and thereby
controlled a good deal of money. '

SS:  But the National Cancer Inst1tute dldn't make a contract w1th an 1ntra-_,‘
mural sc1entlst7

Js: No.f' It was the factsthat the‘intramoral scientists' program had access

to external capabilities through the contract mechanism. In my mind, a good
Institute director needs an instrument of that sort to which he has access, in

“contrast to the grants program whose scientific direction is primarily in the

hands of the biomedical community. I think the system ought to provide a cap-

- able program manager with a degree of managerial flexibility that the grant
- system denies him. Therefore, the contract could serve the overall strategy
.of the program manager well, and it has. I don't think that it is conceivable

that one could run a good grant program and have it as something other than a-
pass1ve instrument for the program manager. Although an Institute director is
in charge of a program, he has little control over the direction of the grants
program. He has little control over his intramural programs also, because the

intramural program functions largely like the extramural component as far as

its sc1ent1f1c ‘content is concerned, even though the monies flow dlfferently.
Therefore, if the director takes a look at his overall program, perceives an

- area that offers promise and needs to be pursued; the only way he can do that
-on his own initiative is through an instrument under his personal control,
like the contract. Thus I have always felt that 1deally the NIH program would-

consist of a small but strong contract program in add1t1on to the intramural
and large extramural components.

 Means and Tools Available to Institute'Directors

SS:  There are some other means by whlch a dlrector can 1nfluence d1rect1on, I
would assume.- -

'JS:  You have "RFA's", requests for appllcatlons.

SS: Wbuld he have any authorlty or money to call a conference like they used
to do in earller years? o
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Js:  No, not a great deal. Most of the conferences are supported through grant -
, money, but on the other hand, a whole galaxy of mandated advisory bodies have

- grown up that are statutory bodles. I don't have intimate knowledge of how
they operate, but I have the sense that ‘they're controlled as much by the
community . as they are by the director, just because of the fact that they have '
-~ been put 1n leglslatlon by virtue of the pressure from . 1obbylsts on the out-~
i slde, . : ! : . ) e

SS: Are you saying that the 1ntramural sc1entlsts Stlll have the greatest

B control over the contract program?

JS: No.‘ The alleged abuses resulted in considerable changes. In prev1ous
days, there was a v1rologlst whose research was funded probably 90% with
contract money, quite in contrast to the usual intramural scientist and his
“access to resources. ‘ : S : o e ’

SS:  Obviously there has been some push and pull over that. T have alwaysv
thought = that - the director of an Institute should be 1n a better p051t10n to
see = research needs than anybody else in the country. Even if that is true,
but they have no authorlty or money to do anythlng about it, that would seem
~to be a waste. : : :

. JS: I think an  NIH Instltute dlrector these days has. surprlslngly 11ttle au-

thority over what - happens in his Institute. That is further exacerbated now

by something we're trying to explore, namely the apparently lessened degree of
' managerial flexibility at NIH. Restrictions are imposed by such things as

Congress specifying a fixed number of competing grants to be awarded, which is
establlshed_ at the NIH level, but then has to be divided up among the 12 In-
stitutes. = Also, the Offlce of Management and Budget has now changed its

~ apportiomment ‘process. Instead of the simple one that obtained for years that
said, "Here's the appropriation for X Institute divided into four parts of re--
latlvely equal magnitude," and then said to the Institute, "0.K. You have this -
much money to spend and no more than that for this period," now it is my un-
- derstanding that they requ1re an internal allocation of that quarterly appor- -
tionment by activity, that is, research grants, tra1n1ng grants, contracts,

ets. The combination of the two types of spec1f1cat1ons is very restrlctlve. -
5S¢ And they're maklng th1s klnd of d1v151on each quarter? .
JS: nght

SS: ’That would mean the director has very llttlé control Pretty soon we
could put it on "automatic pilot"! That's an unfortunate 31tuat10n. Can you

think of other examples of dlfflculty where the established mechanlsms 51mply»

dldn't encompass ‘a new 51tuat10n, or where controversy arose°

Js: " One issue had to do. w1th the tra1n1ng area, with a perlod between the

completlon of traineeship on a training grant or fellowship, and the indivi-

dual's establlshed role as' a researcher within the institutional framework.
“There is often‘a gap of a few years there that is very crucial in the transi-

tion for. the - individual. There was a great deal of concern in the late '5@s
and early 160s about how you stabilize investigators and faculty members. The

first effort was- in the form of "career professorshlps" which went well until
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A some of the 1nst1tut10n people felt that - 1t was a threat to thelr autonomy in .
;_terms -of faculty management.. Who would do the app01nt1ng7 The federal agency
.- the school, in the normal academic process? And so the desirable objective -
"of finding a way to prov1de the institution with some money for de31gnated“
individuals on ‘a career basis wound up causing a great concern, to the point.-

that there was finally a meeting where Sidney Farber got up and walked out,

“back. - to Boston, because this concept had been largely his brainchild, and he
- was seeing his -idea go up in flames because of the criticisms. That program

- just barely got off the ground before it was halted (except for the commit-
ments that had already been made). In that case, an attempt by the NIH to do
somethlng for the institutions to flll ‘a very real gap in faculty support got
a very negatlve response. ,

S8S:’ ; Apparently only the Pope has the authorlty to 1ntervene 1n 1nst1tut10ns '
of hlgher educatlon in thls country' v ,

Js:  Of course, NIH has malntalned a career development award wh1ch is time-

 limited.  They also introduced a series of other clinical 1nvest1gator awards -
~ to try to bridge that gap, and those have worked well as far as I know.f C

' Geograph1ca1 Dlstr1but10n

. SS: How were discussions of geographical distribution handled? There had"to;
- have been some, because members of Congress put pressure on every agency of

the goverment to spend money on their states or districts. Was. there a sense

- of the inevitable evolution of a major biomedical research program, financed

through  the extramural program, that would finally 'encompass all good
institutions in the country? ' - T -

JS: . No, there was remarkably 11ttle polltlcal pressure’ at NIH, ‘Steve. It
raised itself as a worrisome spectre once in awhile, but the only area where
geographical distribution  was a factor was in the construction program, where
there was a general sense to try to spread the money across as wide a geogra-

iphlcal range as they could. There weren't definite allocations on a regional
basis,  but geographlc considerations entered ‘into the review of the awards.

- In other areas, in contrast to other federal programs, there wasn't more men-

tion about the distribution in Congress, due in large part to the attitudes of

people like John Fogerty and Lister Hill and a willingness of people like Bill
Carey of B.0.B. and Jim Kelly and various secretaries of HEW not to contamin-
ate the NIH operation by that requirement. I think a perfect example of that
is Fogerty. He really didn't try to do a lot for the state of Rhode Island as
far as NIH was concerned : , .

SS: You can't say the same “for L1ster Hlll

- JS: True, to some degree._ But you know, it's interesting that Senator

Hatfield, during the "pork barrel" debate cited Magnuson's contributions to
the University of Washington, but except for a couple of non-university
activities ‘out there, the Hutchlnson Cancer. Center, and maybe one or two other
things, those things all went through the regular process. Though Maggie took
great pride in what went on out there, I don't think there is evidence that

- his influence and position resulted in much unwarranted d1ver51on of funds to
~ the Un1vers1ty of Washlngton.~ :
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; Impact of NIH'on EduCation and Research

; SS} Can we talk now. for awhlle about the 1mpact of the Natlonal Instltutes of"
' Health, particularly the grants program, on the development of a national

network of health science “education and scientific research centers? Where

.- would we be in 1986 if we had not had for 40 years a growing program of grants
“‘to 1nd1v1dual researchers and 1nst1tut10ns in b1omed1ca1 sc1ences7~

JS: I don t th1nk there s any quest1on about the 1mpact of the NIH grants

 program on the institutions. The network of academic centers would hardly be

of the same size and same quality as we have now. If one reviews the history
of the evolution of these institutions, it's fascinating to ponder the proba- .

bilities. First, the acceptability of the NIH grants program and the ‘way that

it energed in a non-institutional nor individual threatening way paved the way

for the developments ~in biomedical - research, and for later support by the

federal government for the expansion of the production of physicians and other

~ health profe531onals that certainly wasn't politically acceptable earlier. We
~had at least two major benefits as a consequence of the NIH grants program not. -
“only being created and growing, but also in 1ts operatlng w1th1ng a framework

that was non—threatenlng._

I thlnk it is important to make a dlst1nct1on between substantlal influ-
ence and dominance. There was a myth for awhile that there was not go1ng to

"~ be much influence except in the scientific - sense of quallty, and- an increase

in - the output of new knowledge. But it certalnly av01ded any klnd of domlna—

’t1on.

.SS: As you suggest that made it easier than for the federal government to

support medical education in a variety of ways. The old argument was even in

the 1950s that once you let the federal government get a toe in . the door it .
would take over completely and dictate everything. You've been at the AAMC for -

twelve years and were at the NIH a long time before that, so you've seen this

- growth from both sides. Over the last twelve years, has the role of NIH grants
'changed as a part of an institution's overall act1v1t1es°

JS: 1 think it's changed in a couple of major ways., The most prominent one

is the fact that the rise of practice-plan income on the part of clinicians in
these institutions is now the fastest growing source of revenue within the

total 1nst;tut1onal budget, replac1ng the. NIH money in the total operatlng‘

budget.

SS: In the '60s and early part of the '70s was NIH the domlnant component°

- JSs . Yes. It varied tremendously from school to school but in the aggregate'
at the nat1onal 1eve1, it was a domlnant feature of those operatlng budgets.

SS: To that extent, schools planned for the expan51on of thelr research acti- -

v1t1es, or at least made it possible for them to expand, and I take it today
that is not the case. There is only stable if not static support. Are insti-
tutions struggling to maintain the appropr1ate level of blomedlcal 1nvestlga—
t10n° o . o

JS:  Oh yes. I don‘t know of any 1nst1tut10n that doesn t aspire to have a
stronger biomedical research base than ‘it has, but you are. correct in viewing
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the 51tuat1on as one of considerable stablllty at the moment, not only 1nv

~terms - of  the 'size of the enterprise, but more importantly in terms of which

~,*1nst1tut10ns w1th1n that group command the largest part of the NIH extramural ‘
budget. R - '

S Financing'Clinical,Trials

~ S8:  Has there been any shift towards more cl1n1cal reSearch as opposed_to %
more fundamental research’ 5 ST e

JS: No, I don't thlnk ‘one can say that. As a matter of fact, one of the b1g

“concerns a. number of us inside and outside NIH share at the moment has to do
with the quest1on of program balance at NIH among the various types of activi-
ties and what that means to the institutions. As you know there has always

been, particularly in the last fifteen years, a.growing debate on how, for o

example, clinical trials ought to be financed: Should they be financed by NIH
or by some other source’ In those areas quest1ons are still unresolved ~

g SS' For medlcal schools and thelr teachlng hosp1tals, w1th the new, most im-
portant: growth element being payment plans, the dom1nant element consists
therefore of patient care? ‘

JS: I flnd myself a b1t amblvalent about that, Steve, because of f1rst of
all, the _success of medical research funding in the last few years; research '

has struck a responsive note in the Congress and we've had better increases,

~even in very difficult fiscal times for the federal govermment than was true
in the late '70s and early '80s. Second, it seems to me that there remains,
- even despite the fact that the only real expansion that's taken place within
" medical school faculties. has been for clinical purposes, recently there is
- still a very strong- empha51s on research in those institutions. It still fi-
gures very prominently in such things as promotion patterns and things of that
sort. - What changes will take place will probably be. marglnal in the size and
- other characterlstlcs of the research programs. It is still unclear what's

going to happen with respect to industry. The uncertainties range all the way
from -the impact of the tax legislation to attitudes within the institutions as

to how to sort out the relat10nsh1ps between academia and industry. Again, I

think the impact will not be major.-We're still looking to the federal govern-.

ment as the primary source of support for biomedical research, and those in-
stltutlons are still go1ng to do whatever they can to promote it. ‘

For-Profit HOspitals

SS:  Another new element is the for-prof1t hospitals, part1cular1y the large~
chains. Some of those have now become affiliated with unlver51ty teach1ng hos-
~ pitals. 1Is that somethlng that will have an affect’

JS: I thlnk that has pretty much run its course. There was a b1g move a few
‘years ago that was a matter of considerable interest to our Assocation, be-
cause with the effect of the prepayment system and concept, and the growth of
~ the for-profit chains, we wondered how many of our flagship hospitals would be

taken over or would be managed by for-profit organizations. All of a sudden
the whole situation within that community changed. They stopped buying
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"hospitals and-went into insurance programs and other pre-paid activities. Now -
_some of the major ones run have been running into hard times.. I don't think

that in 1tself is g01ng to be as much of a change agent to our 1nst1tut10n as

Cwe percelved

- S8: If a ma]or research proposal was recelved by ‘a group of c11n1ca1 resear—‘

chers at, say, St. Luke's, which was being managed by a for—proflt group,‘

would that make any partlcular d1fference7

"JS: ‘,I don't thlnk so. The . blgger concern that we - had was -in the educat10n~

field, which would suffer because the relative stab111ty, in the sense of
being able to count on- the federal govermment, is not really matched by a

 similar commi tment except in some of the states through their institutions for

the education purpose. Since the late '4¢s, education. funding has been the
"third element" in these institutions; patient care, and research revenue
always expanded before educatlon, even with the flux of federal money. So,

“when - those developments started to move to the profit groups, we were more
" concerned about ‘the 1mpact on medical educatlon, partlcularly 1n the c11n1ca1

group._

Role of Industry

i So, today you ‘would say that the NIH grants program is in fact a stable

element in health science centers' planning in medical education. It causes
the balance among the teaching, research and service functions to be as it has

always been, with only marginal changes, and is still a major element in medi-

cal schools, but not the domlnant ruling one. .

‘Can we talk more -about 1ndustry° It is still amaZing to me to see ela-
borate stories about new breakthroughs -—  including the most recent one

’deallng with an AIDS-restraining chemical -- as if they were the exclusive

province of Burroughs-Welcome or some other pharmaceutical company, without

‘any mention of the role —of NIH in. supporting the basic research or helping
- coordinate the overall nationwide effort going on right now. Is that chan-
ging? 1Is industry surglng ahead with chemical breakthroughs'> :

JS: Of course they are always ~try1ng to do that. I don't know of any major
leader in the pharmaceutical industry who, if questioned, wouldn't say that
they - are truly dependent on the basic research supported by the * federal gov-
ermment. - Certainly, Ted Cooper of Upjohn and Bill Hubbard and a number of the
other pharmaceutical company leaders are on record that their well being and

.-advances depend on that base. . I think they are just as supportive, for exam-

ple, as the Packard-Bromley Report of academic, science, although that is

broader than just the biomedical field. There is a recognition there that not

only should the country s academic science flourlsh but that those companles'

"economlc well belng is dependent on that.

SS:  You don t see that as a changlng dynamlc then. And specific advances or -
patented products are not indicative of a shift in the relationship between
private enterprise and the fundamental research supported by NIH?

| JS:  There is a statistically significant increase in the amount of money that

industry ' is putting into the pot that is outside of its own laboratories, but
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1 don't think that presages any change in the relationship. However, the big

area of = change that is'stlll'unfolding is biotechnology, which has a lot of o

ey potentlal ~as far as application is. concerned, in agrlculture, med1c1ne, etc.‘
~+ That is now where the action is. : : :

- 8S: Who was in control of the cllnlcal trlals relatlng to- AIDS?

Js: It has been shared, with the Allergy Institute funding roughly nlneteen

| treatment evaluation units in centers scattered around the country. That isa

~ good - example of how 1ndustry and govermment and the institutions can work to-
~gether under the pressure of a very highly pub11c12ed ‘public’ health threat. -
From what I gather, all three of these groups moblllzed qulte rapldly 1n theﬁ~
cause of an AIDS cure.

SS:  We were talklng earlier about the question of who supports cllnlcal tri-
‘als. Has the balance shifted there more to 1ndustry° '

JS: It depends on the area. Burroughs-Welcome has put a lot of money 1nto the ;
clinical trials, but I think the system is still heavily dependent on the fed-
eral government. Tom Chalmers, who used to be at the Clinical Center, and re-
- cently retired as President of Mt. Sinai Medical Center in New York, has for a

long time pushed the idea that clinical trials ought to be funded by a tax on

either the pharmaceutical industry or somewhere other than the research
" budget. I am inclined to agree with him on that. In the first place, they are

big and expensive -- to carve that out of the NIH budget almost exc1u51vely ,

- doesn't seem to me to be good publlc pollcy.

Ss: = To carve out an 1ncrea51ngly large portion of an increasingly stable,
stationary budget, is problematic. It's amazing that so many things now seem
ready for clinical trials. It strikes me that one measure of progress is the.
~number of clinical trlals going on right now.

JS: I think there is a good indicator avallable, and that is that, for exam-
ple, in our ad hoc group, which is composed of about 150 organizations that
 support . a .single figure recommended for NIH, about 2/3 of those are categori-
cal. organlzatlons, and what they worry most about is the fact that there isn't
“enough money somewhere else, so they concentrate on the NIH budget for more

clinical trials.  Yet, they are very supportive of a diversity of activity

within the NIH framework. = But they want to see more in' the way of clinical.
trials. : ' ‘ ' : o

SS"‘ Is there  any demand or - interest in making major mod1f1cat10ns in the
grants program on. the part of 1nst1tut10ns? S

‘i JS: Every once in awhlle you get some cry from the have—nots that there ought
to be a different way, but for the most part, even among those institutions

that aspire to more research act1v1ty, there is very little pressure, except

~maybe once in awhile over fac111t1es, to go outside of the present system for
funding. It's remarkable to me that these institutions are willing to play
the risk of the peer review process in a competitive grants program. Even
though' I ~am " sure every one of them would like to get more money, they aren't

' o bucklng the system in order to do it.

- There has been a‘valld desire to find some way of getting a little more
money into the biomedical research support grant, which was the - formula grant
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~tied to tne success. of competltion for orogects. ‘But again, the. “amount of

‘money involved isn't great.  That program is funded for maybe $50-60 - million k

per year, and I don't know of anyone who would propose doubling that.' It was
started by Shannon back in the early '6@5.4 ; B

'SS: The program pro;ect grants are stlll 1ntact°

JS: They have waxed and: waned, in part over the concern about guality, and 1nN«e
oart because sometimes it is an artificial ‘forcing into a package that doesn'tv‘

‘ make clear sense. Nonetheless, as far as I know, every Instltute still puts a
- fair amount of money 1nto program projects. <

New Issues

. 88: What, in your judgment, will be the next round of issues from the medical
o schools'fp01nt of view regarding NIH and the grants program7 :

JS:  First of all, T think they're going to be overshadowed by what happens

- with respect to the outcome of reimbursement patterns of,patient care on these
institutions and the attention that is going to generate. For example, one of
the questions in my mind is how you sort out, in terms of control, whether the
practice plan revenue goes in an academic or purely economic d1rect1on, whe~
ther . it remains‘largely in the school or in the hospital. That becomes a much
‘greater 1institutional issue that still needs to run its course. In the re-
search area, it seems to me the concern will be in manpower uncertalntles. It

could be that what people are referring to as a "glut" of physicians -~ the

'~routput is still climbing -- may overcome the current problems of the percep-
- tion that there are too few physicians being trained for careers in research, .

particularly as clinical investigators. The proportion, as well as absolute -

nugbers of M.D.s who are principal investigators at NIH, on NIH grants, has
steadily fallen over the past decade. Most people feel that that  represents a
major area of concern, if that surplus of physicians doesn’ t turn that around,‘
something else will have to be done to increase the number. ’

A second problem is indeed the question of how far you go in expanding_
that research enterprise —- what is the optimal size, the ideal size? That is
a -perennial = issue. A third one has to do with the question of technology
assessment and the transfer process. My sense is that the institutions are -
going to be the source of that type of activity. The Institute of Medicine is
now establlshing a council on technology assessment. That may bring some order .
" to -what is now an uncertain situation as far as how the transfer process

"L occurs.

My fourth candidate would be the relationship between the'Congress and
the NIH regarding macro versus micro management. There are two new bills now
- pending in the Congress, one on Alzeheimer's Disease and the other on pulmon-
ary diseases. It's another manifestation of Congress' desire to exert more
- control over medical research: every time you enact one of those pieces of
legislation, despite the general agreement on the objective, you further .
1mp1nge on managerial flex1b111ty in the agenc1es. So that is a very s1gn1f1—
cant- 1ssue. :

I must say, I get mixed signals about this. In that article that ap-
peared in the Times a few months ago on the Hughes Institute, centered on the
: : 15 ;




‘"'change of attltude at Yale, the Yale people, after negotlatlng w1th Don Fred— '

g rickson, felt much more at ease about the Hughes approach to their funding

- biomedical research than had been the case before. On the other hand, I have -
‘heard from other places that the new adminstration at Hughes is getting more
dictatorial,” more 1n51stant about follow1ng the1r pattern of how they want the o

relatlonshlp to be.

SS:  How do they fund° They are apparently trylng to concentrate thelr resour- .

e ces 1n certaln areas, but what more?

"JS°, What they do 1s, in effect, set up w1th1n an institution (a non—federal»

. one usuallyo a little Hughes operation; the 1nvest1gators and staff are on the -
 Hughes payroll, not the institution's, yet they sit in the midst of the insti-
“tution and the  institutions go after that money because it is reasonably

stable.  How that will all play out in terms of the stability of the funding

and the relatlonshlp between those individuals and that act1v1ty and the rest

_ of the 1nst1tut10n is ‘one relevant questlon.

SS: Do we know what the t1m1ng is for the burgeonlng of thelr resources'>

JS: - It is startlng now.‘ I think the money that they had to dlspose of thls :
. year was about double  that of last year -- although I'm not sure which 12- .

month year that included, but it went up from roughly $10¢ million to $300
million or so. ‘ - S .

H . That - 1s'subStantial "but it's not anywhere near the $5 billion that NIH
has, except that I thlnk that only about 60° of that actually goes to the

‘ medlcal schools.r

JS.k I think the other dlmen51on, however, is the fact that Hughes tends to
,;concentrate by amount and scientific area. -

'§S: This has been enormously helpful Thank you, John.f
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