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DR. MARGULIES: The meeting will piéase come to

order.

I have just one or two announcements before we

~get to the more specific business of the meeting.

First, I would like to have the members of the
Council again read the confidentiality of meeting and
conflict of interest %tatemeﬁt, which is in the froht of the
council agenda book. {This would apply oniy to the portion
of the meeting in whiéh we are involved with review of
aéplications, because the first portion of the meeting in
which we are now involved is an open meeting, which is
pursuant to Executive Order 11671, which establishes open
neetings, openvto the public, with adequate information to
the public prior to, during and subsequent to the meeting,
on all issues in which the advisory body as a public body is |
providing assistance to the government in its decision-
making processes.

This does allow for attendance of the public.
It requires that the meeting be announced early in the
Federal Register, which has been done, that there be an
agenda published ét that time. This has been done, and as
a consequence, there has been a wide national circulation

of information regarding the fact that the meeting is to

be held and what the agenda will be.
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We will arrange for whatever is necessary in the
way of appropriate public céntributions to the ﬁeeting.

Thefe has been a microphone set up at the back so
that it can be uged as necessary. However, to provide for
an effective'management of the discussion, it will be
advisable for any member of the public who wishes to speak
to any portion of the agenda to give his name, titie,
whatever institution-interest group he may represent, so
that it may be a matter of public record.

We do need to have anyone who is here register
at the door and wear a name tag so that we can give proper
recognition to those who are representing public interesfs
in the course of this discuséion.

We would like to have members of the council
refréin from discussing any individual apéliaations outside

of the hearing at the time the applications.’are being appro-

pfiately considered during the other portions of the meeting.i
i
For those members of the public who have a specialf
interest, thgre are special agenda books available at the
back part of the room. You can see Mrs. Handel or Mrs.
Seevers, and we will have available for everyone, including
those who requested from public attendance, highlights of |
the meeting within a period of about three days after the

meeting has been completed.

The other requirements of the Executive Order
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5
included the maintenance of minutes, the establishment of
a regular secretary for the council activities énd as
members of the council know, that has been the dustom, so it
produces no change ih our usual method of management.

The arrangement today for coffee breaks are 10:15
and 2:15. There will be coffee and doughnuts, which will be
in the cafeteria, in the Charcoal Room, which is iﬁentified
by the fact that it is called "Charcoal Room," on a sign
outside the room.

We will try to stay on schedule as much as
possible.

This morning, Dr. Wilson is at a meeting with‘
the officials of management énd budget, and of course, we
are delighted to have him there, because he will, among
othef things, be discussing during the coursé of the day
the Regional Medical Programs, and we have as an alternate,
and a very weiéome one, Dr. Fred Stone, who is interim
deputy to Dr. Wilson.

You have all met him before on previous occasions,
and I would like to have him speak to the council, respond
to any questions, or raise any issues with you, and you
with him, that seem appropriate at this time.

Fred?

DR. STONE: Thank you very much, Dr. Margulies.

I would like to say a few words, a very few words
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now, and I will ask Dr. Margulies at a later time, after I

have had a chance to have some conference with him, to say

a few words specifically for Dr. Wilson.

Needless to say, I am very glad to be back with

Councilsagain. I am particularly happy to be with this

Council, because there are some of us-still-on the staff

who remember how the iegislaticn leading to this program.gdt

started.

It always gives someone some feeling of reassurance

when you are not faced with a totally new program, as it
has been my lot to be sinc e I have been here.
As you all know, my background is one -- some’

of you may not know -- that my background is one which comes

over with me from the NIH, and I have had four years of
outside experience with universities.

All this means is that I have sort of bounced

around a lot. It clearly doesn't make me an expert on

anything in particular.
ngold[ if it is all right with you, I will shut

off at this point and later on, after you have had a chance

‘to see this text, you and Mr. Riso, then I may be given
even time for a few more words.

DR. MARGULIES: Okay.

We will proceed, then, with a few items that

I do want to bring up for your‘attention in any discussion
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which you may want to make.

I was going to say something specific at this
time about the fact that Dr. Milliken and Dr. DeBakey are
ending their maximum feasible term on the Council.

As long as you are here, Clark, and Mike isn't,
I will warn you in advance that if ygﬁ want fo make
valedictory_stateﬁent somewhere during the course of the
morning, you are free to do so. It can be either official
or unofficial, depending on whether you consider yourself
a member of the council or free public during the course
of the discussion. But you may indeed want to have something
to say before we are all through.

I will wait until a later point to comment
further on that.

We discussed last time the fact that we were
planning to develop a conference to address the issue of
quality assessﬁent and assurance in the delivery of health
care. That converenée has been set for St. Louis in
January, January 22 and 24, I believe, are the correct
dates. -

It appears to be developing in a very appropriate
and rewarding manner at this time. It is being designed
around the total interest of the Health Service and Mental
Health Administrafion, which is _involved in this question

extensively.
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The purpose of the meeting reéllyfis designed
around a professional look at all of the iséuéé involved
in quality assessment and quality assurance, ranging from
déscriptions of what we mean by quality to considerations
of community interests, to looks at thé present stétus of
medical records systems, to the development of criteria,
audit issues, and so on.

In order té be sure that the conference covers
such a very difficult:area as effectively as possible, we
will, unless thére is some abrupt change in our plaﬁs, make
it pretty much a theater kind of conference rather than a
workshop kind.

This is done very deliberately, because there 1is
more need for a kind of updating of understahding on this
subject than there is a free discussion between equally
qualified indiyiduals.

| What I am saying is that not everyoné is
equally qualified iﬁ this subject, and we are hoping to move

to the point where there is a base of understanding upon’

which a number of activities can rest, and perhaps not

rest, and move ahead. This will involve not only RMP's

interests, but all those in the Health Services

Administration.

Attendance will be kept at a very limited level

so that we can.mdve through the agenda effectively, and you
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will get more information about it in the course of time.

In your agenda book, and I would liké to bring
it up for your attention at the present time, is, under
Tab B, the covering ﬁemorandum which has to do with the
Redional Advisory group grantee policy statement.

The council went through this very carefully last
time, endorsed the policy, and it has as a consequénce been
sent out to all regional advisory groups, all coordinators,
and has been made available to all grantees.

It addresses an issue which has troubled this
Council for as long as I can remember, and certainly before
I appeared here, and that is the appropriate relationshi§

between the grantee, the reéional advisory group, the
coordinator and the staff. It has been accepted as a
reasonable statement by the Regional Medical frogram.

It has created some commotion, because in some
instances, the érantee has not fully appreciated the extent
and limitation on its responsiblities. It has sharpened
some differences between Regional Advisory Groups and
coordinators on the ohe hand and grantees on the other, where
the grantee had interpreted the program as one over which it
had total responsibility, despite the fact that the Council
had advised it otherwise for a good, long time.

Butvin the main, the reaction has been appropriate%

and it has caused no majbr difficulties.
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In order to give all regional programs the
opportunity to consider it carefully, and reach the kinds of
conclusions necessary to put their own systems in order,
we have provided time until March 1 of 1973 for them to
adjust their working mechanisms, their bylaws and their
internal processes to be in conformigy Witﬁ fhis particular
statément.

We are not going to, as you would assume we
would not, tell them how to write their bylaws or give them
specific wording for how they manage. |

We will provide any kind of advice at checkpqints
in the development of any changes which they may have to
establish. But for the most part, we will be there when they
need us, but we will expect them to be in éonformity By
that date.

Perhaps some of you have some discussion on
this or some cémments on the statement as it exists.

It vefy ciearly says that the council has said,
so far as I ‘know, from the very earliest days, that ﬁhe
responsible party for the development of policy and program
'is the Regional Advisory Group.

DR. CANNON: It should have been done three or

four years ago.
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e DR. MARGULIES: All right. If there is no
. ' “II discussion on that, there is an appropriated associated
XKXXX? 5404 . . . .
D . document under tab C which has to do with the discretionary
all .
‘ funding policy.
i
o
3
’ This is going to become increasingly important,
G ” s '
to establish a good understanding of how the Council, the
‘ Regiohal Medical Program Service and the Regional Medical
Programs are to function in the future, and it 1is based upon
a clear appreciation, a clearer one than we were able to
0 : . . ' L
il establish in earlier years, about the freedoms with which
11 RMPs can develop new activities without a formalized
" 12 review, and at the same time restrictions on what they can
' 13 do under other circumstances.
1 It also has been circulated, and I should add at
15 this point that each of these documents is discussed early
]“; with the Steering Committee which the coordinators have
17 established through their own voting processes.
18 We do discuss it with them. We get their input, ?
19 and in fact a very wide input from other groups of E
20 individuals before we bring these to the Council, so that j
!
21 we can present to you any comments from outside of our J'§
P 22 program and outside the Council which might be appropriate.
23 It is always difficult to establish policy in‘which
, : v i
. 24 you describe how to be discreet. Discretion is something
L
o
|
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-I think we have a good understanding; I think the
document is well stated, ana any changes which have occurred
since what you saw are primarily in the form of editorial
improveménts or tightening up of the language.

But it applies very cleérly to the cohcept that
a regional medical progran, hgving set out what itAproposes
to do and received endorsement of what it proposes to do,
and having given proof that it knows how to go about it,
should have a degree of flexibility during the course of
the year and during the course of the triennium to pursue
those interests without having to stop at every: stage of
the process and go back to réview activity which would
endorse, in essence, what they have already had endorsed by

a previous review,

This does involve a transfer of responsibility
and of judgment‘which is consistent wiﬁh the decentralizationf
of the RMP function, and if there is any doubt about it, or |
any question about it now or in the future, it does merit

full discussion by the Council.

. _
MRS. MARS: You don't think there ought to be some.

sort of a financial, well, quota set as to how much of the

funds could be rebudgeted?

In other words, say they at their own discretion

i

rebudget 10,000 or up to 20,000, or 50,0002 This seems to

me a little dangerous that they can rebudget without any
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DR. MARGULIES: I think if you look at the
language carefully, I would be willing to consider that
possibility. The dégreelto which they can rebudget is
pretty much restricted to what they have already said they
would do. | |

In fact, all of the kind of new activities which
they have initiated under the discretionary pattern have

been modifications of what they have set out to do.

The primary purpose is to allow a regional medica%
program which has, wé will say, decided to concentrate on |
ambulatory health care as a major objective, to move into a
new area, or to initiate another program aimed at the same
purpose so long as it has consistency with what théy have
otherwise been doing, and the restrictions are great enough
so that rebudgeting ié'more a matter of expansion or
sharpening of what they are already doing.

If they try to move or wish to move into a
totally new area which has not been presented to the
Council, that is cleé;ly out.ogf or beyond the limits of
what they can do.

MRS. MARS: Yes, I undefstand that.

DR. MARGULIES: It is worth considering, but it

would be extremely difficult to place a level on what that

amount should be.
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DR. KbMAROFF: This would be reported to staff
if it looked as if it Qere being rebudgeted inappropriately;
that would be brought to thé Council's attention?

DR. MARGULIES: "Yes. The document p;ovides us
adeéuate control over what occurs. We will know what is
happening. Rather than telling you that program X decided
to move to the southwest part of the staté with theréame

H

activity, and do you want to éo through a review of the
whole thing, we would inform you, but if the move appeared to§
be at all doubtful on the basis of previous Council
activities, then we would bring it back into Council.

It is really two levels of discretion, their
discretion and the discretion of the RMPs in keeping the
Coﬁncil well informed and not burdening it with what turns

out to be frequently a pro forma kind of action.

I think in answer to your question, Mrs. Mars, it

would be a good ‘idea for us to come back in at the next
meeting of the Council with some descriptions of how‘éhis
discretionary policy is being carried out, so that you can
decide whether it represents shifts in budgeting beyond
which you would think are reasonable.

I do think we have to watch it carefully and
bring in regqular kinds of summaries of what happens aé a
consequence of the discretionary action.

MRS. WYCKOFF: The developmental fund, too.
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DR. MARGULIES: Mrs. Wyckoff is referring to the

fact that the developmental funds have a ceiling\of ten
percent. This grings it up'prematurely, but I think we will
discuss this who}e issue of developmental funds, because in
the‘context of discretion on the part of regional medical
programs which we have described, there is all of the ...
freedom and more freedom than they would have with the use

-

of the developmental funding. And we need to have a

discussion of that which we hope to have with the Council, i
because it begins to introduce a -- well, it has introduced —j
a king of fiscal fiction to have developmental funding to do
something which the RMP in any case can do, so long as it has
the funds available, and it ﬁas led to some misinterpretation
of’the meaning of developmental funding.

But we hope to raise that question.later on with
reference to the application review, but it is a good point.

At the time of the last meeting, we brought to
your attention the kidney guidelines which had been ‘
developed for the management of applications for dialysis
and transplant activities, and there was some concern at
that time about some of the language in those guidelines,

&
specifically what was meant by a full-time transplant surgeon.
‘The Council directed the regional medical program |

service to clarify the point to make sure that what we were

talking about is a kind of commitment on the part of
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transplant surgeons rather than something very tightly ~

defined as "fuil time."

. That was done; it has been sent out; it has been
made available for yodr own review, and it appears to have
satisfied the questions that were raised at that tiﬁe.

There also has been an orientation for kidney
technical consultanté, becausgﬂthis has become a very
critical part of the review processes.

You may reééll that at the time the Council met
last, there was concern over how the kidney consultants
were to be made availéble,

The Review Committee had some doubts about the
use of a national panel, and the Council felt comfortable
with it,lbut felt there should be a very ample resource
for kidney consultants for dialysis and transplant
activities, and that there should be a good level of
understanding ambng them as té how they wére going to ,
carry out their review functions, because i£ is not simply
a technical review, but rather one that has to follow the
overall principles of the network of dialysis and transplant
centers to which RMP and the Céuncil are committed.

There haé been a two-day meeting held earlier
this month to acquaint a panel of kidney specialisﬁs with
their activities. Both Dr. Schreiner and Dr. Merrill -=- Dr.

Merrill won't be able to be here until tomorrow -- were

1
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present>at that meeting, and from all accounts it appeared
to cover a'great deal of ground and establish a good base

for their activity.

George, you may want to comment on that meeting,

.

if you would like, or not, if you don't want to.
DR. SCHREINER: Just briefly, the turnout was

excellent. It was held attached to\the end of the week of

4

transplant meetings in San Francisco, and this enabled us

to pick up a very sigﬁificant group of people who were at
the transplant meetings.

We put them with a blend of the dialyzers, so
there was a pretty good admixture of people, and I was véry
impressed by the number of people who attended and the kind
of people who attended, and I think it gave a large
exposure to theiopportunity to kick around guidelines and see
that everybody sort of was listening to the same thing at the

same time and not getting a little piece here and a piece

there.

I thought it worked out very well.
!

DR. MARGULIES: Good. The purpose of it was to

get all differences addressed, all general concepts of the

-8

consultant role established, and to provide us with a large
backlog of consultants who were acting alike and thiﬁking
alike as much as specialists in any one field can do.

I ghink;that the move was a very auspicious one.

\
|























































































































































































































































































































































































































































































































































































































































