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Dear poctor Stewartt

The following comments concerning the proposed regulations
timplementing Public Law 88-239, the Heart Disease, Cancer and Stroke
Amendments of 1965, are submitted to you in reasponge to the invitation
extended to the participants at your meeting held on December 8, 1865,

As you knowr, the American Medical Asgociation bas a very
deep interest in this new program. We are therefore very pleased to
have the opportunity to comment upon the proposed regulations,

At the outset, we should like to make the general ohservation
that the proposed regulations are apparently not intended as belng comse
plete regulations at this time. We can appreciate that from time to ‘
‘time, regulations must be amended and amplified. Mowever, it would
appear that these regulations, insofar as it is possible, should provide -
a complete implementation of the Act, po that potential participants and
others may sce this program in its full expectation,

We should also like to direct your attention to a matter we
deem to be of significant importance. \We note that part of the Act con-
taincd in Scction 9801{c) which provides that the funds eppropriated shall
not be available to pay the cost of hoepital, medical, or other care of
paticnts, exccpt to the extent it {8, an determined in accordance with
regulations, incident to those research, training, or demonstration
activitics which are encompasscd by the purposes of this title (the pure
poscs herein referred to being those recited in Scction 800). Under
Section 900 the demonatrations of patient care must be related to rescarch
and training (including continuing education).

. -
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In our review of the proposed regulations, we do not find
regulations as contemplated under Section 801{c). Ve brelicve that it
is important that the intentions under this section should be spelled out,
As the Iteport of the Committes on Interstate and Foreign Comraerce
states {(p. 10): "Asm iniroduced, the bill prohibited the useé of approprie
ated funds to pay for the care of patlents except to the extent that such
carce was incident to rescarch, training, or demonstration activities.
A clarifying amendruent has been adopted which requires that the
regearch, training, and demonstration actlvities referred to be those
encompasaed by the reported bill." The Roport containg the further
statement (p. 11): "The commitiee wirhes to emphagize that this legise
iation is intended to be administered in such a way as to make no change
whatsoever in the traditional methods of furnishing medical care to
pstients in the United Siates, or to methoads of financing such care. "

We bolicve that the intent of Congress is clear that patient
care i8 limited as being "incldent” to research and training activities.
We pl80 believe that this {ntont should be clearly pronounced in regula-
tions.

Qur comments to the gections of the proposed regulations,
in the order in which thoy appear, follow., Additions which we benovc
should be made are mdicated by underscored matter. :

(1) section 66. 3 - Definitions. Subsection (d), defining
"related diseases, "' should be amendod by inserting
the words and egtablished after the word "direct, "
g0 that the phrase will read, "bear a direct and
estahlinhed rolationship, "' ete. We believe thatthis
additional term earries the requirement that the
related disense have a medically recognlzed relation
to the primary discase, and that this was the intend«
ment of Congress.

{3) Bection 86.3 = Definitions, In subsection (g), "prac-
ticing physician' is dofined., Under the term "prace
ticing physician, " as defincd in the regulations, all
that is required is licensure by the applicable ntate.
We believe that this gole eriterion gives no offect to
the word "practicing” and is therefore not in keeping
with the Congressional intent. Accordingly, we
recommend that the period after the word "laws" be
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changed to & coramas, snd that the following phrage be
added: , and who is primarily eneared in the diasnosig
gnd trontment of paticnts,. It 18 our opinton that Congress
intoended active praciitioners 10 he moembers of the advis-
ory group and the National Advisory Council.

(3) Section 66, 3 =~ Definttions. We belleve that the word
"demonstirations' should be defined to emphasize the
intendment of this legislation concerning such demon~
strations, An additional definition under Section 68. 3
should be added as follows: (i) "Demonstrations' means
an activity the purpone of which ig the edveation of
physiciang and other health porvoonnel, The incluaton
of this definltion would reaffirm the intent of the Act
as to the scope of tho demonstrations, that is, that
they must be related to rescarch and training (including
continuing education). The demonstration of patient
care must be only that which is "ineident" to resesrch
and training {including continning education).

{4) Eectiom 68. 3 » Definitions. We algo suggest that the
following definition be added to Bection 66.3: (k) "Regiona}®
ghall relate to & minimal reographicnl srea possescing
A1} of the companente necesenry for carrying out the
purposes of Title IX,

(8) Section 86.4 « Xligibllity. We believe that it would be
helpful to the applicant to have "such other criteria" as
the Surgeon General may establish, get out as fully as
possible in these regulations, so that the organizetions
now plenning prograras undor this law know as fully as
possible the criteria which they must meet.

{¢) Section 68.8 « Application. Insert in subsaction {c), '
in the szcond line after the word "shall, ¥ the numersl
{1)}; cbange the period at the end of the sentence to a
semicolon and ineert the following phrase after the
semicolont ;3 end (2} with respect ta nn apolication for
prrant nndoy Soction M4, show cyidence that the
prepotied pragrem has heen annroved by the adyisory
roup provided for in foction DO3(H)(4),
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(8)
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Section 68.6 « Tern:s, conditions, snd assurances.
Under subsection {(e), changes may bo made in'the use
of grant funds by & rrantice "only in accordance with
procedures established by the Surgeon Gonersl,” The
law provides that the Surgeon General may make a
grant only upon recemmendntion of the National
Advisory Council on Feglonal Medical Programs.

We believe that to permit a change ia the use of funds
without roquiring an approval of such change by the
National Advigory Council would not fulfill the intent
of the lnw requiring that the Council pass upon the
intended use of thege funds. Accordingly, we would
recommend that the following sentence be included st
the end of subsection (s} Notwithetanding sanvthlag
sontained in Section 86, 8 to the contrary, such ‘
ghanros in the une of rraot funds shall have the spprovel

of the Notlonal Advizory Council on Negional Medien}
Prozrams,

Section 66.7 « Award, Insert, ia subsection (a){l), in
the second line, before "regional" the word intra, so
that the phrase reads: ‘'through intra-regional cooperas

-tion"; and also delete the closing phrase "within &

geographic area. ¥ The originsl sentence appears to
contain either redundant or conflicting phrases, inasmuch
as the reiation between "regional” and "geographlce" is
nt evident. .

Soction 66, 8 ~ Establishment and operation of reglonal
medienl programs documentary evidence. Strike the
word "and" after "Title IX"; insert & eemicolon after
Title IX; change the period at the end of the paragraph
to & somicolon, s&nd concluds with the following phraget
g and () the asreoment by riamhbers of the sdvicory '
Lxoup 1o the rocommendation of satd epnlication, This
suggestion ig made to glve effeet to the language of the
Report of the Commities on luterstate and Foreign
Commerce a8 follows {p. 1)1 "The cormamittee hos
amended the bill to provide that befors any spplication
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(o)

submitted for catablishment and operation of & program
in any arca moy be approved by the Surgeon Genoral,

© the local advisory group must have considered the appli-

cation and recommended ito approval. "

Section 66.9 - Terminatfon. Thig section authorizes
the Surgeon Goneral to revoke or terminate a grant
award, in whole or in part, by a summary procedure,
at any time whenever he finds that in his judginent the
grantes has failed in 8 materiad regpect to comply

with requirements of Title IX and the regulations of
this part, We belicve that thie provislon for revocation
or termination should provide for s sufficient notice to
the grantee and should include a procedure by which the
Advisory Council must concur in this decigion. Accord=
inply, we suggest that Secifon 66. 9 be smended by the
rddition of the {following opening phrase: Vith the
approval of the Mational Advisory Councll and upon
reagonabla notice t9 the srantaon, which notice shall
gontain the reasean for the rovecatlon or terrainotion,
any gramt award may be revoked, ete.

Bection 68.10 « Expenditures by grantee, We would
recornmend the following change in subsection (d):

- Insert in the second line after "patients’™ and before

"{s" the following: , to the extent provided in the stated

purposas of Title IX, Again, thip change i8 suggested

80 that paticnt care 12 limited to the oxtent intended by
Congrees, viz., domonstrations in patient care which
sre incidental to rescavch and training {including con=
tinuing education} activities,

We wish to expross our appféciauon for this opportunity to
ravicw the proposed regulations, We hope that thege comments will
receive your carcful eomwaration. :

Bincersly, |

. ¥, J. 1« Hlagingume, M, D.

"~ ee1 Secretary Joha W. Gardner
Philip R. Lee, M. D, :
James A, Ehannon, M.D,

Binart M_ Esagams. M. D.




