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' . e will call'*.he' meeting to order,-, - 2 .MR. CUNNINGHAM: W
.

e v

7 :3~
_.

. ,

, ,

please.:

';,. .

'4 Good morning, ladies and centlemen. I am Richard
,

.

i ! q
-

5: Cunningham, a member of the Nuclear Regulatory Conurission's

|- 6 , Staff.;Lon behalf of the NRC, I would like to welcome each of
4.3. .

h 7i y'ou to'this meetic/ .d the Advisory Committee on the Medical Uses
*

,,

I |4 of Isotopes. ,

.

: :J
.9 -The-functionHof the committee is to provide advice i

o 8
. -

,

10/ to tho NBC Sthffswith respect to che development of standards

| 11' and criteria to ensure the protection of the public health and
-

B

y 121 safety.
g- .

'

,

E- 13 '

.y - E The committee provides" expert guidance in formulating-
.

_

14 ; rules for. the regulation and -use of. radioisotopes in medical

5 ~
4

15 research, diagnosis,.and therapy. !- :

1-m " Cg 16 ' This meeting is open to the public in'accorcance with
*

' ".
*:

.17 Public. Law 92-463. Advance notice of the meeting was published
G . +: ;, .

;-18 in the Federal Register on June 25, 1980. p;.

|. .T

. g :19 L Ist the record show that ~ this meeting is being.

E conducted as announced on August 18, 1980, and that the time is- [' ,

,

21= 9:10 a.m.

- } 22 ' I will chair the meeting in 'accordance with the -

~23 format described:in the Federal Register meeting notice. ;

r.

i
24

A ?- . {._

1?.s major purpose of the meeting is to obtain advice !

t

i
25.| for. the NRC staff concerning policy matters, rule changes underU ;

o
- '

i
..3 s, r.

!'
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t
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.x,

11! 'considerats.on',:and tha,ngs of that nature.g
.. !

'

h- 2h Time.has been set aside to hear written and- oral
'

* |' 3i -statements from members'of the public. Those desiring to make

eb ;
4; written or oral statements were instructed in tho' Federal Register

,

y- ,

S /' to notify'us prior to the start of'the meeting. For those.who
~

*
.

.5.

|- 6 ' have? not submitted 'such not.ification, we will try, if at all'E

- 7| possible, - to accommodate you, if you do'wish' to make statements.

,e - 8 For those of you who have submitted statements for -i
d . l

_t 9 ~the record -- and, incidentally, the transcript of this meeting
g -

E lo will.be prepared. It will be available in the Public Document
E-

c '
.

.

j- lli Room. - statements submitted by persons will be attached to the
' n

12' ' record, and for those who wish so make oral statements, I would
,[g,

;r -

( 13 ' asp. that you either summarize your written statement or limit
"

-: -

14 your oral statement to no more than five minutes.

: 5 The purpose for ehis, of course, is to alte ,everyeody|:is- .

a
F[ 14 , "an-opportunity to make statements, if they so choose.
Is

{ . 17
We have a rather fu11-agenda-today, and in order to

besure-thatwecoverthefullagenda,Iamempowered,of' course,{18

$ . ..
i

19 to restrict additional comments from' the public. Howevsr, I

. M would'like to keep this, meeting as,open as is possible.

21 In the past~we have had rather full participation i

?,

.' 22 ' Ifrom the audience making comments on agenda items and statingj .

L 23 po sitions.- I would like to be able to: follow that format today. i
r I

.

t

24 .Howeverlduetotimeconsiderations,itmayhe !

'

:

/ ^ > ,- i
-

;25 necessary to. restrict.the scheduling.

' l.
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VI , y .4r

_
~ 11 *

.! ' LI:think-at' this time I1would:like to introduce--i
:( 2! 1 members of the Medical Advisory Conamittee. Starting on my right.

;
-- m

..~,

3'I and to'your -left as you face- me, ~ first we have- at' the end ofl . L.
- : !

. . 1 . . .
.

.
.

I

~ 4i the table Dr. Vincent Cellins from the. Houston Institute forg

- 3 5 Cancer,J"'herapeutic Radiology. ..,

3 ;r..

. ] 6i Next to him, Dr. Frank DeLand, VA Hospital, Lexington',
'

i' - I., 7~i ' Kentucky.
! .

,l-

-

- |

'

'8; Dr. Sally DeNardo, University of California at-
2 :s

. 9' Davis campus..

'

$ !2

. j
10 Dr. Goodrich isn't:hore-yet. |~..

l !
"

,

, f|
;~

] 11 Sitting ~next to me is Dr. Griam, University of
-

.J.
B ;

-

'

_

y 12 | Chicago, Therapeutic Radiolocry. -

i - ]t
<

= 13 On my lef t is Dr. ' Bill Walker, a member of the NRC 1

.
14 Staff, who heads tho' 'on Medical Licensing. r,

'

f 15'f Next to him, Dr. Leonard Holman from 7tter Bent '

- a

- ,i 16 ! Brigham Hospital..
m

y 17 Next to him,'D*. Ted' Webster, M&ss, General Ecspital.
~

18 ' Followe.d by Dr.IDavid Wocdbury, Wayne County Genera *
; #

19 ; Hospital.
'

-

N i

20:' And Dr. Joseph Workman, Duke. University M,hiical;
'

n[21 '| Center.
,

22 ' ~ .In addition-these are the members of the Medical F~

l.<
..

. w.
23. - Advisory}Dommittee. In addition to the members of the Medical

'

.

.c ;-L

h Advisory 2ommittee,-we have-two consultants,- Dr. Peter Almond,24 i

G [ M i

25 j M.D. Anderson Hospital, adviser en Medical- Physics; 4P. William !
.

.

n- r (;. %- - t

. || (
' ALDERSON REPORTING COMPANY. INC. . !,, . ,

. . ,

, A-

c 3 & % a ,s- h
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-

3_ - - -

"
5,

J" | 1' Briner, Duke University, Medical' Center, who is an adviser M .-s
| e2 2 - _ , x

x- x . - - , ., .,

.

| --..u.
,

u . . ,

" ''

3' We do have'in the audhee here -- I will not have - !~ A p ,

4 time ~~to introduce 'all the .staf f, but I might :nention a few. ! .

5 We.have Mr. Robert ho is head of our Office of,

-] 6a Standards. Development. Bob, will-you stick your hand up, so '

7- people will-know who you:are, if they are interested in standards

[
- 8 ' development?

J -

Sitting next to him is Mr. John Guibert, who joined y
.

8 9..-
, wg

10 the Standards staff for Radiological Protection,-is sistant
~

: . 11
:

] .) rector-inthatoffice. I;; _j
B

'

y 12 Mrs. Pat Vacca, who is a member of the Medical:,,

Nf _xg ;
.

g 13 ' Licensing section. At the moment she is acting director of -*

that section, while B'll is off on a different assignment. l| 14 ; i '
-..

g
15 Mr. 11er, who is chief of Materials nicensing [5 ,

s i

|g 16 Branch.
n s .) -j,

,

| li 17 I think most importantly we have'two secretaries !'

f18- 486 ,

from the Staff, Mrs. Marge Anderson, and gone. Amy Lipschitz, 1
,..

,

.- g e
19 , who will help you with any travel arrangements, phene calls, or

g,c

20 ! whatever. Marge and Amy, will you identify yourselves, so |-
I

.

21 ; . people know who to look to=for assistance. jI

xw

22 With that, I would like to turn to the agenda. Wo. !
;

i
22 have three items on the agenda that we must cover today. The y1,

I

24 -.first has to do, and is probably the biggest agenda ites, -i"
n

: P

25j training, and experience recuirements for the practice of nuclear t
- . ,

,

i
,

,
,

>- '1 ALDERSON REPORTING COMPANY, INC. 'i !>
._ * -h, *cr gg'
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&? ._ -

>- r a -. - -- - -_- - . _ . . .
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_

s 'l ' medicine, those requirements the N3C will place on applicants !
\ 1

.

J2 i 'for its license. ;

~
15 3- . The next agenda item we intend to cover is cardiac ]

pm

j4 : dysfunction, which is iodine, and the final agenda item has to
,,j

)w ~

- 'S 'do with rule changes that we have under consideration, particularly-
.

]f~6J with regard to radioactive waste disposal. It was not identified ,

l
':[a

q

.~7 as 'such on. the published agenda. We did publish in the Federal fj
~

g.! J|s ". ' y 8' Register that section under "new regulations." )
'

L l
1 9 Now with regard to training, which I believe will |p; |.

- F 10 ' take up most of our time today, there are four subsecticas of

. h
'

{ -11.. . .the training requirements, as I see them:-
E

if 12 ' They are the training and experience criteria for-
x,

'

~ 13 suelear medicine in general beishups.IthroughIIIin'

I
.

,

.

|14 the medical licensing grongs. Then the training and experience i

'

15 criteria.for select studies, udies.
|

m. : i

j 16 o The third item we have to cover is the documentation ! l
,

.c n
.

|'

*- j 17 we .should ask for as proof of proper or adequate training and

a .

. 3 II -experience. |L
,

-g L ,

19 ; And the fourth thing under the training and experience J

20 ' raquirements has'to do with acceptance of specialty board i
ei.

i

,- . _ h, ;21 ; certification as evidence of adequate training and experience.-
2

;

'A- 22 ' I would like, 'in order to keep the record as simple [ .!.

1 !

:
- 23

,
_

'ss possible, iso that we can extract out of the record our | :
u m

- j.,

i 24 | various positions, to not mix these various subtopics in 1'
z

- 3

L. 25 training ' together, to - the extent we 'can , - although there is a lot |
;- j6 ..

< ,-

'Y:
_ || |

'

:, .

,

. < r

u| : ez 2 ALDERSON REPORTING COMPANY. INC. '
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. ,

~ T 1 cof overlap-in these issues. - But I.would like, if possiblei to - Lj.

.:. ;, -
'

.

2' .'take these one at a time. -|
'

l

3[ Now the firstDissue, I believe, should be general I-
,

,' 4 training and experience requirements. I thinO from this issue I

% . ,

4 ;
,

' 5, other agenda items will.begin to fall into place.

] 4, At this time, before the committ'ee starts its -y.

7~ deliberation on the agenda items themselves, we do have requests

8 to speak on these various topics. I think all requests to spe'ak u;

O i
a 9, have to do with training-and experience requirements. The

'
<

a

10 organisation that have made requests:co speak are, very briefly, l
*

I ' i

| 11, as follows: |
3

| 12 The American College of Cardiology; the American 1:

13 i osteopathic College of the American Board of4 a; -

14 Nuclear Medicine; the American College of Radiologv; LSociety

5
'8 of "uc1*** xadicin*> ^=* ic== coll *S* of "uc1** 'h7'ici^^=>

,

; a

n' le and a group of physicians that are currently undergoing- some;.
a

f 17 training.
'

Now, if there are any.other persons, as represented ~ d
'

k.~18
8

.

19 groups-or as represented individuals, who want to make a statement.
~

.g
.

3' on' the- training :and experience requirements, I suggest that you;

'

. .
.

.
. Vd.t w'

21.; ;get in touch with Mrs.-2edka, and then she will put you on the,

e !
-

.

. 22 h.. -
~

==-f.
'

'

~

23 Now, ~ asiI: said, we~ have these groups listed in the i
,

.

i
24 " order in which we receMied requests to make statements. 'It

1-j 'isn t clear tofme-whether you woul1 want to make a statsmi. etat
-

.-

; 1 -
!~

'

25
6.

,

.h

. . .' . .
!.

' * : ALDER 15CN REPCMTING COMPANY. INC. ! .l
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s

..g. I'
'

>
,

, _-y -i.,
I;

_
- 8 |

| 3. | '

the b'eginning of the. deliberation of any of the agenda items, or1, 1
2

,e . . .. ,

12 ' whether you would want to make your statement as the agenda item
.j ?

3j comes up, one of the four subiters under training and experienco.j
.

'

-

4 I believe that certainly from whct I have seen of"

. .

. -

(
5, what'has. been submitted, the American College of Cardiology,j

{ 6, American Board of Nuclear Medicine, Society of Nuclear Medicine 5 ;

7' the American College of Nuclear Phycicians, as well as the

W.
- I 8, group of physicians who.are training, are going to speak on the

, s
fJ.

| y 9 general subject of training and experience criteria.
I

10 With- that as a background, then, I will call upon

| 11 each group that wants to make a statement, and if you prefer to-
a

. I 12 wait until the specific subject which you are addressing comes

[
- 13 up, why, we can come back to you.

| 14 ' First on my list is the American College of Cardiology.t

y . |
s - ~

,

'
5 '5 '.

:5 You **ka 'u ta= ant =, I ^5=in ===ind You th**
s

E 16 . you should limit your oral state ent to no more than five minutes'.
m

li 17 Your complete written statement will be included in the record.
a

'

E
'

You will be asked questions by members of the Advisory Committee j .18

i

19
X. i,

after you make your4 statement, and then questions, perhaps, from.

,.

20 members of the audience.
~

21 I believe.Mr. Couchlan from-the American College of : ,

! [
u

_

Cardiology;is first. . J'22
'

' .23: As.-you come up to sceak, will you identify yourself
q.<-

.

- 24 [ iand.the organization which you represent, so we have that clearlyi- j
-

-

a.w

25 in'the record. 1f.[,

, v'"
y-.

,

ALDERSON REPORTING COMPANY, INC. !H {q ,
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I'! DR. CDCGELAN: Thank you,'Mr. Chaizman. My name is_ :,s
-

. :
.

_

I am testifying on- behalf of the American -

*
.

.2' . William Coughlan.
_ _

.

a

|-3j College of Cardiology, in place'of Dr. Zaret, a member of our>:

I: - - \ .' ]~
'

n 4| committee who was to testify. I am going to present his testimony.

~

5 He was unable to be here.. ,

[ 6'l With me to answer any specific questions, after I

'7 give the formal brief-statement, is Dr. Jeffrey Borer, whom I
~

'
~

'4 also will identify.
1a

~

y 9 You will have this-before you,. so you can follow.
E.

E 10 . As you see, Dr. Zaret is Chief cf Cardiology at the 1
'

I i

|_.I1 i Yale University School of Medicine, Associate Professor of
'

*
"-

gf 12 Medicine & Diagnostic Radiology, Diplomate of the American
.-- ,,

./ g

4.
^

= 13 Board of. Internal Medicine, and the Sub-Specialty Board in\
E [|, .

>
- 14 Cardiovascular Disease.

15 He had' been involved and' has' been involved in i,

!a
Ij 16 development and application of nuclear cardiology for the past

s

-g 17 10 years,'and he speaks as a representative of our college, which -

,

E.
. 1-,

_ .18 , represents 10,000 physicians and scientists who special'ze in -|i

i 1
5 ~ 19 -i

'

. heart disease and allied disorders. i
X

-

i

20 i The college clearly recognizes the'importance of
,

:.

|21 I ~'esthblishing appropriate guidelines for licensure of physicianst. ! $2
-; .

; ;<

22 q involved ~1n~the performance of' nuclear cardiolcay procedures. J l|
i . . - . . ,- 1

.

! 1

23 The |American College :of Cardiology addressed the Advisory Commitdme
: 1

24 o a : December <14th,1978 concerning this very issue. '

w' l.
% 25

,
_

-DrQ:aret. represented the American College of .t 3
;

-
-

,

r
!
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l' Cardiology 8again speaking before - this Advisory cosunittee on |.s
_

,

. .. , t_ !

'2 . January-lath, 1980. -At that time the position of the college was1
-- | _l,-

3, that a final decision on' the training and experience criteria I-
.

.

i
'

4 for: diagnostic studies limited to nuclear' cardiology should be I
'

.

= 5- deferred until- the reports of two multidisciplinary committees
.I '

] 6; which h'ad b'een formed by the American Heart Association and the

7 American. College of Cudiology had an opportunity to deliberate

8 and make recommendations.
;- d . .

'

9 The Committee on Nuclear Cardiology of the American
I. i

I |10 College of Cardiology met on March 20th, 1980 to discuss this- |
i= .

5 11 topic. or. zaret's statements represent the views of this :

|*

g 12 committee. I
_gw, j

l 13 | At.the outset, several important points should be
'

p- | 14 , . stressed. It is the firm belief of our committee that nuclear ;;

15 -cardiology procedures are best performed as a collaborative '
_g

- a

a[ 16 effort between the cardiologist and nuclear physician. g

.!_
1w

17 In individual instances where one physician has been

18 1 amply trained in both disciolines, this. activity can be ; .;..

$ -I
~

.

19 , administered by one person. i-.g
20 However, in most -instances, the collaborative input -

21 ' of- physicians -representing both disciplines. is mandatory for

22 i : appropriate performance and: interpretation of these complex i ..;

3- >

23 procedures.
,

[
j-'

24 It should also be emphasized that these recommenda-'

'

_ . ,.

1+ .25 3 tions setijforth by this committee represent minimal standards
.

..
,

_

j'| '
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=1| for. training'and. experience necessary for licensure.(~ w
,

~''

.
2 We recognize fully'that the various medical boards and

'

3 professional organizations lisar an extensive responsibility for-

'

~4 establishing appropriate and^ desirable professional standards'

' '

g5 and training program requirements.

. | 6 The general view of the American College of Cardiology .I

7f concerning'the training and expeNience criteria "or isotope
,

8 licensure for diagnostic _ studies limited.to! nuclear cardio1cgy
.!d

n 9 is'as follows: I

Y I
,

lE 10 ' No 1, training in basic science and radioisotope
. I
. .
,

. j 11 , [ handling techniques should continue to consist of 200 hours as,

B'
,

.. _ { 12 ' is currently stated in the NRC training and" experience criteria. 'i

- 13 This_should--be apportioned as follows:
- ,

7 'wE -

.

-

|'; me - ,

| 14 : (1) . Radiation physics and instrumentation, 100

=W
18 haur=- t'- 5

s
. f.

'
~

Ig['16 (2) Radiation' protection, 30 hours.' . .g
w ~ y _ %

. ( - 17 (3) Mathematics' pertaining to the use and measurement,_
';

E ~ LI8
. V

-

:\ |.

'|
' '

|of radioactivity, 20 hours. ,
,

}} _ 19I
' ~;s L, |, ,

L (4) Radiation biology, 20 hours: and { |c -

2D ! -(5) .Radiophamaceutical chemistry, ~ 30 hours.]
:
,

21 LThis training in basis {cience will consist ofi:a
i '

_
422 , : confluence,of lectures 7 laboratory sessions,- discussion troups, I

._
- ..-.

23:- :and supervised experience in the laboratory. 1-
~

i
e |~-^

24~ _ _ - No . 2 -, the total training period, including that ! ~)
^

,
_

M- x9 .
.|

' .g# 125 '

time devoted to basic science, should encompass a six-month ;
.

2 i !
.:/
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; period. tfithis. this context, comprehensive clinical exposure i1

:w .

.2. in the spectrum of -nuclear cardiology procedures shculd be'"
-

i
3: 'provided. Since nuclear cardiology is the most technically ]

< : .

.. '

4 difficult of the procedures performed in nuclear medicine, we
'

-5 .believe that six months is the minimum-period in which its

.{ 6 ~ various components, including instr 1amentation, radiochemistry, 3

. n-

k7 radiation protection, radionuclide handling and administration,
1 .8 as well as the clinical aspects of the. field, can be synthesized

,

. ,

d
.- m. 9 and integrated so as to result in acceptable training. ;=

I !

10 3, the certification for competency should be q

) 11 provided by the program dir'sctor, who will be the preceptor!

: B
12 and the holder of a valid isotope license.

'
^

_,

g 13 In view of the development and _ application of nuclear,.

14 ' cardiology techniques, our college appreciates being afforded
,

: W
15 the opportunity to address these important issues. If we can4

si l' provide you with any further infor: nation -- and that mighc be
-e,

| 17 provided by Dr. Borer, who is with me, I would like to identify
'

l-

g I8
.

k
. He-is Chi 4f of CardiaceCatherization and Co-Director ~ofhim.

II
'

~g Nuclear Cardiology of the New York Hospital, Cornell Medical

20 Center, and Associate Professor.of Medicine at Cornell Medical |
I;

L'+ 21 ' College. j
;

Dr. Borer is also'a Diplomate of the American Board- }22 :

23 f' Internal Medicine, and the Sub-Specialty Board in Cardiovascula:4. o
F ,.

!!- _

24 , Disease, and he would be glad to respond to any more technical -|
'

i

_ r 25 |'- | questions of your :comunittee. F

.r -

, :
'~ * "

, ,,
~
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. '1, MR. CUNNINGEAM: Dr. Screr, are you going to make

2 'any additional statement, o r --
. s

DR. BORER: 'I would be happy to answer any questionsf3' '

'

1

4; you'have, sir. I have some comments that I can make, if there

~|;w -

5; ere no questions.

,.. | 6 MR. CUNNINGEANs Fall, all right, ~ just a moment. I
''

V>

7 will ask the committee if they have questions of .you, and -then

8, you can make your comments as you wish.
U
' 9 I would rordnd the coseittee that as we proceed

'

10 here with th various -groups making presentations, to bear in.

11 mind that if we are going to change our t aining and experiencei

.

I 12 requirements in both the basic sciences and clinical requirements ,

44

g 13 that we should do so with ample justification.i '

14 So,-when you-ask questions as ycu deliberate this.

15 matter, please hear in mind that if these requirements are -

,

i, . le
ai going to change, we have to have clear justification for changingt >

ie
17 thest. !

l
'

y| <
18 with that statement,- I would ask if any members of

.

f
g -19 the constittee have questions of .Dr. Screr. j

E Dr. DeLand?
.

21 DR. DE LAND: What is the position of the American
~

V

' 22 | College of Cardiology with respect to the third statement, as it '
~

23 also' refers back to the second-statement? Are you proposing-

N that the NRC Provide competency b-diagnostic cr clinical

25. ~kiagnostic nuclear angiocardiology, or that they. are purely to
- ;

ALDERSON REPORTING COMPANY. INC. *%
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Q
_ ' provide competencyJinithe handling of. material's and'the patients

-

'

1l'

_-
T

'and instrumentation,,andiscJforth,.in the clinical studies??2:<

3a DR.'BORER: :The latter, Dr. DeLand. We are proposing ~ -

.o,
4 that the!NRC' provide' certification ofithe competent.,e of a'

e-

Je- .5 given physician to handle the isotopes, Land to perform procedures'
-

}- q
-

|- ei -safely;

7i We:are not suggesting that the NRC in any way determine,

8 the competence-of the~ individuals' in interpreting.the results of'

- :

J
'

|-

8- T their tests. ;
1

1g
10 EMR. CUPNINGERM: Dr. Workman? |

,

'| II DR..WORIMANs Under part 2, the. total training period j'i

a-
12 is a six-monthigeriod. The next sentence.within this context,

(.} 13 costrehensive clinical exposure in the spectrum of nuclear

' 14 ' ca diclogy procedures should be:provided,j do you have any -

is do you want to ex,a d on that at a11,
,

- -

E
.a

g''le' DR. BORER:' The time that we believe that is ]
a

I-
17 _ appropriate for such training is based on severa1 considerations.i

=i i

18 - First of all, in my experience /in nuclear cardiology,-which now [ j
| 19 ||

I'
1

g spens seven years, and that of other members of !the comelittsei

2' .of the American College of Cardiology, we believe that six q

21 months'' time.and-500hoursofclinicalexperienceis.anabsolute| :
,

i

22 minimum requirement to. permit the safe.and adequate handling of I %
.. . 3

'23 .-isotopes'in' performance of the techniques involved'in nuclear- S 'l

'
28 . cardiology. -

u
125 ~ The American College of _ Cardiology and myself

'

?, . .,
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- '

15
' <

~ x . w
3; p (1] ' personE11y be1ieve that actually 12 months might generally

~

1

..
<

-

c
,

J- * prova -more appropriatenthan six months, but in' deference to the2a
.

!
^

L3 ' realistic needs of practitioners who~say their. training already

. L4 ' . is . completed,| we"believe .that minimum accept @le. competence'

,

-5 can be' reasonably assured by six menths of experience, as outlined
,

'

.4 ' in Dr.'Earet's testiniony,
.

-s

k 7- j In support of this recommendation, I point out first-
*

!

I 8. that nuclear cardiology procedures are the most complex again
, -

-

ITj[ d
~

. . i..
-

' s 9' -of a11' nuclear medic;ne procedures, as they inv61ve use of a
Y .\
F. 10 : computer,~and the need for the long period of training is 1

1- L
g 11 necessitated in large;part by-the need for experience in

,.a
' { 12 performing computer manipulations'in a manner likely to result

( 5. 13; in elinically beneficial results.y

|.14 .In our; views,-only-if such interpretable and potentialiy

-15 clinically usable results are achieved is it. permissible for-
'

s.

g.le . the individual ^to-inject isotopes into a. human subject.
e

,

- ~17. I point out/ doc,regarding the similarity in all. |
-| q

la recommendations'for basic science training, that those suggested b |,

E -
for' baste science training preparatory to broad licensing by H

. - |

I . 19 ' |-

'

!

20 ! the Society of Nuclear Medicine 'and other' societies.
.

t

' 21 | First, . the ' Amer.ican College of Cardiology's suggestions ~ .;
; !4

[ 221 antadated; those formulated by other societies, and were not
~

1+-

L s-- [
,

|.L '23: ' formulated-in response to them. I can't, therefore,. comment
s

L, 124: ;onEorftake responsibility for the: subsequent. formulations of: I
I-

- . l .
~ .

.

.

r

=

y, 25 y other societies, but more importantly, the 200-hour training
W. |~, '

L..
^
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1; requirement 4 set by the Nuclear T.egulatory Cosmtission in, j
,;<

.
,

2' 'actually preceded the development'and widespread clinical. -

.

n1
3R Japplication of nuclear ~ cardiology techniques,'and particularly ,'~j

__
,

.

g# -4 ;of computer-based radionuclides:to the'angiography and computer- - l

'S : based values for scintigraphy.

. . _ ] 6| Therefore, the Nuclear Regulatory Cosetission could'not j-

7 consider the need for. training mandated-by the availablity of-

~8| these procedures.'

. , .,

d i

1 9i Finally, it is important to remember that the basic il
l

:% . . ,
. ,

H
a

10 ' ; principles taught during the period of training are the same for

| - 11 ' all' isotopes, so that it would be reasonable that the number of.

;

a 1
*

[ 12 , hours required for broad licensing and for limited handling |
. ,g' ,

,

1__..i'13' Licensing might be similar. l
E o

-
'

, | 14 ' The differences *.in'the procedures are primarily those- n

.

y 15 of. application, which are learned during the clinical training,
s

, f - 16 and that relates to our recommendation'for the length during that
s.

| 17~ period,

i.

~'18' MR..CUNNINGHAM: Any more questions of Dr. Bozer?

:|
19

|

Dr. Webater?
.R

20 . , DR. WEBSTER: I am xercised by'the implication that

21 ~ "the total training period very'often for nuclear c'ardiologists:
' ' '

3
!~ A 122 l withinLin fact six months -- uhe six months you are asking for

.-

23 ' Iinithis submission,:and.that, of course,'is identical to what -.i
i

.f.

. . 247%_ you are >also asking for a license from the Nuclear Regulatory
~

- m
y g

: 25 l,| . Commission.
'

.

'[.,

E; ,
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17:'

' " ' . ? 1, N" could you justify the six months- for- the. total ~ clinic
~

.; ;

:v .d '. : z ..
~

,.

-2 ;
' training to. establish clinicar competency to be the sameytime as?

,,

t 53 is necessary for the NRC license ~, which is largely devoted = to -
' ~

4 -safety concepts?

1
S DR.:BORER: Dr. Webster, let me clarify that point.

'

{ 4"; ;I am adt suggespingLthat Slinical. competence is achieved'within.

. [ '7 ) .six months.- I don't think that it is. I think that,:in' fact,
-

8 ' clinical competence requires far longer training.
r 4

d 9.1 I aa . suggesting only that in order for procedures .'

...

. [ . , w a

.E 10 , -to be' performed in an adequate fashion so that they.are likely
I -|
-

_ = .
4

; - ] 11 ' to be interpretable and, therefore, to justify whatever risk
; a

| 12- are involved in injection of 'an isotope into a patient, that
i

_ 3 , q.

I L 13 - | six months is required. 1.

5

|14
My position and that of the American College of

IS Cardiology is that six months of training is required ~for safety-
s p,

* 16 'g and handling of the procedures and competence in performance of.
m

, ~ 17 the ' techniques involved with the injection of the isotope and

~ j 18 ' the' obtaining of.iata.x

.R :

19 Clinical-competence would involve the interpretation.g
,

20 ; of data which.I'believe would require a longer pericd of
:_ - : . - ==m

21 ! experience.-
n .i e
# 22 ' DR.' WEBSTER: CanLI follow up on that?
. .

s

.

23
^

MR. CmtNINGHAMi- Certainly. [g -
- , . .,

'24' DR. WEBSTER:- What concerns me is, is there anything F"

, ,

25$ "in(t$e pipeline', soito speak,'on the part of the professional'

.i. ,

-
'

!
~

<
,

- -
. i.

' ' ~ '
.
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~
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cs I?! : organizations =in,. cardiology to demand, let's-say,'one year of
* |

.. . .

*

12 ' training to. establish the. clinical'competencp?"

:,s,,

_

? 3j DR..BCRER: Those problems regarding the certification: ij

. . , .. .. .

R,' 4: of clinical |competencelare now being discussed actively. by

' '

o| - - m
5: I ithe appropriate; committees of the.American Coliege of Cardiology, -'

i

. . . .
$

#
- -

1

~ ; j. ~4q - and I- helieve' the American Heart AssociationL as well. - Certainly.' i.

~<

.I. :7 I the American College 'of Cardiology is attempting to deal with
, .. . . . . . .. ..

8 ' this problem right now.
'd: . .

.

8 9i As;yet, no recosmiendations, no formal recommendations'-
n. -

'

10 L have binen made.

| ' 11" MR. COUGELAN: If I may add just one' point.
3. ,

f 12 R MR. CUNNINGHAM: Mr. Coughlan.*

,

k'i;4.
'

jE :13 ! MR.'COUGELAN: Rt.the meeting of the college in April,
E. s..

| .14 |
'

the committee did discuss thesa' training requirements, more

'15 specific training requirements for the cardiologists who need , a
'

!.- a j
~

So it is an. I'
i, Lie at least''six months of' nuclear medicine training.

-
-

,

.

17- - active titem of consideration of our committee, which probably - *
.

.

3 .

i.18 'will!be meeting again:within the next six months. -

,
!

} 19 '
e

.I. ,

LMR. CUNNINGHAM:- Any more questions?4

N: Dr'. Workman?
'

=,

'211| .DR. WORKMAN: If I understand you, then;what-you-are

,

| suggesting-isl.that:anyone who'really completes the six months 1 -E22
'

c.#y
,

23 -' itiminingfis competent:in clinical cardiology -- is. competent - f
~

.

}7 ?24[ in cardiacinuclear medicine? -

~

m _ ,

n i4

I2SJ DR. s BORER :'. Nc. ' -What I'm suggesting.- is that anyone j- - m,,

;; :r-'

y ,
! ~

__
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1H -who- completes the ,six months' training is' competent to perform a -a
,-

~ s. . . |

'

'#
^s .

4 ,
. ..

-

' j2; 1 procedure which then has alhigh probability of being inter-~ ;
: .

[~ L3 -pretable byLsomebody;with clinical competence;;so the clinical' ,. ;
w-.a .. .

'-
. ' ;, .

. .
- .

:4 . benefit to;the patient.can result.- -- 7 .

.

k

_

' Sf MR.-CmntINGEAM - Any.more questions?
~

|' M Thank you very much, Dr. Borer..
~ '

'

.e

! I,, ' 71 (The' statement follows:)*q ...
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L *
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ks . ; $; , ~ My name;is'.sarry: L saret.-1I am~ Chief?of Cardiology atF
.

c~-y. g. ,
. . .

. .

l Yalk.
. .

. w. University)Schoo1Tof; Medicine,: Associate Professor ofe - p- .. .

4~ s

_
saw- .. . . . . . . . , - . .. .

. __

. -

;Medicinef&; Diagnostic Ra,diology,: Diplomate of the American-:w. . .
<

., _ ..
,

s. ~ -- .-
, *

. . . . . .- . .,,....g , _,_ ., ,,. 3 - ,- ,.,.: , . . .t . , ....4 ;

F' Board ~of. Internal Medicine and the Sub-specialty Boardiin-
n ., m -

''2 5CardiovascNar? Disease.T: I?hkvebeen!ik.sedinthedevelopment
' #I

! -
andlapplicationjofiNuclear Cardiology for the past ten years, d

, . . c. -
. _, .. ..

m a

-
-

u.;-
, . ~ . n . , .

'J, -I~ amJspeaking|as alreprese'ntative''of The American College of y.

RS:

[3 ' Cardiology /whichbis a prof'essional' medica 1Lspecialiy organ-
. , . ,

;
. .. .. .. .. . ,

:ization(of m6re j than~ 10,000 physicians and scientists .who,g -

ye ,

?
~

specialize |in: heart disease and allied-disorders.
n ag 7.;y:e ,

_ .

" '* The: Coll _ege1 clearly recognizes the importance of establishing
-:

.- - . . . - . . - ,

A {< appropriate guidelines:for. licensure of physicians? involved
d*

- . . ...

-@ in'the. performance'of nuclear cardiology procedures. The
.., . . .

G American College of; Cardiology addressed the Advisory Cenaittee

on'the, Medical Uses.of Isotopes on' December 14, 1978-concirning ~
'+ .. .

.

f ,

-
. + ..

( this very issue. I represented The American College of Cardiology, ;

b againuspeaking)b'efhre this advisory committee, on January 18, 1980.- g
+

. At.that time the position of The,American College of Cardiology,
. .

.

'

. .:

([ 'was2that a final decision on the training and experience criteria M

.
.

- .

,1

fforidiagnostic. studies 111mited.to nuclear cardiology should be- j'

n -

~

defierre]deuntil the? reports of two.multidisciplinary committees
''

-1 .

~

, .

t
'

% ~ .

,
. .. .. . .

.
A

pg ' 'wh'ichihad?been: formed byTthe:.AmericanLHeart' Association and

f
',

I merican College'of Cardiology [had an opportunity to deliberateA
~

g.+ . ;} . : '>
. .. .

,
.

andLaake: recommendations..[..The'.. Committee on Nuclear Cardiology
.74;E s,

C ' :of;h.;Am.rican Cou.ge occudioiogy mee on Much 20',-1980 to*
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k
~a n. . discuss (thisLtopic.;,My statemen s? represent':the views'of thiscf99 - ,

r-; .y ; _
, . ~

gw-* '

/ coautitteek ' |,

my -.

A i- : -

,
.

~
- ..L t.% . . .

.

:Itiis' the: firm belief of 'our committee that nuclear: cardiology
_

''
,

. r. . - ~ . .
.

. .
. . . .

v
-procedures'are;best performed:as a' collaborative offort between-4..- .

:
.yy -

the-cardiologist and nuclear physician. In individual instance's-

, ,

~
~

- whereLone physicianjhas been amply trained in both disciplines this

',y activityJean' be aA nistered,by'one person. However, in nost

instances, tho' collaborative' input of physicians representing'
-

. . > ,, , .. ~f . .
.. .I

W 1
-

both. disciplines is; mandatory for appropriate performance and |
i
,

< .

interpretation oflthe'se complex procedures.- It should also-be J]
-

. .

,

' emphasized that the recommendations' set forth by this committee- ]~

P

Irepresent minimal standards for training and experience-necessary
~, .~

for licensure.: We recognize fully that the various medical boards :
~~

'" and professional ~ organizations' bear'an extensive respons1 wity,

-for establishinglappropriate and desirable professionai. standards2cs.m ,
,

;g: c.f and training program;requir ments.
'

~ The generaliview of The American College of Cardiology

concerning(the trainingyand experience criteria for isotope
lice'nsure for. diagnostic studies limited "to nuclear cardiology is~

,,, -

tw .,o ,
. ,

c:".. as-follows:

' ' ' % (1) iTraining.in basic-science ~and radioisotope: handling-

J. techniques should continue to consist ofx200' hours as 7 ,
!

~

g
V - ,-

,.
~

'

.
_

^1 is; currently stated.in'the NRC training-and experience'

|- '

;if ^ . > J .. scriteria., This;should be apportionediasEfollows: . (1)
-

%:: , .

h'" ' Radiationjphysics and instrumentation '(100 hours);? (2)'-pc |
-

7. 3 a,

NM~ ~ ) Radiation" protection? (30 hours) : L (3) Mathematics;per- ~

.-
4:ss ? : - y. . .:

& ~,; --taining to'the use and measurement of radioactivity,'~

N ." s -p' a
,

h. ,:.$ e .;f '
~ :j.

*
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'
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d ../ 2. : . a -.. v , , o
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.C,

-
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.
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' ~.<

1.
. .:,-' - .q

k L
. ';D , ;

-
. 4

' u

y a. My
'

_ _
. _3 - ; f~_

_

q R t_g (' - (20 j hours) ; j,i;(4)1 Radiation biology L (20 : hours) ;: .and| .

W '' ' 'q: . ,. ,
.. _ ,. . .. . aa. . . ,

'? - < - |(5) . Radiopharmaceutical chemistry ;. (30 hours) .. .This. '^

,

.x , w ,

.~ : traini.ng'inibasic sciinnce will consis't of a. con- - t
,

,. o .,. ~d.g. :
~

A fluence of| lectures,Elaboratory' sessions, discussion >

x.~

' ' ~'

a . groupseand; supervised experience'in the laboratory.,

" '

.(2}- The total ~ training period (including ths.t' time devoted - N'

- <

*' . to, basic.~ science)jshould encompass a-six month period. . '

- Within this. context comprehensive clinical exposure
'

< '.in1the' spectrum of nuclear cardiology procedures",J
,

-.

!| should be~provided.?Since nuclear cardiology is'the~
v,

mostitechnically-difficult of the- procedures performed
'

,
. <

'
~

in nuclear medicine, we'believe that six months is
:

. Q
the mininum period-in.which_its various components,

p including instrumentation, radiochemistry, radiation
~o .

; - protection, radionuclide-handling and administration,
,

1.- . as weil as the clinical aspects.of the field can be |
~

,

. synthesized'and~ integrated'so as-to result'in acceptable.-

c . training. |,

.-
~

(3); . The certification for competencytshould be provided
.

.

. . . .

.

E
.by!the program director-who will be the preceptor.and '

;,

W "the holder of a valid isotope license '
. .

< ,

,

#
f

m
| '

2 . . . . .
. c.. ... .

7'' , . In' view'of the rapid development.and applica": ion of nuclear'.

$ [ 1, '

. cardiology ^ techniques, The-American Collegelof Cardiology appreciates.
+

2
. .. . . . . . .

. . .

.A .
. c.
,

n

:# N f
. . . . _ , . .

ibeingfafforded:-theopportunity.to1 address-those:importantissues. .
t 1

y , .g

'& '
' (If|I can provida you with any further information I will be glad to:_

a .g f. '

4 C, do i so'. '
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y. . . .;' .

.

-g
-
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>; JThank you Jorcyour attention.
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N # 1'' (. :MR'. CUNNINGHAM: Th'e'next group thIt asNed'to make!a
.

'

.

L2L ?statementj f.ifLwe proceed chronologically, is the American.
% -

,

3f 10steopathic collegefof' Radiology,~>and I believe their' subject,- |
'

'

. . .. . .. .

q=
.

though, has moreito:do with board certification. f:4-
.. i '

'

- 5 . I would ask' Dr. Faerberf if;he wants to make a state- ,-

3: 4' ment ~ now, or if he would prefer. to wait until Ee' reach board -
.

.

!7- . certification.

3 8 I DR. FAERBER: I profor to wait..

,

-@ '

.

-d 19 :MR. CUNNINGHAM: Okay. Thank you very muchi-Dr. .

f

i10 j -Faerber. 2

q.'p
. .. '

{11
-We will go then to the American Board af Nuc1' ear

,

i ~ 12 ' Medicine,|who does want to speak'on the general topic of
r ' . , , /.

13 .tre.ining and experience requirements, as well as board% Jc

14 certification.: Perhaps the tso cani.be combined. ]'

i w. y
,

15 i Dr. 'Willina=Blahd will represarit,the American i
'

*
, J .

x esya. ,

g[ 16 : , Board of Nuclear Medicine. - [~
,

in
"/

c

17 3111. i,,

| \ '

/T,

.

J
.

18 DR.-SLARD:' Thank you, Mr. Cunningham and members.
,

.K [ 19- , | | ::*
.. ..

_

'af the. Advisory committee.- / j
;;;

F _ .e;
, , ,i n -;n.

; ,

.I.am Dr. William:Elahd of the Andrican Board of
"

I E
r ;

:
.

<
-s

h " 21': <\ . Nuclear Medicine, fram.Los Angeles, a Professor:of Medicine ;{
. ..

..

.

_

. t
_#

~

|22 L .at-the CCLA:Schooliof Medicine in Los: Angeles, Land certified _. ,.p
. . o ,

3.
'

:23| :by'the American Board'of Nuclear: Medicine"and-3 card.of:Inte'rnal j[, '

7 ,
,

-
.

. . .
. . .

24' Medicin ,~and I'am' engaged:in nuclear medicine practice for moreI:,

Je ' .
.

,

Lg:.. ~ W.
. than: 25; years,ipast_ presidentjof the Society af Nuclear Medicine'g

> . .
.

23 .; i
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V . e#%13 zIt apr on the Board of Directors of the - Board"of 9
p$7g ~4, ,' g. -

.

L. - i2f . Nuclear Medicine.- t*

lI'am:here'today representing the American Board of 3;3. - g_ w,
~

a - q

hY Oe mNuclear[ Medicine. The board wishes to make a statement concerning- 14
- 't .. .

.
.

; . 5. the general requirements for licensure of 'individosls for!the
.

a, ,
,

use.of radioactive natorials' in humans, supplementing those - l
.]-6'g

.
-.

1 _

k' k7 . presented' to you by Dr. Fish on January 18th,1980.

i. You have the full statement from the board, and'I will, y,

; v 8' '

.. i

-; d i |
<

JJ !d 39. anly' attempt to summarize that statement, and it istgoing to be |

1,10.i
i

brief', Mr. Cunningham. !
~

-.
:|" i -i .

.

.

'[ 11 y . Because the procedures in nuclear medicine are
~ ,

i

3

.q{'12; becoming more complex, and larger doses of materials are being
x.. -f... I

h k/ 13 -used,|and many more patients are being subjected to nuclear.
g

14'' medicine procedures, and because of the concern of the medical.

, .15 ' . profession and the public with respect to safety when nuclear
|

'

s

f 16 ? . medicine or radioactive materials are administered, the American.
. ss r,

{ 17 :
,3 card would like to recommand the followings

u .,
That.theNuclear-Regulatorycommissionrequire,as.a;j.

, J 18
' -e

''
.| d'' : ,,

,

. condition for-license for'the use of: unsealed sources of radio- j'i
~I . 19 o

'

Eu active material-in| humans,Esix months special training and'

,

I

f 21. experience,:to: include a. minimum of 200-hours of ba' sic training, ''

; _
,

.-

g_
.

221 whichweexpectto.includesuchmatters:asasradiation. physics.:[
, ,

.

--

. . . - . . .
.

-

. 1-

;+ 23 :and .instrissantations : radiation protection:; radiation biology 4,nu ,

24 :theLuse of'radiopharmaceuticals: and appropriate mathematics .and' j/
x

-.m.,; ; e 3:.
~

, , ~ ,
. .

s - 125 t istatistics.; - !

b:I ~

>
-

y ~ . . 9
, . .

. . . : r

, u-
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~1| ' -In addition, supervised clinical training.and
7;;

. .

4
..

h 2 experience-in'an institutional program accredited by the Liaison
v: i

- .;
..

,

.

| ', 3' Comunittee on Graduate Medical Education, or equivalent thereto.
:

4 In-addition, the board requests that-the Nuclear >

-

;
.

3 Regulatory commission ~ discontinue the issuance of limited:
q

| 6 licenses for the use.of internally-administered radioactive -

_ .7 . materials in humans.

.8' The board'recommedds that the Nuclear Regulatory
:|,

J
- 9 Commission state specifically that its license for medical usen

. i., ..

Y,

i E. 10- of radioactive materials.tassures radiatica safety, but does not ]
11 assure and does not certify medical competence of the licensee.

s
~'

* 12 The substance of this statement is in acceed;with

; 13 ' tho' recosumendations of the Federated Council of Nuclear
_

U._

14 Medicine,Crganizations. It was adopted-by the board'of 1sh.
-

astees
-

o

,

15 and the society of Nuclear Medicine on June 23, 1980, and is
.

,

( -[ 16 consistant with Resolution 148 passed by the Rouse Delegates ] , '!~

-p'p'i7 m.

i" 17 of the American Medieal Associdtion in July 1980. l

; 1 -
'

.~ .-18 The AmerAcan Board d.f Nuclear Medicine requests that
k^

- 19 , these recommendations be adopted by the Nuclear Regulatory
,

u.u -

; o-
. \-z ,

];.'L
x - -

'

20 commission forthwith in the interest of public safety, andLeo
k; L-n? ,#

'

't'

'

;,
,

'21 c. ensure the quality of medical care.-.

' .;
.

# w .

.
, s

( '| ~ 22 -Thank you for ' allowing ' ma to make. this statement,- ([
'

y
:x - a

:23- !Mr.;cunningham. I.will have further comments when the matter [
..

-i;:6

s1 -24 _L,ef[ therapeutic administrationDis. addressed.: F-

& ..

]-
. ~

" :w
. .

~

,;,, .
.. _ .

'2 -

25 1.> _

i

/ MR. um C All right. ;Thank.you very much, Dr.a
-e 1:
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'2 ' Questions.from' members of the commtittee?O' '
-

,

' , .j., .

3-L.r '
'

.n; .3. .I guess there are no questions at this time,-Bill.
.

i

:4 I'm sure we will come back to you.
~

s. 4 ^

. g
5je. -(The statement follows:)
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~ b August 4, 1980 _;

R q
. Mr. Richard Cunningham, Director. '3

'? 01 vision of Fuel Cycle and Material Safety . . ' , - f
- U.S. Nuclear Regulatory Coeurission.

. .

. .
Washington 0. C. 20555 -'" "

u
'

- 4
SU8 JECT: Additional cosuments of the American Board of Nuclear-

Medicine concoming general requirements for licensure
of individuals for the use.of radioactive materials.in,

. humans to supplement.those which were presented to the
.AdvjsoryCaumritteeonJanuary 18,1980.

Dear W. Cunningham::

T. Enclosed is a statement made on behalf of the American Board of.
4 - . Nuclear Medicine concerning general requirements for licensure

~

'

of, individuals for the use of radioactive materials in humans to

supplement those which were presented to the Mvisory Cosmiittee '
on January 18,:1980; The substance of this. statement was con-

- sidered at great length by the Federated Council of Nuclear
,

Medicine Organizations,'and was adopted by the Society of Nuclear
Medicine at its Board of Trustees meeting held -June 23,1980..

1 This statement is also consistent with a resolution (No. 148)
- that was passed by the House of Delegated of the American Medical

~

i- Associated at its~ July 19-24,;1980 meeting.-

This current statement.is' also in concert with the A880t statement> -

: of January 18. 1900 as both mcommand a minimum'of six months of'

special education,' training and experience.. :The current statement
is somewhat more flexible in mccusanding a minimum of 200 hours
of basic schnee topics allowing for a variable and necessary:

2 ^ period of supervized application of basic science principles.
. throughout most of the six months training experience. The:
'

'

E. current statement also~ attempts to address the problem of quality-

's
- and credibility of the. training program and experience of the...

- potential radioactive materials user. It is hoped that this
material will he distributed to the members of the Advisory.

Committee for their use at their- August 18, 1980 meeting.
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.I unfortunately will be unable te attend tM, August 18. 1980' ,

..-

. meeting as originally planned. /Accordingly, Dr. William 81ahd. .
.

! Chairman of the Credentials Cormittee, American Board of Nuclear

E
-.

Medicine will present to'the A.tvisory Committee this material' ~

as well as the statement concerning licensure for1 administration >

L .of radionuclides to haans for therapeutic purposes previously
sent to you by Dr. Joseph F;'Ross.

.

. ,
,

The entire Medical community is most appreciative of your concern
an,d consideration of matters,
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STATDENT MADE ON BEHALF 0F .
'

r.. ~

*

-THE AMERICM 80 Alm 0F NUCLEAR MEDICINE
,

.

-

- -CONCERNING

a. m

GENERAL-REQUIREMENTS FOR LICENSURE OF INDIVIDUALS
3

- - FOR THE USE OF RADI0 ACTIVE MATERIALS IN HUMANS TO
<

SUPPLEIENT THOSE WHICH WERE PRESENTED

~
ON JANUARY 18,1980...

-

SEFORE
1
4

.

THE NUCLEAR REGULATORY CONtISSION'S '
.

|-;

I
. ADVISORY CG9tITTEE ON THE MEDICAL U$ES OF-ISOTOPES

.I.
<

.

,

AUGUST 18, 1980 -4 |'

.

!

-1

-

' ~

'n. r,

wf ~ \

n -

-
, .

.

1 - ' ''

. . -

.

'

[ k')

. fI's_-

m . ,

j
~

,- "

#
1

-
,

' -, ' .L C

I fa , ' _$ __ _ , x
' ' - ' . ' '

'

'.[, *'

s r 7,% .
. . _ _t' '. .

' ''

.>>
_

, . . . . ,'Q
_

ey?
_



R ,3:.1 - |.3 C T ' f. * y ~ay
~ " ~ ~

,

!c.-m -y v. - ,
, ,

-
. . . x

~
. --- . .

~-
..

'~'

- .
- ;- . _--

, , _

-

. _
,

c . ,. . . . .
~

t
_

,_

C .

'w . |
: - -. -

-i

~

. August 4.1980

- THE MERICAN BOARD OF NUCLEAR EDICINE RECW9tENDS: .

p ;that the Nuclear Requlatory. Commission, in their licensing statement
indicate specifica1'y that theirs is a safety license rather than a

.

certification or statement of medical competence.
.

that the issuance of limited Itcenses for uses of intamally admin-
1stemd radioactive materials (except for sealed sources) in haan
subjectsin selected organs or systems be discontinued.

,

that the issuance of licensure by the Nuclear Regulatory. Coundssion .j
for the use of radioactive materials in human subjects requires for .

all licensees a minimum of six months of. special education training |
y and experience in the, use of radioactive materials in human. beings. |

'

:( that the'six senths of special education, training and experience
\ - ' shall be taken in a training program accredited by the Liason

Committee for &aduate Medical Education or equivalent thereto and
.,

shall include ~as a_ minimum the following:
.

- |> .

a. -Training in basic radionuclide handling techniques consis' ting (200 hours
;

of lectures. laboratory sessions, discussion groups or
supervised experience in these specific areas: total)

.

'

(1) Radiation physics and instrtamentation (80 hours)
(2). Radiation protection (20 hours)

r - (3) Mathematics, statistics and computet" science (a0 hours)
jpertaining to the use and measurement of |
: radioactivity.

(4) Rad 1'ation biology . (20 hours)
~

o- (5) Radiophansaceutical chemisey .(40 hours)
(The hours listed next to each of the five' subjects above are
suggested. values and should gt be interpreted as specific )

. requirements)
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- b.. Supervised clir.ical tEtining and experience in Nuclear Medicine.
The clinical training should cover all appropriate types of diag-
nostic procedures and'should include:

(1) Supervised examination of patients to detemine .ths suit-'

- - ability for radionuclide diagnosis and recommendation on

{
esage to be prescribed.

,

4 .(2) Collaboration in calibration of the dose and the actual
: administration of the dose to the patient. including

calculation of the radiation dese, related measurement
,

and plotting data,
t
~ (3) Supervised interpretation of results of radionuclidic

diagnostic procedures and follow up of patients when
required.
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2 MR. CUNNINGHAM:- The next group is the American'Collegn-

i i .. ,
,

'It isn't. clear.
'

.

21 Radiology,; represented by Dr.. James Christie.
;

( + |
,

3' whath ar you want.to make a statement or not, JLt. Do you want.
'

: 4 c, to make a' statement?.''

s

'

3 :5: DR. CHRISTIE: Not at this time.
: R

, { f6D MR. CUNNINGEAM: All right.

7 - .

fr k. 7-] Next.we have the Society of Nuclear Medicine,

8 represehted by Dr. Paul Hoffer.- Dr. Hoffer?,

d>

E n 9; DR. ECFFER: Mr. Cunningham, members of the committee,.
Y ',

E 10 ' my name is Paul Hoffer! I am the vice president of the.

. I

I 11 Society'of Nuclear Medicine, and I am spcaking on1b'ehalf of the F'^

s- |

| . [ 12 Society of Muclear Medicine. -

..

- N4: 13 I think the Society of Nuclear Medicine,-as most of
5 .

I

14 < you know, I think, is- the*1argest organization representing

'

5
15 ' th* 1*r5*** """h** * Pr*ctiti "*** *** *111** ****"* **5 *"d

-

.-
*

i

Ei g technologists in the field of nuclear medicine.
*

16
?, s

( 17 I have already submitted a statement, a written
= , .

. R 14 , statement, and I will not reiterate all of the'information that i
.t.g

.g
19~ is contained in that statement, other than to summarize it by [
20 | saying that the Society of Nuclear Medicine wishes to go.on

. 21 | record as supporting the position of the Federated Council of' [
22 Nuclear Medicine k anizations and its-recoseendation to;this.-''

23: Advisory Committee;that the Society . supports this primarily [ d-'

;

7 >
9 ,..

'because it feels that there-is a desperate need'to extend ths1 '

I 24? -

a
.

( .

(.
- .

,

,

25 -.overall training requirement in nuclear medicine for l cens ng;. 1"
i i

,

.

/ 'N h

:~
.

1
'
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LI.~ ; thatthecurrent-licensingrequirementof.threemonthsiswoefullf,y e

w
g jy f 2 -' -inadequate: and while- the Society has s<zne concerns that six :

V

t~

ije y3'
~

months'may not be ideal, and perhaps it should be extended 1onger:
_>

;_< r:w

'A' than that,.that at least six months would represent a significant!-
. s - i'

. .
5; improvement over the current situation.u *

~

[ '6 Furthermore, the Society makes its recommendation i .

p-
,

. .-

g
c 7_1~that the training in nuclear,aedicine be done is as r roved

e=-_
~

__ m,

,

8 training programs, and tries to emphasize through those programs '

ie
d 9 that any actions by 'this grcup should be taken as - a licensing.

Iy . 10 action, 'and not as a recosamendation to the directors of
=.

' $' 11 : training programs who design their programs specifically around
n i

- y

, ..s- Y 12 | the licensing requirements.
, 4

3'
g 13 -| And furthermore, the Society wishes to emphasize thatx.

! ,14 the Nuclear Regulatory Commission in its licensing statements
, |,-

ig y ;
15

j s- -

i 15: indic=== = Pacific =ii7 that theirs is a safety lican== ==ther
5 o

f 16 ' than a statement of medical competence. |g
8 i 1

(N
II I would be happy to answer any questions that any i .f

1
,

<g .

)''*| 18 : members of the committee may have. * :,

[ II ! i
' ''MR. CUNNINGHAM: Thank you very much, Dr. Hof fer.g

,

20 j :One question: As I recall, you said the six months'
!

training requirement is probably not'even enough for licensure. i, L 21 :

,22 You also recognize that our primary emphasis for purposes of
'

.__
N1tc licensing is not quality so much as it is assuring the l23

y -- m ,=

24-
'

.

is' sue of' safety for. all involved, for the physician and the -i ^ y'

4.-. '
1

25- patient. ,!
.

- ..
,4 3

L
L 1 ;
t- .
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Li X ,

A ,II' Now do I~ understand you correctly, when youjsaid'

d'
-

.. .,
~

'2 . 'that-six months' training is not enough'to attain sufficient-
: i

3 training |to-ensure radiation safety?''

4 'DR. HCFFER: There is 'a' great philoscphical problem; 7

5 here, and that problest is that the policeman frequently defines
_

: ' ] 6 the law, and wich regard to determining the length''of training, I'

7' I think there is a general feeling amongst all physicians, or

J 4' ;4tileast amongst most physicians, that'it is desirable to have a'
.\.c .

d 9 full year of training in' the field of nuclear medicine before

310 | practicing any aspect of nuclear medicine.
i

'

| 11 'The question comes up as to what represents an'

m. . .

, _ [ 12 4 acceptable minimum with regard to safety, and because the'

*
(I 13 standard of practice is in a very intimate way related to the

'
:

~

!
, ;14 safety of practics, that is to say i.f one injects a radionuclide

is into a patient and performs an examination, and..then does not de j
5-a
g 16 an adequate job of interpreting that examination, you can make ;

_

e,

{.17 the argument that that was in essence a radiation dose that was

k - 18 given to the patient that did not represent something that
'

^ i ~

19. worked to the patient's benefit.
'I

This is a very, very difficult philosophical question,g .20 '
: ;

21 and I am not sure that everybody has cc-c.e to grips exactly with ' 1
.

| |

22 an adequate answer to that question, and the only thing that we ~|

2 . i
'

'23 could decide on as a group was.that the current three months g.
'

,

!

f l24 was~ definitely inadequate from the' safety point of view; that
I

25 six :nonths would be definitely preferable. [ ;j-

-

! !
1-
I

. " . Al DERSON REPORTING COMPANY. INC. .I
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mi - 11 : :This~ appeared to be a' consensus.of many organizations
'

c -
l

'
. ._. . ..

- 2i involved in the' practice of nuclear medicine, and we .were willing
-

y

3) to ' go along"with the six-months recomunendation; to extend : the .

4; three months,:rather than:get'into a further hassle with regard
I'

'

5 to whether one; year-is''necessary or.not.

] 16 MR. CUNNINGHAM: Well,-then, what you say-worries me
,

:I,. . 'somewhat, because there,are-peop1e that are running these7
. o~,

8| training courses, As you well know, people in training, people ,

d .

If=, -9i who have just received- training. in a three-month course.
3 1

E 10 ~ | we change this to. six months now,iit is not a light step to take' ]
'

E :
.. ,

| 11 ' because it has broad' impact throughout the training community. i

a
. .. ., j 12 'Now thetway you phrass this worries me a~1ittle bit, q

zl 2
.( = 13 , because-if we should. move to a-six-month training requirement,'

I
M . .. .M*

14 , are we then going to be faced immediately with what , training
.

'yj l3 requirement is and deliberate that issue? i
Ia .

'
g' le DR. HOFFER: That is a definite possibility, and
* ',.

. ~ .

i 17 the'only-protection that is built'into this is it was the
j$- N !- .

E 18 h4: ling afsthe Society of Nuclear Medicine that the program I
|

_

. . .
_

'N. -.E <

.

1 L.- .19 , ' directors should3have'significant influence over determining ;

2 x ,,.

I
20 , -what.isa.necessaryhrogram,andjustsolongas-a11efthe

,

7

z_
o,

, .;

g- .

21| : training were proviaed within the context of approved programs, .|_
,

s
.

22 that the program directors wdu.id' bel very reluctant to have six- I
~

js- . .

23 month training programs if they -felt it'was in the best interest i.
;- - x :,

24 .of:both safety and medical? practice, that tht::se programs should i
w

.
r

t.
.- > {.

25. he a yearT n.langth. And we recogni:e the problem's associated [i

6. .
, N j

L . .I . . _

-j' '''
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:3 11' : with trying to establish' regulations -in a fis1d where obviously .

2 Ithere has:been.very significant-progress, both in-specific areas ~|'' ~

-
4

3L and 'in also the overall breadth of the field over the course 'of
-

1 - . - . .
. .,

~

~4 i he'last five yearsy 10' years, actually.t

k :g? 5: The history of nuclear medicine has been one of

A _ R

~$ [ ~6 tremendous expansion a'ad growth. And so we feel for you-in terms

} .7- .
ta -

'

of trying to establish. licensing regulations in this regard, and-a
'

. 8 we a:;n concerned ourselves that people <who~ practice nuclear-
'

k d _

-

. -

. .

,~
,

m 9_ . medicine and who receive radionuclides are competent in terms

:P 10 ' of providing for the safety of their patients.

[ ~ 11' ' The only way we could see to do this at this point-

3-

{ .12 was to go along with the consensus of other organizations that

\_.bg .13 this requirement be extended to six months, and then specify that
i

-
,

.

|,14 | we hoped that you would also _ specify that this be done within

y .i

J the sentext of an approved training program, with the understrad-15
'

.a
16 ing that the directors'ofIthat program would themselves-act as a*

,
. -e

" - 17- protective mechanism and ensure that they did not run an inadequate >

E IS ' program with regard to the length or type of training within

}. I
I 19 fthe. program. -

'

! ' _,.a w

. 20
~

MR. CUNNINGHAM: Members of the cammittee? Dr.
'

.

21 -Webster?' I
22- . DR.- ~ WEBSTER: I have three cuestions. The first

i
I - 23 . one is ih- the Federated Council'of Nuclear Medicine, there did j

*'
|r j

-
,

\ , t,/,t

. 24 not seem\to be any representation from the interns from the- t

.

+ .V
.

,

:25- American College ofLPhysicians, and I wondered why that was. ]
1 !- -

, ,

.g g _q

> <
,
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,

e
iJ 1 : And.iI am partisularly(asking that question in the context of your ;

~

.

;i ,
-

c

H .3 i Imove'ito ' eliminate the ' limited: license which would impact upon I -
'

1
1,|4 4 ,.

t
"

3
.

1-
~

3: people in the. endocrine' area,'particularly-people doing thyroid {
l

- ; :- H

.4 | . ork.
'w

'
; i .

. .

5~ The se$ cad question -- ''

l
'

!DR. HOFFER: Can I answer them one at a time? With

1 ,

y . (
|- 6! .

.ja-

~ k ~7 regard to the Federated. Council, although I am .a member of that ')
|

b, 8L orgasisation, I am not speaking for that organization, and I-
'

>4. 1 . .
.

'

8 9 would prefer not to speak for that organization, and therefore I l

. i- .
|

E 10 i can't . legitimately answer your question.
I

| 11 If there is a representative here to specifically j'

im ,

j 12 represent the Federated Council, I would prefer that they answeri

.. ,

( j 13 dhati question.
' i

m , .

j 14 DR. WEBSTER: I have another question.

15 ' .MR. CCNNINGHAM: Maybe B111' Briner wants to say
a

2g 16 ' something on that point. ;
,

m

i 17 CAPT. BRINER: In regard to a representative of the
'

a -

18 American College of Physicians, it can be answered.quite simply: .i

|{ 19 , They areinot a :nember of the Federated Council.
g s

~ 93; ' DR. WEBSTER: That distuzbs me, because the American

.

. |
. 21 , Board of Nuclear Medicine is a tripod organization, which has

, -

;
t

22 one , third input, as I understand it, from the internists, and |.
.c

:23 therefers' they obviously have a legitimate position, or should
1.

.have a legitimate position in making - comine to these kinds of !24

'

t i

25 coactusions. Li

I .i

1 7 a-
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[1| , 5 DR. ' BOFFER: . I would?only say that,on the part of
'

n.
:| 1

(2R 'the~ Society of Nuclear' Medici~ e, we concurred 'in. that organiza-n
'

.i .: . i,

; 3i tion's recommendation. Whether.that organization's representatica-
.i -

b. 4 was-based'on a total consensus of all organizations, or whether

5 - one or more organizations were not part of that consensus, I'

.g
; - R, !

'

j 6 cannot say.
3

k .7 ' DR. WEBSTER: The second. question is rather similar.

:| 8 !
,\

It really relates.to this issue of the limited license. Whether
e
d 9' in'your opinion Anybody who is using radionuclides clinically
I i

E 10 needs<to have just six months of training, which is a rather
~

|- - E

| 11 drastic increase in the present situation, as regards the
,

*
i

[ 12 j Nuclear Regulatory Camuniesion, who are requiring for, let's say,;

g .

: g '13 houps Iv and v which are therapeutic uses of sources, only 80i'

,

14 hours of basic scientific training as.against 200 hcurs for ,

5 = '8T th* P* Pl* "*in' **di **ti'* ****ri*1* di"5" * tic *117' ""* *18 #4=.
![ 14 f requires'a rather limited number of clinical cases in order to

,

4 -,y
, ti ~ 17 qualify for a license. . 7

ma

[ 18 ' There is a much greater difference between your |
= :-

'19 position with regard to hups IV and V, I would say, than-the-

; 20 , - difference that you are according for the diagnostic groups.
~

21 .DR. HOFFER: This issue I can't speak on. It is

22 the feeling of the Society of Nuclear Medicine that six months !-

!

-- ' 23 is:a minimum safety requirement'.- There is a consensus within '|

f-
:24- the organization. That is'not to say'it is not possible for- .

L

I
.. .

.

25- an individual who practiced 'seme aspect of medicine that involvesi
i

s- ;
;

,i.
,N n
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:|

x*^ x e s |1 :theruse of radionuclides with less.than that amount of training.
, ~ w- _

-
. .

.

-2, ' I-think there are individuals who have less than that-
;

,
I

'

13 , Tamount of training, .at a time when the field was not that broad,- j
q

'

L '4 and'who have subsequently become knowledgeable in the field, not' '

5 'byL vistue of training, but by virtue of practide, and following

[ 6L tthe developments within the fisid. 1
,

7 Secondly, we fesi that there is nothing in this-
,

.

8| statement'that prohibits somebody from practicing some specific
~d
y 9- aspect of nuclear :tMicine, be it thyroidology, endocrinology,
I

J 10 ' nuclear cardiology, with less training, provided they practice
I

| 11 ' it in conjunction with somebody who is familiar with the safetyj

n

| 12 requirements, and will supervise the handling of the radio-

6'' 5 '

g 13 nuclides.

. |. , 14 So that it is not as if we would wish that you would
1 1

5
'5 Pr hibit th* **** " "h h*d "" r thr** = "rh* tr*ini"5 in '' 'I

; a :

| g le interpretation of livernscans from ever interpreting a liver
n

( 17 scant but rather you would set a licensing requirement that j
~p ..

! !E 18 would say that somebody in that group of people would supervise
i i !|

19. , the h=adling of the radionuclide, so that even though that persen''
g,

20 | might not be the person that interpreted or did the medical |

21 interpretative aspect of all those exsminations, that there was |,

i-
22 somebody in the group 4she had six months' familiarity wht=h |

> t i

23 we' feel is a minimum safety req'2irement. I
;.

-24 DR. ~ WEBSTER: Well, I'm really concerned that you are
i i

-

a i
25 departing frca the idea of the bread practice of nuclear :7-

' 1

.
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~

l', medicine,:and you are reaching.down into this limited practice,

' nd you are imposing or trying to impose some conditions for12. a

I3'' .- those people. -
,

-
. .;

,

4 What about-the radiation safety afficer? Maybe.he j
- j.

'

M= 5 can supervise the. safety aspects. iDoes it require this heavy - 3 1f

| 6; sort of clinical intervention which youtare;now proposing?

7 DR. 50FFER: I think in those institutions'with7

r g eJ'
| 8' broad . licenses, it may be the radiation safety officer who may..

r$ . .

n .9 he the person who is. intimately involved in that particular !

Y
E io aspect, but-I think that no regulation will be perfeer, and

,

E
-

. -

j 11 | any regulation that you hit upon will, on the one hand, wind up-.

m-
^

( 12 ' - preventing somebody who is, by virtue of some bizarra nature
f ,s y( g 13 i of their training, qualified just by the fact that they de not

14 meet tne formal qualifications.

5. is my the same taxen, eh.re is going to be somebody with i . . .

f m.s ,

T-
,

-. leg six .aonths training who is not competent, may not be competent.
:. m . i,

| # 17- I think that is unav11dable. I think what. you are e%entially |

3 4

!18
.p

,

. trying' to do is to do what's best for the greatest number, with
; i,-

'
- 19 the 'least injury to thsc population, or to the individuals

20 ' practicing in the fie.ld.- And I think that that is the basis
'

f 21 under which the Society of Nuclear Medicine has made its I
;

! I

22 ' recommendation- I

,
,

.

23 DR. WEBSTER: One last question. The third questien ! '

1 -

,

24- relates to your use of the phrase several times ? woefully i

25 -inadequate" with regarit to the three months. I have net seen

I
!- ..
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1. . .

.#"

-1] |any defense .of that _ statement.- . Can you really point to any
~

,.

1 .a. .. .. 1

2, fe"s. indicating that the three months presently required

training!for h o# < ~
'

~~w tw
! .

.

ups'I,:II'and III are inadequate?1
e 3

- :~

4' iAnd lat ne put.that into context on the fact'that,

5| -the majority of diagnostic imaging now in the country is.

/
} 6, accomplished by radiologists who have got only three months'

'

'- I 7, tr=4=4=r. i
'

Are-y=u~say ng that they are not competentT

|, S', .DR. 30FFER: . What I as saying is _as<of two years
y

= 9: ago,,I think that requirement and that -length of training with
I .:

E lo regard to the safe use of radionalides was reasonable. nutt

i

11 at the moment, Lat'this point in time, with the developments
a

_
12 that have' occurred over the last two or three years, it.was

##-
.

-,

y g 13 Che consensus of the Society of Nuclear Medicine that that' amounttp

14 ' of training is woefully inadequate, and.I think in essence-what !
. - )

g 15 has happened is in particular with regard to nuclear cardiology 4

m
*

14g there has been such tr==madaus growth in the field that it is _j

now impossible to train people to h safe handling of !17

l !

!. la radionuclides with three months of traiaing.

k
19 | That is not to cast aspersion on any previous actions ?

| |
1: El of this group. It is-rather to express the tremendous growth

21 ' that has ~ occurred within the field of nuclear medicine within a

22 , short period of time, . with a history of growth dating way back. $
.

*

23 DR. WEBSTER . Thank you. I

I 24 MR. CUNNINGHAM: Dr.' Collins? i

i.
:25, DR. COLLINS: A little while ago you referred to |- '.

1 .!
!

; . ALDERSON REPORTING COMPANY. INC. )
r
:
!-

__ u. _ ,|- , . .. . . . - . _ _ . .u _ . c . ., . . - . . - . _ . . _ _ . . _ . _ _ . _ , . . _ _ _ _ .. . . _ . _ , .



my -
t < - u.; m f - ~g m ~ - - - .- . - - --

h (c %:* #
~

'

, , _

~',' \i
,

% -

|
'

.

,

g , -; ' ' -

234< .

,.
-.-~: -

, . ,

~. ; Y -: "., ~ ~
r. . . ..

,e ,x $1} - radiation dose.- Should.I-prescribe.;the treatment'.of a
,

.
.

. : . .

'

.: 2 ' : - carcinoma .of !the 11ung or. cervix, as isix months of treatment? - ,;
_

'
.. m.

.3- The: result would .be t somewhat unpredictable and not duplicable E ['
'

'! . .
.

4 - -Bere we are talking only of.the temporal'. element- -- ,.

- ' L5. ' offthe: training that:is necessary. .Now there was altime in
'

)' 6 radiotherapy.when'we were content to prescribe milligram. hours'
'

;

-+{ y and to consider the result a-desirable result.
~

r+ +c

4! No"are far- beyond ;that.c Now until we get beyond
,

, ~- .a
9-| limiting the requirements to 200 hours,-six months, a year, I ,

_ -
- --

.,
.

10_ think we are back in the primitive stage of prescribing doses

4
11 milligram 4ours.

m

[. I 12 Now, granted, that's where we are at this moment, but -

' r .,

[ . g 13 I don't think we should consider it. satisfactory. What are
,

I,'14
your suggestions for going' beyond that primitive stage?

an
15 , DR. ECFFER: I can'only say that there are two- iy

,

j' 16 aspects of radiation dose and to training, the quantity and the'

w

17. quality. And with regard to the. quality of training, I think q

a :18 - that it is almost impossible to establish egulation|.s
3'

19 ] The profassionallorganizations themselves have,

'

I El attempted to do this, and'I think by and large have done a very~

*

9o

i-
.21 reasonable job, and I think that' just so long as the training in 1

*

- i

:- 22 ' this~ area is performed within the context of approved training I

:
o a

323 programs in'aither nuclear medicine or nuclear radiology, and ;

I
.34 ~ frequently those programs are concurrent, that that is the one .;

.

(-
L _ .

t-

|- 25- ' protection that one would have on the quality af the prggram. i ,

u y,

.
,
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. 1: .And1that-withLregardIto: licensing' requirement for practical

ac 1 e .

i ~

t$g" (2 -- l purposes, the onlyf thingione can'do is establish the quantity

' '

' 3L and' hope that.:the quality is' adequate.-

;

'

E4-
- ,DR. COLLINS: :I' don't think that's a satisfactory

.
i

.

-.

I$ answer, ;any more than my just saying go back and treat a patient
,

,s
-

.| -
. : <!

i

- .

. g 4_! .for six weeks.-
I-

} 7-
'

.MR. CUNNINGHAM: - Any other: questions of Dr. Hoffer?' -

S'l I'm sure we'll come back to you, Dr. Hoffer. 1ThaNk.

1 -

.IS ,

. .

.

A 9, you very much.
Y, .

z1>

|
E ' ' 10 f . The statement follows )(

.I ..
.

^

:) 11,
c e. ;

. fl{. 12 ; -
.

;

g

.i
13 ;--(,j-

. ..

~|, 14 ?
'

, - .n
i~s

15 q
.

l' ~

1s ,

[ 16 ;-
'

| 18c ;

17 j. |

f i.

la ' 1 |-

j !

19|04
.

2o :
- ;-

.

;
I

2 ' i 1-

i- ..

22 ! !-
.

i. . 'I
^

<

, '

- 23 ! .|
'

1-

3,

I

.

24 - i

|
-:,, . . ,

. 25 i

1, --
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' y' -Richard Cunnin@me ,

W Regulatory ca==ieninn
*

Washington, D.C. -20555'

_

Re: . Advisory Committee on - the Marlical . Uses of Isotopes: Puislic
~

Meeting August la, lse0
-

DearW. Cunnin@es:. ,

-I will be atending~ the Public Meeting and wish to. speak on banalf of g

the Society of Nuclear Martfeine.' The members of;the Society, approxi-
'

mately 9,500 in number, represent the largest organized group-of indi-
viduals-involved with the medical use of radionuclides. The.organiza-

: tion includes > physicians, - technalaaiets and other scientists. -Its
purposes are/primarily: educational and scientific.

The Society .is concerned with the proper training of all individuals .y

who administer and work 'with radionuclides used in medical facili
''

k.
s

ties. The Society . wishes .to insure that- federal replations regarding
,

'

this training are adequate. - The. Society also wishes to insure that
,

'

decisions relating to marileni competence not be assumed by any federal
y _

agency.or licensing process.-
'

c
.

To these aims, the19eard of Trustees 'of the Society passed the fol-
lowing resolution at its meeting on 3sie 23, 1960:

.

Resolved, That.nthel Society supports - the compromise proposal (see
: below) ofL the Federated Council of Itclear Medicina Orgwiizations con-

',

sisting' of: the -Society;of NLx: lear Medicine, the American College of-

Melaar Physicians,- the Aaerican: Chilege .of Nuclear Medicine, thet

American rattaan af ' Radiology, r the ra11=g= of American Pathologists -
.and the American Board of Melaar Medicine w-ding minimum licensing1

requirements as an- interim position. :We support .this primarily
because it. extends (i.e.: increases)' the current three month require-E ,

' ment which we feel is_ woefully inedspate and be it further
.

_ Resolved, That the Society strongly . recommends that n Training jN
!- Directors designstheir programs based primarily on the training needs

-as they perceive them,-rather then based primarily on a specific mini-
mum licensing requirement of the Itclear Regulatory Connission and, be-
.it further .

,

.

1

-
' '

.
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% j . ,

, .,
,

Resolved,{That we recomend that the.leC, in their licensing statements'

,

H indicate specifically'that1theirsiis a safety license rather than;a
~

.

statement of ==rHemi competence.-
. ,-
-

a'

$ - i== Praaa==1 of / the ' F%ted Council of Nuclear Medicine ,

' oroanizations % g.
> <

i
, a

Resolved, Thet the issuance of limited licenses foY uses of; internally -F odeinistered . radioactive' materials .(except C for sealed sources) in
husen subjects'in selected organs or systans be discontinued.>

a:p _ . ,

Resolved,. That 7the ' issuance of licensure by the iNuclear Regulatory.

enantenim ferithe use ofaradioactive materials in human - subjects''

'

~

requires for all licensees's minimum of six months of special educa-.
_

. tion, training and experience in the use of radioactive materials in-
'.~ human beings.- < .

7 o?

Resolved, That the 'si[t months of r special . education, training - andf
~ . .

/ T experience-in''a training program accredited.by the LCGNE shall include
..."_( as a minimus the following:'.

t ..

General Training ;.
. ,, .

a. Training in basic radionuclide handling techniques ..
s

consisting of lectures, laboratory sessions, dimisaian -(200 hours
~

'

groups or supervised experience in these specific areas: total)--

i .
.

(1) Radiation. physics and. Instrumentation (80 hours)- -

,,
3

i -(2) Radiation p.ukdon i (20 hours)*p .
.

(3) Mathematics, statistics and computer science (40 hours)
pertaining to the use and measurement of

->' radioactivity

(4) -Radiation biology (20 hours)
' ,

~(5)3 Radiophermaceutical chemistry (40. hours),

(The' hours' listed'next to each of the five subjects 'above are suggested a4

values and should 31,be: interpreted as specific requirements)

b. Supervised: . clinical; training .'and experience in Nuclear
Medicine. The clinical training should cover all appropriate
types of diagnostic procedures and should include:

'

>

(1) Supervised examination .. of patients 'to. determine;
-

-the suitability. for radionuclide . diagnosis' and-

_ recommendation on dosage'to be prescribed. .

'

. m a

.

;*
,, a +

"!t
~

, ,

h* 1 '7 ( ,] ,

._ - . _ . . _
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@- @r n . Richard Cunnirigue . -.. z
; c , , Nuclear, tory cammienim

,

): tw' fJuly. 31',1 "

- 'Peget3J -,

'n' , ..

,c i
.- <

g
..

-

- sm. -

~.* - -n .

: ,a!<e ,.
. .

.'(' )! callahnfation in Lcalibration of' ~ the 1 dose and' the

_

1:5 J7 , . . . , . .. ..
. ., . . . .. < ;f e . *

y7 ": 'ys

2 ' actual eministration of' the . dose to the patient,Nr "g
~ - including calculation"of the radiation' dose, rela-

'

'

"*&
.

~ tad sessurement and plotting data.'._.'p- ^ '
w

1(3)5 Sporvised ? interpretation of." resultsiof: radionu-"

bi clidic . diagnostic procedures JandM follow 7 up of-
,_

, . patients.when required..
(4)3 Study.:and: etiemmeim with preceptor'-of. case. - ,

. =. histories: to establish most appropriate diagnostic .;
<

~ procedures,' limitation, contraindication,'etc. ;

y, s _
c,

.. . . .. _ . . . . _ .m .

.
..

-

& L 'ILwish ~to have this statement included as a part 'of _ the record of
,

the Public Meeting and be given due consideration-by the Advisory
' Committee.V

~ '

q'

.

.

Respectfully Shaitte;O j>

|

..
g.r,/, ..

.

,

-

.
.

--E.Q'
'

. Paul 8. Hoffer' D., .

" - Vice Presiden .i
'

y ' Society of Nuclear Mecicine 9-
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[ , g., - (jf , f SMR. CUNNINGEAM:~ .'The :next group t that requested to
'

7 ... ,
.. .

ys

f* -: m -:1L .. Mr
.. 02" ; speaL on"theisubject wds the American College of Nuclear WE

L.
/ ,..; .v : an - - - .

13N 5 Physicians. - ;I'believe ,they are represented' by Mr. McBain. Is'
. , . - - ,t

- g ... , j .

']( 4 : Mr'. (McBaini here?
'

-

.

Y .. MR. NC REIN: I am Jim McBain~, Executive Director of; -

''

S
j,.- y. 1 .;

, .

1 '6 the American College of Nuclear Physicians, representing over

~l- 7 1100: physicians active in~the practice.'of nuclear medicine.
'

3 . .

j' '8 jThis. issue, as you can well tell',has generated much
U- . .

..
.

.

.

..

9 concern among nuclear physicians,.and one of the-concerns is.'

i
~

~ that the current NBC' training-experience criteria are inadequate.10
),

11 4 Again, going back to the inadequate discussions.
|

_ ,

Nj i,13
- 3, We .are well aware that there have been dramaticI, l'2

,
~-.

,

.

increases in the medical uses of- radiciosotopes, increases -p ,

i v,

;.
.

. .

_
4

p,' - | , 14 'in the number of nuclear physicians and patients,(and our.
'

,

| g: < , y
p r 15 o concern is that these studies are done with a dose. low enough |: q

.J ( -e
- p <

.g te ' to be safe, and yet adequate for good diagnosis.
; e o

I g 17 We are also concerned with public safsty, and to
'

|: 18 'the'-had f ing of radioisotopes, and also the disposal ~ of low-level!: I
L " .;-

.f -}- -

,

.,

g _ .19 | radioactive materials. -!
,..

;. 20 ' It is our opinion that, rather that since we feel
-

i

21 i that these. training' criteria are already. low, that rather than
. - ,.

\- t .

. 22 ' .look into.the les'sening of criteria, that the NRC.shouldLlook- ;| j
o -1

23 into Ancrea~ sing them. !
|

.,
"

. .

1: .

iifically, basic nuclear medicine sciences.,' - j24 ,
; - i>

~25 -about 480 hours. | -lL,
.

jf-
. :

is9
L
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'

? ;;f Y}1T . ' . [ r, iNucl$ariedicihe ?ptitysics',3 80Thours.?
^ ',',e

~ "'

+ Jm' ' Q " fl ',- A ( 4 4 7 __
?; 7.

-

, +y

e _ t RadiationLbiologyp40) hours.u _ ]. ~ , pp ~ 42si ' -

.. .. w
:s - ' Radiation (safetyfand. health: physics,40JhoursJ

.. - ,

' y.g ' - ' ;3 a
+ ' -

'

s..
v .

[4h
~

< Radiophnzinaceutical:'sciencat -80 : hours . -
. ". _ .

_~
' '' "

'
11

An. f.' M~ A~.
. .. . . . .

-
. ..

~ m~
: ~ ~

~-[n - 1L 25 ' Relevent. basic medical; ' sciences ,480Lhours.'
- q -g ; ;

,

>c ..: e ;: . x
w L Mathematics,is. .tatisties , Jand: computer ~ seiencest,; JJ. 56; j-

,

o. _ _ ,..

d 17.' 180 hours.
~

'

# ,

& ,
-

e- - 4: LN'uclear medical = instrtamentAtion, J80. hours. -*
- ,

' *
;U . , . . . . ..

du 9., 'All this'need not be? didactic, .but it could be.'ini
,

' seminars,iet. cetera,Madditiontoanotheri480'hoursof'
~

110- 4 .

5 I
11 o clinical training; . [.

c. . ..
\

m ,

12- To the issue of reduction in training for . limitedi.,

. %|
"

,

~-'

la _ license, thei ollege,ias:we saidgin January, no change.: Go backc ,
,

,

a 8( _c.
_ 14 ' to the practice of limited licenses. ye feel that| cardiovascular..- D

,

15~ medical procedures are the most complex in the practice :of

b le nuclear medicine, .and since we' feel that the training fand , y
'

J
e : 4

~

17 experience criteria are:airsady_ inadequate for..the general- _.-o q ,

18 <: license, there 'is-'no reason for the NRC to reduce them for the
.

.

.
- ..

. , ~..

e . o
|,

19 | most. complex aspect of practice.-
g

231 'MR. CUNNINGEAM: Thank you very much, Mr. McSain.-

21 .The, question I-have involves the-previous question r . .i<

. . ! .~ .

,

, -
,

- .
_ . 3 y

,
'

22 | of Dr. Webster. Ybu1ca112 for an'incrinase of training, a~ substantial I<

.qo.,

.e a
,

L 23 : ' : increase, ~ and you base :this, I gather from1your statement, on a 't |
i-

L' .

1
.

.[- 24 ' concern for the public' health and safety of the public in

.i:
'

25 : handling; radioactive-materials. ]' 'j"

a _

i.
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13- : safe handling 1of? radioactive macerials,| including waste disposal?!./)''

;
_ a w .. r, - - a. . -

,i

. ' , . . - -s w !MR.(MC.,EAIN:1_Isthinkiin. Petitioning.;for-a change,' tone
''

;
.., - . . . - . . . ,

. . .

- - , . ..43
, . ~. s #

-

- .,,s. , . .

.

'of!the.preamblesj,toanETC'.petitionhistthat changed' situations ;

y _ . .. . . _ _ __. -I> - e ' * . , . . , .
_

u. . . ': E. IS
- .. ..

.

.

. , s ?
3

n.w i f y { { -of" fact.or.tlawjgiveyoulthelrightito' petition.. 'd-

.

+ ,7 , _
_

_

\ .. , . .. . .
., . m

i 7- . Iithinkfitlis the consensus among our physicians. _|..

ir 3 -

.
.

.

.
.

']
'

| 4 'that.becauselof the increase of'the practice of nuclear medicine,, ,

x' y
_

'

b> >

; increases in' ppys' ciaits, radiophArmaceuticals,9 and the * patients.
. _ _

iL :si 79H'

si

: ~10 rec 5iving them,cthatfthe previous safety requirements are in-
_

nx - -

5 ( 11 1 -
*dasS***ltoday, 'and that because of that changed situation, we

v . .12 ' | are suggesting that you increase the safety requirements'co
~

N
'

i ? 13 today's needs.
- -

,

...

l .14:
And even though these requests are markedly higher.

.

;
15 ' ,. than the current license,.we still'-feel it-is only basic for

s

'

.. l
*

14 : safety. fj g
' e
: L17 MR..CUNNINGEAM: I. guess I have a little bit of
v

' '

d18 trouble with the ~ logic of L saying th st just because the size of
.

'

s

| 19 I .: theLfield is increasing,.we.should increase training requirementsI,-
. !

;

b pL
.

D| MR. MC BAIN:- There is more to it than size. I think'
i

. r
21. ,' there is mo're complexity in procedures. j.- e

!

'MR. CUNNINGEAM: Dr. Holman? [22 L
'

'

e 4
.' ; <_

~ - 232 .DR. HOLMAN - I.am curious about that point, and I ;; j
is

. . . ..
. 1.

h" '

?2d. 'wonderLif you could expand'on that.- One. comparison that would. i. H
- T

.- y. , . S !
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gdh 25' . be -usefu1~ is,1according to your guideline, the number of hours 4
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-p+ -

AAm 4 1~
' '

$^+ 4..f jB }rOrkfdrithef sa'faihandling of. the ! isotope now exceeds; the -
.

.

o-

,
, - . .

.y c . , . . .
, ..

+ ~ 12 ; anusber.of hours required ^to.-achieve a doctorate in nuclear-
o - e ! a

'~

-! fN,
.

. . . . . . . . ,

'

,

' ' |3- . engiseering?at MIT, and I we'nder how you can justify; in termsi
'

-

a

4 :of' safety, Lwheniwe compare those~ aspects, ~ nuclear engineering

;
- |3 15: fand' licensure;'

. 3-
U d '6[ LMR. MC'EKIN: What section is that?'

-
. e: ;

..DR. BOLMAN:1 480 hours, plus'480 hours of clinical-4 7:

44 Jtrainiag.,

AU. .

'ThaE's aboutTsix months. 'My| answer- 1'

9| MR.-MC'SAIN:
:

10 :to that is. that.'it is the consensus feeling of the physicians
s

;. - 11 o we have talked to on this issue that this is necessary. Whether
.

m |
"

12 i perhaps:the other requirements shculd be upgraded, too, it is
.._.]4 -|

'

C g 13 .the; consensus.of our-physicians that this be - your current licens-

f. ~14 requirements :are ' inadequate, and they should be upgraded
,

n+ 1_5 ' ; to provide adequate safety.
: - 3
~

- / ' 14 . DR. - MAIJtER: Let me just clarify one thin". I think:
,

w
17 Lit might be a' misunderstanding here. In our. current' requirements ,.

-|.

7.
.. ,

;

|

7 - 18 we . discussed contact h' ours versus credit type hours and hours i

!
|~19

.

you are talking (
!

- - of this: type. . - And, Mr. McBain, if I am correct,
.. p-

3
3

E about contact hours here, rather than just maybe -- Dr. Holman;

7 21 , ;w as talking about credit hours. ~ i
,

i

1 MR. CUNNINGHAM: Dr. Websttr7- 22 ,
!

, -|

23 DR.. WEBSTER: I an exercised by your reaching out

'

: - 24 f to the waste disposal' problem as' being a justification for~

, -25; .more clinical: training, which is what we are.really coming .'dotr ;+
^ l.

!
'
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y .g ,; 11 - :toA You are not5asking ior. more . basic seience training: you.are y :

' - -

/ .- .. .. ~ . .. . . m .. . . ..

2 w |not asking |that: thel 30 hours.-in radiation safety be |ihcreased to }.., .e;;m
s p: u ,

, m
+ .a

-Q _
.3o . 'some other larger:nuster. :jf

[*
~

'4 It,seemsito me that a physician-really has very:little

'

'S to"donwith radiationTsafety,-with the wasse; disposal problem. iIn

| 7| '6.] most instances'that I am familiar with, this is>done by different .

~

7 individuals, Land the physician feeds into that individual,-namely

IS .
.

3q
thelradiation safety officer. ' And I can't credit that one of |[

~

*J
8 9| your arguments for more. training can relate to the waste disposal ,

.

Y
.

'

;6 - 8 '10 . problem.. 1

D

q!11 MR. MC BAINt You are right.- Maybe.the physician

l12 . X .. .

j

y
doesn't get directly involved in the waste disposal problem, ' or ]

'
.

13: at least'he 'hasn't, but the impetus today is that they_ are.(.
'

14- The questions-are always, de you need to have physicians in-
,

15 waste d.tsposal,| and'how does it affect the practice of nuclear |j,

i j .16 ' medicine?
e 1

1

- 17- DR. WE38TER: 1
'

The answer to that, particularly with j

.

18- 'a technician, is'very little.,

I
19 .MR.'MC BAIN: Well, without waste disposal, we get

g

[ 20 ' 'into,a!1arge issue on weste disposal. But we run into that ,

21 problem. :We think we are going to have a large problem.
,

I
.

22 MR. CUNNINGHAM:. I think there is quite a difference.
!

23 between the broad issue of waste disposal and having wasta

24 | disposal capacity available for fuel cycle and radiopharmaceuticail" '

j...

25 , ' manufacturers who supply the pharmaceuticals, and th3 issue o* "1
L

d
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~

"

' ALDERSON REPORTING COMPANY. INC. h;
,

a
(' - - - - a. -

. |, *M -n ,_. ,m : . . . . ; . . _ _ . ~ . . , _ . . _ . . _ . _ _ ., , _ _ _ _ _ ..



- h- -;g ,y ~- T O?%sv q , auWA
~

...f; s: ".
'

- ~;w --
. . . , _ .

> .w/ ,
,

r
,
.m '

.;< : ;p. ,
+

p::,. 3( k,.
w ;;. w ;' , . .; - , .2;. ; =w, ,

,[. ~.h ] . ' . j.; ,.[, '',, ~I , ,
'' '

. % /.
- -9 : 41. -

m - : n ..

.

W,g,pf < -
.

1c-m V- '
- -j .t. .

-
1

;g , ..,v .., . . . ,

x -> .. .. . . . .. .

Q 'T.
,

-
,

.
. . m -.

, ;1: . miequate.. training;of phyaicians Lin relation to that:wesee
~ -|:-| -

,

.- a

([ Tm 1
- [2 ' disposal problem.; ~I think Dr. Webster,cannot see that'. -
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'3; !Are there any other questions of Mr. McBain?

.

. .

-.
.

4; r If not, thank you yery much,=Mr.'McBain.. I: hope'
e 3:

''* j- : S. you will be' harp for the ' deliberations as|they: go on. ./ .
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'jp " ' . emme & Otum aa&.
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es,asuw. sure see
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-

Gasp b Nem a4& T

.iesasse. sumans ._, . .

- I as James McBain. Executive Director of the
'

-

, , , , , , , .

^
s .a

'4hese Anlegg .

k American-Col.lege of.-huclear Physicians. The ACNP
T,-

Summe -A aim an&, y .

""

[4 - represents ov.er 1.100; physicians an'dLscientistsm
/f . pe,s.n.s . ,*

, W T. S.ums. fh& "'u/ actively engaged in the practice.of nuclear: medicine. = - -n
..

.

..,,,,,,,;,,, _

-

Oste. ofJ the issues that-has: generated much concern : * # * *c",,*,,*,"'-
.

-

- , ,

o

3.musur v. sh 44&and-discussion.among practitioners of nuclear medicine-
-

. a

' r- n:
1.s f. Wu. amah .& '

;is that the' current _MRC training-and experience . * - ~ = H
,

.
.

.

& -
,

'

" " ' ' " " ' " *

( _

criterialfor physician-users of radioactive ~ materials 7,,y-

.&
'

u. g ,s
Weum'eum.e 0,esus.P jf', ,

,

is inadaquate. , , , , , , , , , , , .,

s .

n,n - .-

We are~~all aware that there :have been dramatic- i . .&/ 1
a- - i

==a m aa*. Dincreases,in-the medical-uses of radioisotope's. 1u. .

. .
.

<

M increases;in the number.of~ nuclear medicine. phys'icians- ''"o","''* **
. o

p.

..[
~

-.

-
.

e .&
. and other nuclear me'dicine; personnel,,fas well as

.

;
;,r c

,;

.,,,..&/ X;

. e l'1. l:- eincreases in'the number of patientsoreceiving nuclear
' ~~

w .y
4,.,,,,,.,

ye . .

" ' " "''
- medicine' studies; The. major concern of nuclear 0
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A A'' :-medicine practitieners is',: of ~ course.o that these studies;he'#done
'

-
' '

u;;,2 . .. .
.-

s - !withfaldosellow enough!to.be safe and yet adequateifor good3
.

* ' s: -
. .

.

y
diagnosis.: 1In addition,fnuclear medicinsipractitioners are' '

4(: .. ... .. =
~

'

I concerned with the publicLsafety;and the proper handling of radio--'

? f
~ y

_

Jactive material.s. including the proper disposal of. low-leve1~2
.

.

'

.. , . :? *
,

. radioactive wastes.- .
-

. , .
. :

' ~It.1 sieur opinion that .rather than considerJa-lessening.of
'

'
n . .

'. 'the. training and experience criteria, the Nuclear ^ Regulatory
_

CommissionLseriously consider. increasing (them.
.-

.Specifically, ACMP suggests consideration'of the following:

.A. BASIC. NUCLEAR MEDICINE SCIENCES 480-hrs.
. 1R Nuclear-Medicine ~ Physics. .80 hrs.', - 6

. 2. Radiation 81 ology < ,,40-hrs.
. .

y 3. Radiation-Safety 4 Health ~ Physics 40. hrs,E

4.' Nuclear Medica 1LInstrumentation 80 hrs.;

5.Radiopharmacedtical] Sciences. 80 hrs. .t ;

'#
6. Relevant. Basic Medical, Sciences 80 hrs.

, .

'' ~ 7.. Mathematics) Statistics-& Computer. Sciences 80 hrs..

.

TOTAL ~480 hrs.
-

Note:|.All-ofithis.need not be' didactic but could be iP .

P : received in seminars, conferences, and other i

laboratorycexperiences.

~ * 8. CLINICAL"TRIINING
~

3 +

', Clinical training should consist of an'~ additional 480,
_

hours, which is n21 concurrent.with' the training in basic q
~

,
nuclearJ m'ledicine sciences'(above). d,.

. 1 j
Even thoughithe above. suggested criteria are markedly higher

l

y- that current:NRC requirements, it'should besspecifically noted i
,,

~.
j,

lthat these are onlyJeriteria for safety'and certainly do not ensure~

'
~ ~
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a
f' A " medica 1(compatency.. Certification by boards,:such as the American'

,,

- ' . x. .x . .,. . . 'N }:

3 f!
.

Boafd;of Nuclear. Medicine. indicates far moreiextensive training, - !
. .._+
+ , -- .,

. sand 7c11nical ' experience;and, therefore, medical competency as well
p ,s

y ; ~~as ! safety.; ,
~

h
:

_

*
.. a ,-

. . .. ,

Concerning the issuerof(reduction in training and' experience'

.,

' criteria lisited to-cardiovascular _ nuclear medicine, the College
, .

.

., - H . .
.- _. ~

*

.aust'.again Lurge no'changel ' At the January . meeting 'of this:
, . . .a''y . committee oni thehane issue, the ACNP stated that- there:should<

p o _ ,;
' ~

have beeninoWhange in the required number of hours of clinical
.

'

.

. .
-

: training. rTraining;and experience critaria should-be-the same
for all physician-users.of by-product Material. No exceptions 's-

:'u ,

- should be made' '

'%

Cardiovascular nuclear medicine procedures'are among the 1,

.<

'( 3 most sophisticated in nuclear medicine practice, in terms of both i. ,

Af .
..~

complexity'and instrumentation,j'The College considers the current
m ,

P NRC. training and experience criteria inadequate.to guarantee safety;~

.therfore, we can!see n~o' valid;raason to lessen the criteri] for the

most critical- aspect of nucle.'ar medicine practice.s

The ACNP urges that the committee and the NRC review and
a .

- * up' grade all its' training.and experiencs criteria for physician-
' -users of radio' active materials.
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'The last i group that 'I have : on
. . .

s ).4, 1H MR. CUNNINGHAM:: :

, a- o , . o'
.

,

1. m ,. . . . ,

yH i ;2J ' 'my list?isTa groupiof. physicians- currently: completing a training '

q
A%. ..

' - Ng ,<3 course, pan'dithey have asked'to be represented by.Dr. Phillip
TQ | .,

. . ._ 3S:L
''

. ,

,,

: % 4" ' Wagnerf. Dr.gWagner?-
< ; y. -

.
k, '

DR.. WAGNER:t -I am'Dr. Wagner. I am a Diplomate of'

5 :

(_ j ~ '|6 ? 'the Board (of-Internal' Medicine and Cardiovascular Disease, and'

y
" ~'

JE 7] a: Fellowr of the - American' College of Cardiology.J

95 - 4 I am in private practice.- I represent a group of

U. '

. .. . , .

. .n; |9 nine. physicians who are at the present time undertaking a
4'

E 10 trainingiprogram;as proscribed by the NRC..

;3.
.

j 11 ; The reconumendations of this group, composed-of-
m >.

y 12. | 'seven cardiologists, Lone-endocrinologist, and one radiologist,; ,. ,w
ki a/ ; 13 we understand that there is language for requirements to be

,

u
- E ;.- .=.

1 14 ' increased. I

'n . ,
.

nm g .

7* '15 We are all in' varying degrees of completing our |

. .l'g -

i .

- < |

;; g _ '14 ' training period.' All of us have finished it, and some of us j
, y_ w

{17 are:most;ef the way through the clinical, some of us are just .,

* ;g
, .si 18 . w

.
.

Nyart of'the way through the clinical' hours. i
"

y I''

.g ;.

T ( 19
1We also. understand is the past that the NBC has more |7-

.| L. '
.

e ,.g , 20 , or less ' arbitrarily set the dates for changing the requirements.*

21. It would' appear if this' occurs, we will have to revamp our |

, .

s

22 entire training program, if this-is done.

23 Most;of the group is in. private practice. Theyhave.|
.

. - \. .

-24 invested heavily in time' away from practice and their own ;
;~.

254 time, and very' heavily financially, to attain our NRC license. lo
1y
i

qi a-*
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.n-

We hopeithat a grace. period will be granted to the .i{1.. ,

,- o _

,

. .

-

. . - f.;
~

2q . group 'so. that we can finish the training under. the present: $
.

-!,

h +.. . .31 ' requirements, such as to pose no further hardship. upon us'. d '

I.

a| ^ -
. "

oety . .i
.4:! TI would like to go briefly into :whyjI have gone backs.p

: =5- ;for training in nuclear medicine. I aana,praedicing cardiologist
,

c .. .. . .. . .,
- . I

'
~

1 '6- :in a community | hospital which likee 'to call itself a medical

center. The. nuclear medicine at this hospital'is controlled 'it !7 '

f by' Radiology, whichjis'a professional corporation, hired by the
,

d v'

./ u.

J 9? hospital.- / =|

Most'of_these people have their nuclear license b
,:10

- 1 ./ !'
,

, '| 11 thr'ee-month program,.or less. Only two out of'three are R
1

,

r- a l

( _ { 12 in the program, and the rest of them have their license'on less H
.

k 13 training.
'

'

-R
,

F;! 14 | They do rotate the readin<j of the imaging and so
.!,

-

}. . i

5' i5 : forth .mong th. group, b.cause different.nas.s app r on.ehe ,

' ~

!i s
,

t. f 16 treports every month. They do not have a board-certified'
a|, 7

- x

[ 17 nuclear medicine individual, and they are not likely to get
'

, s : .

i 18 < one in the near future, since they can read x-rays, and indeed i
E :| F 1#

'

19 j they are rotated..
$:

.. F20 4 when it became very apparent that nuclear cardiology *

-|
r s
,

21j was a very good diagnostic tool, the cardiologists decided we

' Is :22. had better' attainiit,- .since we do do 600 open hearts a
- ,

.

k
'

[~ 23 and 100 cardiac tests a year. '
,

'

. !

+24' - We ' met with the radiolocis( and were promptly'

~.s .

7x7 _

informed!in the meeting that nuclear cardiology was a cake walk, iL 25.
7 i.s .-

[
'

; - 2 3#

* . ALDERSON REPORTING COMPANY.'INC. I-p
.,-

L s
. 'V!

- , :n.. h= :;. ;7 _ >~

-' - A
'

~
1

s -+ ..>:. -- ;.
. _ , _. . _ _ _ _ _ _ _ _ _ __



h=g .p_ , - -1g 9 j-
.

- - - - - - . - - - - - -

.
+,-w w. ~. .m , - -

e
:. -

t ~ * , '
.

d#
.

j'^i% w *
,

, -~ - ger ,

s
- 44,. ; -

,

~) ' andTthey''would- be glad to set it up for us. We could come1
.

a s., ..
.

L 2 -1 down.and monitor'the; exercise tests. .And we said,.well, probably .

-|
1

,
_

=3 - thisiisa't too good in this field.
.

_

e-
-9,' ...1 .

e,

4> We'wede not"too:sure that.their selection of equipment*
.

|5 ~ Land ftheir diagnostic jcriteria;would;be too good. We'were.'

'

{- 6, ~ promptly informed they 'had equipment and a license,- and could
-

[J 7.. ; monitor. the stress testing part; of it. They would likeas
'

to be :q
,

'8 - present'incasejan-accident-occurred.,

-d , .

+...
. 9i Fortunately, the equipment belonged to the board 'of"

:

t . '10 |
- trustees. .However, they do,have a radioisotope. License,-and as.2

.y.
a group, the cardiologists in this particular institution, all11- j

_( 12' of us are now going back to training to obtain cur-nuclear j
#b 113 ' license.

, ,.-

i I , 14 We are prepared to meet further stringent requirementsl,.

. 15 especially as they. affect people who are out in the field of

: I

c j -16- private practice.- We will perpetuate and protect this type of
|

' '

e
! 17 situation, ~since it will make- it almost impossible to go back

1

18 - for six acaths' clinical training. Because as far as I know, |

h ~ 19 there is only one such program available at the University of~

i
g

L E, Michigan, and.they went $500 a. week to do it, plus our time

21 away frca our practice and time away from our community. t

i

22 i MR. CtINNINGEAM: Thank you very much, Dr. Wagner. f
~

<23 - The point you bring up is extremely important, and | 1

6 |

24 we will have.to take that into account as we preceed with our I
'

,

i
: .

i

-

L 25 deliberations,
i-
.

I,
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^ :1| Do'any members;of the com.lttee have questions of-,

2 .Dr.: Wagner?-s

3'! -Dr..Holman.

-

4;, :DR. HOLMAN - If the NRC'were.to change;its requirements,:
g ,7 ., -
+ - fu , . . -j

f_~-5 ewhat would.you- consider would be a grace period that would solve; j
.i:

|: j~ 6 your;needs?.

q(; k 7| ~ DR. MAGNER: |Most of us are doing this on a part-time
- .

4 1 ;

t 4' . basis. . .our basic science time. was one, hour - I mean one- week
- \

- . . ( _: . #d
Xd 9| / a' month for four months. We are doing mu h the same with our'7

[
' 10 ' clinical experience.3

, , . 'a

5 11 Asain, ** hava to |= Pend time .away . from our practice,,

n-
,

g 12 )and one of the leaders-in this group is the sole cardiologist
'

(,' gg - 13 ' in'the} area.-iIt(s_quitea.largearea. . So when he is away,
.; e "

,
.

.

,

r -

7

, 14- cardiology ahuts down.
-

<

;

15 I think. probably mest would like to be given; a year
~

5
g 16 ifwechangedtheppogram. ,

,

e

{ 17 MR. CDNNINGHAM: .Any-other questions from members

k 18 ; -of the committee?
'

'

"g<:

19 If not, thank you very much,-:Dr. Wagner. I hope youI _

20 will'be able to stay here for the deliberations.

21 , -(The statement 'follows:) '
_

!

23 j.,

;

24 -

i
.

w ; y

2s , i,

~

!
- -
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_ July 110, 1980 ;. ,,

; .
--i- ,,| ;c 5 9 ,

-

y

-

c,

, -..y
~IE- 2

Director of Nuclear Material , ,,;;y ,

x4
;t safety.s safeguards,: _ p,
''s- -U.S.' Nuclear. Regulatory Cosstission ,_

'

- ' Was,hington,.D.C. 20555 _
~f

. .

t

=Re PanM ag Increase in' Training
Requirements for Byproduct

~

(* Material License
.

,e

:
s

Dear Sir: .

" -

'

It has come to our attention that the Nuclear Regu , _

9latory Commission ("NBC") Proposes to amend its licensing
requirements applicable:to physicians who read images pro-

.

-duced by the use of radioactive materials, or'other phy--.m sicians who practice in the field of-nuclear medicine..~' '

' ~Specifically, we understand that the present requirement
that.such a physician have received a minimum of- 200 hours
of. didactic training and instruction'is proposed'to be i .
increased, with a possible effective date as.early as August Z'

18, 1980,'- to'a minimum of 400' hours!of such training. .It'is
our further understanding that historically-any physician- ,

who is unlicensed on the date of enactment of such a change 9, "will be. subject-to the increased instructional; requirements...
-

__ Nuclear Medicine Associates, Inc., in conjunction with.
the Picker Corporation of Cleveland, Ohio, has been offering-

.

accepted didactic instruction to physici&ns-seeking such-
~c licenses front the:NBC for thei past twoEyears. We are-nine

physicians enrolled in a course offered for_'one1 week per
month over a four month period which is-due to' conclude'on
August' 15,.1980. We'will,thus fulfill the didactic instruction-'

requirements of;the NRC'on August-15, 1980 only~_to be_ con-
fronted with a doubling of this requirement perhaps as soon.
as'several days later when the proposed licensing require-
ments may become effective.- We believe such'a result ex--
coedingly unreasonable and possibly violative of the Ad=inis-
trative Procedures!Act-and the'NRC's own licensing modification

"procedureas. " + 0'
_

m 4- .

f .

' *NJraining and Experience Criteria'

Page 103 of 105q
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Director of Nuclear Material
Page 2

,

!., July 10, 1980

We are a group of physicians engaged in active clinical
. practice from smaller hospitals and clinics. As such, we

have found a course of didactic instruction like that offered
by Nuclear Medicine Associates and Picker the most practical
means for fulfilling:the BBC's requirements. We strongly
believe that such a material increase in licensing require-'

.-

4 ments should (1) be implemented only after affording the
public and the medical profession an opportunity to comment
upon the proposed change, and (2) at a miM aum have a-grand-;
fathering provision so that the changes be made applicable
only to persons who in good faith have not fulfilled existing
didactic instruction requirements by a minimma of 180 days
from the effective date of the new reTairements. Such
consideration is consistent with certifying procedures in
medical specialties.'

We strongly suspect that the number of physicians
affected by the new licensing requirements is substantial.r We believe that physicians seeking to practice in the field.
of nuclear medicine should not be confronted with such asubstantial increase in requirements without appropriate_ -

. . opportunity to qualify under existing requirements.(
_

_ '_ e_.hereby request that the NRC advise each of us of anyW
.~'

l. . _ " response to this letter and of say changes in the proposedp instructional requirements and their offactive date.
Very truly yours,n.

|

p ,f. { J J ,,fLe}<,'#'

Lucy S. Goodenday, M.D. John Hess, M.D.'

Associate Professor of 647 Kendale Road
>

a .

Medicine, Cardiology Division, Thousand Oaks, California 91360
' Medical College of Ohio

C.S. 10008
' Toledo, Ohio 43699

William B. C= W ll, M.D. Umakant S. Doctor, M.D., F.A.C.C.

Westera Michigan Cardiovascular Professor of Clinical Medicine,,

'

Disease Center Michigan State University
1717 Shaffer Road 1717 Shaffer Street
Suite 4106 Suite #202*

l Kalamazoo, Michigan 49001 Kalamazoo, Michigan 49001
r-
!

Training and Experience Criteria
> ~ ATTACHMENT NO. 6 Page 104 of 105
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Director of Nuclear Material 's
'Page.3 -

,

July'10,.1980 .

h a M1:*
.

p . -y

PM MFI. Wagner, M.D. , F . A.C.C. - John,AF Forchetti,-M.D. .

Assistant Professor Clinical . Clinical Instructor, Medicine

Medicine, Michigan State- and Cardiology
University Indiana University. Medical

1717 Shaffar Road School, Northwest Division and

suite.4202 .

. Director,
.

~Kalamasco, Michigan 49001 Intensive care Unit,
Porter Memorial Hospital,
.Valpo, Indiana. ;

1610 Cobblestone Court
Chesterton, Indiana 46304.,

m
.

-

G..m / . -5 . ,L . 0 . L UCn.
' '

s

3' , * ' ' , '
1:, ' . .,< ~ '

Jose Beitia, M.D. ..
Subhash C. Gulati, M.D. , F .R.C.P . (C)

Chief, Rad 4 ology Service Clinical Assistant Professor
Waco V-A Medical Center of Medicine.

(j Waco,-Texas- 76703 Wayne State University and '

Chief of Endocrinology and
.

Metabolism
; South Macomb Hospital-

1190 East 12 Mile Road
Madison Heights, Michigan 48071--

<

I,[:/a fe m'
.

M.A. Jan,,M.D. J

DirectorT Department of c
-

Cardiology
.

.

Madison County Hospital,,

210-N. Main Street ;

London, Ohio 43140
.a

4
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f L1 'MR. CUNNINGHAM:7 Dr. Christie of the American Co11egei '

<

:21 'of Radiology would-like to make a statement. l+~ ,-

| .. .-

3i DR'. FCHRISTIE: Thank you very much, Dick. x
Jt

4. 1I am Dr. James Christie, the head of Nuclear Medicine [ }
g ,

-

5 at .the University of New Mexico, Professor of Radiology. I am
,

], 6| also the (*hai man of the Commissica'on Nuclear Medicine of |.
~

7 the American College of Radiology, and responsible for nuclear
4

1E sN !

radiology ====4amtions. 'j
, ,

I
J .

.

d 9 Radiology can accept training because ;:j
g i #

!t4. fi
i E 10 we feel thatLour programs are, for the most part, compatible

! i
. .

,

Im,s = = == | 11 - with six months. Since our last meeting, which I believe was
a

! 12 in April, we have surveyed the radiologists throughout.the

v g 13 , country and indeed found that 73 percent of imaging is coup by

414 radiologists, and indeed 68.3. Percent of radiologists are

i5 doin ,some nuetear ima,ic,g, with an avers,e eime cf a,,roximatory, ;
5 Ia

,? 16 14.4 percent. I,

s . .

g 17- I will not accept the argument that the training in I

$ I
.|

.-

18 , the past or the present is woefully' inadequate. This I cannot |
*

6 i
19 accept. |; ig

I a
" 20 ' Likewise, I will not accept that the use of materials t[,.|J

.

21 1 Gy is more dangerous than it was years ago. In fact, 10 or i'

22 15 years ago, mercury, gold, iodine.and other compour.ds were
!

23 far more dangerous than anything we are using today. I:
L

24 .I don' t agree at all with the arguments on waste :

2
~ [*

25 . disposal. I agree with Dr. Webster. In the first p1 ace, we -

g
>

p 9

|-
.

,
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,A.
1 'i x.ame notieven. disposing of this any more. We are just allowing j

; .,,- : . n

2o 'all of our materials to' decay. So I don't agree with any of this. |
|

3' However,L I do agree that traini.sg should be adequate,

4 and this.is.what we have_always argued and will continue to

'S ' defend.

] 6', ,I.should point out that as far as radiology training
~

. ~.

h 7| is concerned, as you all are aware, we have two different

8' programs: one in which we require one' year's training, and the

a :

Y9' other which, for the most part, is three :nonths' clinical

10 < training.

| 11, The American Board of Radiology will not set a specialg
a

! { 12 , time for the number of clinical hours. If the NRC requires this :
-

8
( g 13 ' in our program, we will just have to coincide with their i

| 14 re[tuiremente, or our people will not be able to be licensed in the
; I |i$ ..... , chas th.y are eoday.5
'

; a
' *

16g with 63 or 68 pe cent of radiolcgists doing nuclear
s

I | 17 iraging, it is very apparent that a large number of these people ',
~

18 out there are not licensed and they are practicing on somecne 3

I '

-

$ 1

19 aise's license. :g

p 20 There is no problem, as far as we are concerned,
!

! 21 if increased training requirements;are required. I am sure that ;
,

!

22 ' theppoople who want to can obtain this_in their practice, as i
^;

: 1-

; 23 well as working with anyone else. i |
F

24 As far~as basic training is concerned, we can live {
~

'

:

i 25 with~the present requirements of 200 hours. It has been our i ;
.

!
'

a
r

.I
I-
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I
'

feeling ~ that .we 'are far better off to test for this knowledge,
'2' rather than to set a limited number of hours.

-,

3 -

But, again, we accept this. I.

n
4o In conclusion, then, radiology can accept this. However:

'

I

1 ,

3 5' I-do differ-very seriously with the comments that the training ',;

S
'

I 4, tioday''has been inadequate, and that there is something magic
-

| 7| that happens with the dimension of nuclear cardiology that makes
2
| 8| this a auch more difficult fieid.
d
A Il If this is true, I am rather disturbed that it takes.-

E
10 us about a week or two to teeeh our technologists to use this,

II4 equipment.,

f,12i MR. CmININGEAM: Thank you very much, Dr. Christie.,

;

| I3 ; Don't run away yet. I want to find out if somebodyL
. .

| I4 has questions for you.. t,
n
g 15 (Laughter.)

'

IO
ni Ar / questions? Any questions by members of the
a

II committee?
.

' II Dr. Webster?

h II , DR. WEBSTER: I seen to be doing a lot of talking.g

3 But it does occur to me that if you.go along with six months of

21
.

total training, which is what radiologists commonly do, it !
'

,

i

22- bothers se that that is not consistent with the three-month |
.

. .
.

o
_ f,

28
i resident training. . You said it was compatible in some way?

24 DR. CHRISTII: It is compatible because, as I have l
|25 told you' and told this committee before, our basic science :

; ,

i

- o
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Ii| training is continuous training, beginning the first day of j#

1

2) their residency, and continuing-on to the last. Our residency q
'

,

I :

3.' programs are now a mia4=r of _ three years, and about 50 percent
i

4, of our residents ars taking four-year training ~ programs, with
''

'

g 5 three months clinical nuclear medicine, and this continuing !
n *

|) 4., event.
- - |

7 This is at least equivalent to a six-months training |

8
! period.

. .a
'

* ' DR. WEBSTER: The point'is'that I think that the !

Y
10 people that we heard this morning are not asking - for increases

II II on the basic science component. They are asking for increases-
a ,

'
.# 12 I in the clinical training component, which would mean, it seems to !c. I '

4

C | II ' me, a physical presence in nuclear medicine of.more than three
'

! I4 ; months, because.six months minus 200 hours still leaves a lot of,

lI !

15 time, like five monthsi that people would have to be in nuclear !

g 16 medicine.
a

| II DR. CHRISTIE: This is not the way I have interpreted

!H !
~

the iss.. .

5 | t
I 'DR. WEBSTER: I think you may regret the acceptanceJ
20 | if you think that the three months - !

I
~

,\'

| 21 DR. CERISTIE: I will accept it on our grounds, not j
t ,

:

on theirs, then. ! )22 ;

23 MP.. CUNNINGHAM: Dr. Holman? i )
i I

- M DR. HOIJ4AN: According to the current regulations |
- x ;

!'25- for| specific licenses, where the requirement is 200 hours.cfo
y ..

,,

I' .c' \ ')
I
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..
50

.): b'asic science, 500 hhurs o'f isotope handling, and 500 hours of

. 2| . clinical practice, now that adds up to 1200 hours. And the
! ~j 2

|

31 1 question that I have is, how, if that is looked at -in terms of
. c,

4 a 50-hour week, that-comes out to 30 weeks - how is it possible ; q..

'

.to obtain that in less than a six-month period of time, on a

~ f.
5

i,

!
j 6| basis of current regulations?

k7'

DR. WALEER: Can I address that? Just J.c clarify this >

!
3] we talk in' terms of satisfying this . requirement, is part, over

J
d 9 some period of time, unspecified. We feel that if it is a |

10 part of an integrated program, that the continuous thing can be

j 11 satisfied with a lesser number of hours, hr/ing all the same I
|a

.

12 ' ' topics adequately covered in a three-month period.
.

. . .

= 13 | This' is the way it is stated, I believe, in the i
'

E

g14 criteria that we have right new, and this has to be done con- )i'

'

-
f15 currently.

,

a .

C' f 16 DR. . CHRISTII: I believe the training is concurrent.
m
C 17 It doesn't say that it has to be isolated.
U 1

| 14 MR. CUNNINGEAM: Any other ~ questions from members
i

!| 19 , of the commaittee? ! !
R

20 : Thank you very much, Dr. Christie.
!

21 (The statement follows:) ,
'

;,

I |22
'

4
I-

'

23 i
;

.

24 , 3

'

|25
i, . ~

.4

!,,

i,
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July.11,.1980

>

- .~ - Mr. Richard E. Fa==iagh== '

Director
-Division of Fuel Cycle & Material safety
office of _ mu tame Material safety a safeguards - x.

i U.S. Nuclear,negulatory e * ==4a=
Mashingtan, DC 20555

i

Dear Mr. N ai ? =

[ The atemehad material is sent to you with the comp 1=nts of Dr. James
Christie. It is the results of a survey conducted by the American

!
... College of Radiology on nuclear imaging in May of this year. If you

i have any questions about this material, please feel free to contact me
or Dr. Christie.

]. .

'Yours sincerely,'
'

l
,

i

f g L$ k,
_

Earle V. Eart,.Jr. i

Director, Publishing services

. 1

lEVE /1g
,

Enclosure *
-

o

b

4

.
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ACR M CLEAR RADIOLOGY QUESTIONNAIRE h/80''s.
r -s.

N
<

e

; m
Planes sempless this gammennene by pleans a check mark in the appreynene hos orj

-

by IIBias in the bients provided for each of the folkpunas F- N
2 ~

1.' Ase yes gemenegy doing any Neelser Rademiegy (pieces check esep .

~Q Ye Q No

2. Fenesesaims(8 le redispaphs sa I amelser preendose = 10EW %
, . .
'

. 3. Board eerei8seelen (pieses steek appsoprises hosesW
D ASR O ASR wish spesialasapesensein NR Q ASNM O Other

.. .m e = -e esse.g me.

4. Year caraRed (please esser year la appreorisse plesesR ~2-c
ASRMSR wink opemel P in NR ASNM_Other

em - as so . m.;-

3. Ement of formal trasmag in Neler Radiology (pisees check one#
0 3 meaths D I year i 2; ears D Otherr
= _e. lii .To ese== ===

,

6. Is your primapel keepnet/allait doing Numiser Casdielegy (piones check emot ,

O Ye O Ne

.
. 7. If yes, by whost (planes check onen

^
O Radiologet "i Caedieleous Q assh-coopermine esort(., = N en

..[. 8. If cooperative effort,is arrangenset =nat=nea y (planes check oneR
'

'

.' O Yes O Mo ,

.<

If no, planes explain: -
-

,

',
._

9. In your primapel heapsselleliais by whom is Musiser'Radielegy partenmed "- -.

- (please check apprepnene bones #
,

la vive studies timepagk

g Radeeleres g Pesholeost O N=elser Mediase Phymmeg g Other

la viene sieden (Rio. me.k -'

g Radioings g podioiesies g Meciser Mediane Phymmen g Other.x
;

10. Is your prinsipal heapsellatimie, is Muelser Imagias wuhis (please ehmak ensk -
#

o Radieingy a. pathesegy .a separase Deparament a oinerluiiruisi;;m- . . m -

4 - HeepuellClinie
._

,

-

Addase

i

~
4
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. NEBOEr of TEE SORVEY OF ACE MEMBERS .

murwunman NDciEAR DIAGING.s

. . .

May-June 1960
_ ~

,

Early in May 1900, the Amerimen College'of. Radiology's e w emiaa on
matame Madisine surveyed the entire phy=4eima memharship of the ACR

~

-as to their activity in ausleer ineging. The results of this survey
are herewith presamtad. Enect totals, and the percentage of physicians
. ho answered the individeal geestion being reported on, are given. ,In dw

. ,

a few instances.sesponses of an' impossible nature were received (i.e.,
y . one respeedent said he received AER certification in 1960 when iadeed

,

;
,

N at tho' time of the survey the AER anemination had not yet taken place.),

N 'In such instonese, even thergh the i----ik"ity of the response was
-~ x noted, the result 1s.11sted - no attempt 'at interpretation has been ande.

~

'TImleed. every attempt has been ande to report these data as acutely, .

as poseihie. The total number of surveye sent out was 10,765-
w

'% - . >

All of the originsl~ source decimients from this survey are available in
the ACR usahington' ffice should anyone desire to verify the data presentedo
or to garner additional information by =**aia- the results of two or
more h . Inasmeca as thars~is a degree of confidentiality associateds
with this meterial, it is suggested that Dr. James Christie, chmi man of

.

the h i==iaa on Waclear Medicine he contacted with an explanation of the |

use to be made of the material desired.
:[ m.

QUESTION 1: Are you personally doing any nuclear radiology?
,

of the 4,391 radiologists who responded to this question, 3,001 indicated,

that they indeed did eene nuclear radiology and 1,390 indicated they did
Thus, 44.34% of the respondents answered in the affirmative. qnone.,

QUESTION 2: percent time.

; -::

There are several ways to answer this question, and so, a multiple response ',

| is herewith presented. please acte that in order to establish the dif*erent
groups reported on, there has been an association ~with Question 3, board4-

certit'ientich.*
.

M i- at all the 2,001" individuals who claimed to do some nuclear imaging,
the average time spent was 14.414. The range was from less than it of an
individual's time to 1004. --

~ ,
.

'"~'"'"" the to isdiedduals who indicated in Question 3 that they havef4 . .

",' received a 'special competency" designation from the ABR, they spend ani( average of 25.96% of their time 'doing nuclear imaging. The range of time
; spent was from less than'1% to.1004.c

:
.
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Faaaaa=4at,the 550 individuals who reported they have passed the 73!st% -
*

, _ auemination (but ha'* MS. received a ----4 =1 competency" desigsation
frees the AaR), they spend an average of 26.364 of .their time doing '

anclear, imaging.,; The range of time spent was from in to 1004.
. x,

,
.

.

-

Concerning Luhe 71 individuals who 1-dicated they.had passed the Asset
- ,eamminatiend had also received the . ---4-i coseesency* designation

- from the AER, the'avesage time they spend doing nuclear imaging was
i 49.184. . The range of time.1 spent was from 54 to 1004.

' WitkrdhArd to the indi b ;who said they had received a "special
esmeetensy" ication from the ABR,"g, had passed the Amet enemination

. or'heth (total 701) the average time spent doing aw.tane ineging was 28.634. >

.

,
. .

. - = ,-
With regezd4 o' the'remaindee"of those radiologists (total 2,300) who saidt

,

they did anclear imaging (thnesihhave gt, received the "----4=1 competency"<

.

certificatica bF the AER and 325, passed the AsInt exuaination) the average,
.

time spent doing maclear ineging was 9.874. The. range of time spent,was,

i from it to 1004.
,

.
'

Of the Ladividuals ao claim that they do no nuclear imaging,15 claim em
have the "eyecial competency" '--iFie from the'AER, 53 claim that they,

.have been certified by the Aust, and 4 claim both the 'special competency"
designation of the ABR g certification from the Asset.,

+

1

QUESTICIIS 3 AaB 4: Board certification and year certified.,,,

Moc all.the respoedents to the questisenaire answered these two questions
s

for AER certification, but it ces he assisted that only radiologists responded
~

;

since the ACR aembership list was used esclusively. By the same token, some
ra vaad==ts gave meltiple. answers to these questions. Therefore, the over-
all totals will act match the number of ques *4 ananims *=114-d.

A ,totsi of 3,851 respondents indicated they have been cartified by the ABR.
|

,

( Years of such cea+iMe=*ian were from 1936 to 1900. I
4 a

A total of 170 respondents indicated they have received the ABR *special !
i,

competency" daa47mation in nuclear radiology in the years between 1974 and '
'

1900.. *

,

,

A total of $78 respondents indicated they have received cer*4 84 cation by the
Amat hetueen 1972 and 1980.n

| QUESTIcit 5: Iartent of formal training La nuclear radiology.

This questica was answered by 4,293 respondents. cf this total 2,857 (64.554)
Ladicathe that they had had only 3 months of . raining is nuclear radiology,

; 640 (14.914) had 1 year of **=4-4 = , 114 (2.654) had two years of training,- =

L and 642 :(15.894) had * =i- of some other length of time. The breakdown of' '

the varying lengths of *=4-4-- is a follows:
,

..i.
. -

'
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~

14 aanths 'l,; -No.-training . 78 : ; - 6 weeks ~ 4 i
~

'' Seminars only - 81 .. 2.anoths - 14: 15 anaths - 1-
"

P - ' t Residency; (unspecified . 500 hours - 1- 16 aanths - 1-

length): -: la - :4. months - 100 la months - 3'

- ~12 hours 4 1' /5 anoths - 51 .20 anaths - 1-

1'- 'I week.~- l' 6 senths - 286. 3 years - 16

2 weeks - 2 .
7 months - 5 .5 years - 1

'

3 weeks 23' ~ 8 months - L' 6 years - 2
' '

- 1 anoth' 20! ' 9 months -'26
. c. * -

.

- On the job training - 17
:

-2 years - 1 12 years - 3 23 years .1
,

~4 years - 1 15 years .2 24 years - 1
5 years - 2 17 years - 1 25 years - 1; a.

<7 years'- 2 19 years - 1 .31 years - 1

{ -Of the 4,293'r==paad==ts.to this question, 1,065;(24.814). indicated they -,
'

had 6 aanths or more **=4 =4 = . ' of this total, 480 (82.634) said they.

were doing nuclear 4 4-_== and 185 (17.37%) said they were not.

.

:

QUESTION 6: Is your pe4 ='*4 =^1 hospital / clinic doing nuclear cardiology?.
.

| There were 4,327 responses to this' question. Of this total, 2,643 (61.044) ..

answered in the affimative and 1,644 (38.924) in the negative. 9
' S 3

~ ~' QUEST *.0N 7: Who-in your N =a4== hospital / clinic.is.doing nuclear cardiology?--

'

.cf the 2,555 individuals who answered this question,- 1,480-(57.924) said
nuclear cardiology was being' performed by the radiologist, 212 (8.304) .said:
[the cardiologist was performing the anetame cardiology, and 963-(33.784).
< said it was a aa=h4 aad effort.

,

~ If a aa=h4=ad effort (radiologist and cardiologist) ~is the.7- QUESTION 8:_ arrangement satisi& h y?"
'

s
. .

.

A total of 113 respondents indicated that ther .eaa=4dared the combined effort
- to he less than =4 =*=atory. of this total, 43 offered no explanatica as to .

~

why the arrangement was less than st;timi w.i. The r===indae of tho' responses
are as follows:

.

>
,

'

e ' Patients are not referred by" azdiology. i

b o : Cardiologist does not cooperate in zw.ading of ' studies '

~e i cardiologists view nadear ==dicina as a threat 'and ',.hus do act cooperate7

,
,

_ e . yi nanei at ' and 3-=a==' 4ty difficulties ~

_ : e elogist wants to road;fanges>

,

. . -
.

Desire to do.all work'iinuclear radiology but need. equipment; .e,
.

,

c x e no resident radiologist" O

e iTraining and Experience Criteria:
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-

O e'.*4 of =ontrol and delays,

<
. .

.. . .
._ . .

'e; Poor sorrelation because pathologist does nuclear medicise
.n -

,

' k- Le Cardiologists object to double interpatatica .harge
v

. . ~ . . . . -

e. Not enough nuclear and1=ine done. .-

g .o.Too[eaponsive-canhedonecheaperby=ediologyalone
z-

f; ao [31*=484 --t pueblems between deparuments.
'

,

'

,
_ e cardiola-4 == stress and injectEthalium.

p ~

~ e' ''a d 4~4 W support by r.ardiologisu

'N ei ~ Problems 'of physical U =edna of. departments A^
.

.

, ,y ,

|9 Nuclear. a=d4 d na is under incarnal andi=1aee

Cardiologist]=1as to take over project*a e

\'z =
.

% '

o Nuclear: 4---t- performed by pathologist'
-.w -

;

1,

e : Pathologi tm nar. trained in nuclear: cardiology- i
; ,

D e . Pathologists.'do ~ 1::: - and poorly ~
~

; e Poor exper.d.se in nuclear w * -4 -=
1
i

~

eJ Nucisar 9 4-*** not under superrision of :adiology3

|x,:
.:-

e - May secome more cooperative. as isre eqtu.pment secoor's available
:\d, *- Administrative proklass - only.cardiologsst.can stress ||n - ~. .:,

y' ; a
'f e; s e " - ~~ cardiologist interested in echo and angso j
i s

-

q

.

-e. Problems as o who should'de interpretation ;j
..

.

-
.

i
,

,

Cardiologyasthathnicgyhave=caual-
.

~ o

#
- , * +*

r e - :'anarnist.=elustaat .o do nuclear imaging ;and direc.17 =cepete wi h hair ~

{. -
-

s

:swa " basement" stress IIG tastisag
r = e
r s: ..

..

4:)N % *- Cardiologist shows.11stia interest - perhaps anbile init would :.acrease
' %.- atilisation

,

.
, - 1

-

;- _. .

#%

. o. Ca' rdM1ogy does;not send patients I
, a .

, .

|c

e' 11stia amposure for =adioicgy residents ~!
s

~

. . ' ;'

.i ;e.D ree : split.iag - no radiology report submit.ed+
o. .

,

,; u-

h.m
' G:.
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J Neslaar, Imaging Servey r-5-
~, , , .

d'. #

r:
_ ,
'

,
e zPolitical problent., ,

,o Access to camera andJoontrols is not limited t1 qualified personnel
,

,,

(

Cardiologis'ts sending patients to other. hospitals where they have grsater.
e . -

, .,
,

+

.e
control.

'Each' department doing their-own studies'-

~

I e E no . cooH-
|e~

~

Cardiologists not referring - doing their own stresa^

,
e' **h * 1iav difficulties -'not enough history supplied

.

e Separate facilities--
-

-o Cardiologist will not cooperate - does studies h4===1*

o co m , ds s

'

.. . ;

e. Cardiology trying to take over

'

o Cardiologist will not zwiew cases - only' reads radiologisto' reports .

d . f .e, Cardiologist trying to Mestar the picture"-e--
.

L -

E Historire and geographic obstacles"
,

.

e Nucleau department technically in commend o* internists i

e Time and ,w.ael integration problems I

w
,

. i
<

e No fee for services . |

e No full-time cardiologist and insufficient equipeent

- e .. Lack of adequate control
,

* Mould rather see i---4-5 under radiology service

: e : Cardiologists do most of the intarpretation

o Cardiologists want to interpret stress studies but do not have an NEC license . j
-i

e Cardielsgists went to do studies and are' discouraging referrals+

| e' cardiologist not interested

1 . "-Done by pathologist-_
,

a
" ie Technical aspect controlled by radiologist, elinical aspect by cardiologist.k r

~

_

;y. c

- .v .

,

5 'r.
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**1*** Imaging Survey -6= .
. ,c -

y. 9 - ' , ,
,

s
- "

a

scu .

..e, .
.

-e prime-time, coverage ~only by outside physician
,

Ie ? Political problem'- say auslaar cardiology'not good enough

p ;e Scheduling problems'- minimal reimbursement

Cooperative'pectocol being developed with cardiologist and treedmille
. . .

. < ,

e 1Emsleded from this aspect of -tame medicine
,

e cardiatag4 *t demands :completa control

e No cardiologist in hospital -

- 1

e echad=14anr psebiams |

e seing perfoamed by nuclear ==dieiam physician
. .,

o N.czeer.edi o u or ,athozo,y q
;

e Radiologist not required: should be done by cardiologis- l
i

d

. .
.

QUESTICN 9: In your =e' -4==' ho cital/ clinic by whom is anetane radiology * -

m performed?

-( Mye sadi-=. A total of 4,460 physicians responded to_ this question -
3,243.(72.714) said that the radiologist was doing the imaging, 332 (7.454) _q

said it was done by the pathologist, all (1s.lse) said it was performed by the '!
nuclear medicine physician, and 74 (1.664) reported innging being done.by some

. ,

4other medical & =' int.
y ,=

,

In vttre studies. Fewer responses were received to the second-part of tais ,i
question, a total of 4,161. Of this total 800 (19.234) said the radiologist I
was doing this aspect of nuclear medicine, 2,649 (63.644) said it was the .i
pathologist,~ 541~(13.964) said it was the nuclear ==diria= physician, and .I
131 (3.154) indicated that some other medical specialist was doing the !

~

M studies.-

.-QUESTION 10: In your ==d ~4 ==1 hospital / clinic, in what department is nuclear
imaging withis? -

1

A total of 4,145 responses were received to tais question: 3,103 (79.694) said
, nuclear innging was within radiology, 219 (5.284) saki it was within pathology,
'554;(13.374) said it was within a separate department, and 69 (1.664) indicated i

'it was located with some other (=- p*4ed)- department.-

.

;
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+> 1y aMR. CUmt:NGEAM: I:have come|nowJ to the~:end of my - -

'

7e
.x -

!

1((; ;2'l ' list of/those'that'h' ave 1 asked to speak 1on'this. topic. +

~ 7:
- -

~3i Are there any.other members of.the audience who want 4. 1
s
"

-

| _ " , b-' '

"4 : toinake'some statement'at this time? ,

~
,

.< | -

-
' g5 :If not, we.will proceed.-

| 4' |
~

I'm sorry.. I. beg:your pardon. Dr.'Blahd.
-

|
-

-

,-
_.

i; 7- DR. BLAED: Mr. Chaizman, 'seweral' points have|been'

,

8 raisedf that I would like to:,=omment on," mostly with Dr. _ Webster.s- :

9| first of all, the suggestion by all the groups-in
' dy :

8 -
a

i
'

:10: -nuclear medicine that the training be: extended to six :nonths-

3. 11. ; _

inhlies~,fI believe, ~ to all of them that this training includes- ,

in
m4

12 not only the basic science, but the| clinical training.as well,-
i C !

<1

g'13 and; encompasses only a six-mocth period. '
~ ~ '

-

.

14 ' I believe what 'is meant here is not an additional' .cv
; A.

,
*

. :g..
15 six months, ~. increase 'the number of months of training.

i ..

*
,

'

j~16- Secondly, I would submit that as a matter of limited i
,

s .. -

17 license, with respect to individuals in tendocrinology, I would
, _ || .

f'18 think :thereiare very few people in enilocrinology today who 'are
.-n ,

...
. ;

.

e29 i actually doing thyroid uptakes. It'is not being done very ofteni! g i
'

.R t

20 | Those' individuals in endocrinology who wish.to- (. , '-
i

~

.

21 trea.t| patients'ihyperthyroidismJI believe, should he- fully !
F

' ' 4-

F22 ' Land: completely trained. Va
t _ _

.
-3

~ '

-' , .

.

,23; LILthink it is also true:there is no'questica about. n.
l

't
' -- ..

.

24 1 that.;!Ifthis (all'of you recognize it, that during the..last
.

- ;,+
,

e
5.

h. ,hfi .i -

1 ?.. - .- , .. .

25= '10_' years,y there has-been' an enozzous .: increase in the complexityf. o|| u - ' oy m m
.e :~:5 ' f, e;

'-

-.

g,
-i;[+ :+ A i

.
. .. . .
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'

;

[, j.,r .jJ add the estent of[i$Molvement ofcphysicians with patients'and-T ?'

'7;

S 121 itedhnologists inEthe field;of nuclear medicine, and the regula-. ,
+

'*
~

tions swe(have been. living 'with- are about 20 years old. It isc 3.|
. ,

# ..
. . .. . 4

-

4 time,2I think,: to upgradeithose~ regulations,. and I think it is '
.

; . 5; ;also fair to say.gthat two haveLb'een sayingchere this' morning
'

,

'

'6| s reedcon by 'all the people in ;the field of nuclear medicines;

I ;7 -who work in this field,: they believe that this. training should..
.v : ,, .. ,

* '

.

8 he upgraded, cand 'I think. the Commission should consider that.
I

.d. - a
~

8 9' MR.n CtROIINGHAM: - Thank you very much, Dr. Blahd.
..

',
'

w~

10- Before we proceed further with' the deliberations, I-

3--

. | -11 think we had best, smong the conna'ittee members, establish the
_

c y
, =e

; - [ .12 | ground rules under which we will consider our preseht training

'.f 2 13 requirements and any changes to those training requirements.- -: ..

*I
,

,

.=,
.

14 , : Basically the Staff' has been proceeding with itss

15 . licensing requirements on the basis that the training requirementsi

I
g 16 ~ for physicians are' directed primarily toward radiation safety
s

~ .17 D .and reduction of. radiation exposure, and this includea radiation
~

4
~

~

18 aafety-for.the physicians, employees of nuclear medicine.

( 19 ,;

--laboratories, and'the patients'themselves.
g.

'

,

,

-

- 20 - | The reason that we require some clinical training is
v

21' tofassure that the- physician is capable of calibrating and

22d admiMata ring the'| correct radiopharmaceutical _ dose selected for [
. , . 1

..

-
>

23: the. patients who will benefit from- the. diagnostic procedure end. 4
8
.

:24( understanding.theilimitations of the radioisotope procedures and L.

,
. [' ' b

r 25 other/similar subjects. l
-

, 3
f,

,,g a 1:
~
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53op ,
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- ~

d- H ~ at , - - Bowever, our training requirements of the NE and the
o -

@ ;- '

:2 ! 3 asis ofLLthese. training requirements makes no claim as to,
~

F~

I3 i clinical expertise of the phys'ician. practicing medicine under,

_ ,

,

|e'# F
,.

fthe license.
._

: 4'
n.

. [ &- 25 - Now I would invite' the comunittee members, if they

.. :

_ _ ;j 69, , thave a different view of the reason for NE licensing physicians,
,

,

- - ,

- [I,,, 7- - to ' state it at this time, because I believe it is very important-

[8 .to' have a fundamental unders*==M ag of whst we are trying to
,

| . y: g:~ ~9I accomplish in the licensing requirement.i'

1

- '10 i so_I would ask any members of the committee to cometent :
""~

,

: ,

*~" 5 *11 > ~ on this point, : == va have a co==en t=dar===adine o f what ** ===
,

'

, ;,.

( )12 trying to accomplish.. ]'
,_u

*'

5

.

zg 13 i Does anybody wish to cometent on this?%,.

;..

}' g ,/14
If not, then I will' assure that we all agree that j

,

|

5 is , this is:the purpos. v. are eryin, te accomplish with our eraining
|m.

j 14- requirements. -

m

| L17-
with that -- if we are going to take a break, maybe

t .

p la -we should doJit right now. I would .nsk that the break be very
,

E
19 , 'short, perhaps no more than five minutes. We have a-long way to

g _ j
.

|| :2' .go.
I-; - 21 ' What we will do when we renconvene is review cur j

s present training requirements; and deliberate on changes that might{ .
'

22 :-<

.
.-

!
.

7 .
23 be indicated from those present training requirements. We do ;~

p
, --

24 Lhave those summarized. |-
'

25 ' Excuse me just a moment. jt

t
'

.

, :
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'

i

- il ! '(Discussion'.coff the record.) .
1

, - .

i
, , - i

. - 2 UR. WALKER: I just' wanted to sort of sununarize what'

1

(3 'I saw.in:some of-the; questions and some'of the. things that'
,-

4' have been presented, so the connaittee' could'see from the 5taff's-
, ,

,

, ,,

.

<
- i

5, standpoint what-maybe some of- our concerns:are, and that is ,|

{ 6; first that in ~the! proposal for six months, there was no structure
~

'

-
..

k7 'specified, . . I.'s sure that. it .should be there, that. led.. specifically. :

:
, 8, to the handling.of these materials. Expertise e .

!- d
: n 9- calibration of the dose, things of this type, the wording, of 1

Y
10 ' which is currently in our 500-hour requirement, or our .three-

| 11 I month requirement, and maybe we can address this later after we
,
- a

{ 12 come back.j

- .g..
?

13 Also we have seen no -- or presented here no justifica --

E--

I 14 ' tion, really, so far - there may be, but we haven't had it --:.

I ~15 for changes, or to show us that there have b'een s'ignificant
, n .

[ ,? 14 differences in the field to warrant these changgs that are|being-
m

17 suggested. Maybe- somebody would like to sort of give us a run-
,

5 18 ; down of. why these have changed so dras'tically in the last couple '

h'

19 of years..
o2. ;

20 ' We also want. ta get into scanthing that has borderedy

; i-

r 21 , on this,'and this'is the specifying q 211ty versus_ quantity of~

22 ! training, .and I think-in the proposals that we have been ,

8
! - .

23 presented . this . morning, there has been. some, at least, allusion] ,

.i:
L~ 24 ; ;to'that,;and'we aee very interested in going very deeply into p

~ .j .

[g'

L 25 : bellimited practices,- and we haye some additional comments .!Lt.
'

[; , |.
-~'

I JD

*
_
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*

_
55m, . ,

m ,:
u ,- y . , . . . . .. u ,. .,r
K

..

-the staff.would'like to make. .
,

$1:j ng
q~

, . a.m . ;
.

. y

. 2u But inesumanary, that is where we' stand right now. y
wv

.

3~ MR.,CUNNINGHAM: All right. At this time we will take
-

-
~

, _ u.4. <_

.
.

4, Ljust a'few minutes' break, perhaps fivn: minutes. Thank ;yo_u._. _Mg- _

'
5'; (Becess.)-

<

!.3, by ' 6 MR. CUNNINGEAM: Will you take your seats, please.
c.;

. 7 w.. .- .' s s
~ :1 7 I believe that we are ready to reconvene the meeting.
. 3; _

%g 7A
,

3 8 No have just completed bearing.the oral statements on*

'

d . . .

d 9 the first issue, which is general training'and experience
,

| requirements, and oral' statements A the second iss~ue, which
, _. -

10-
-g.

j is training and experience requirements for li:nited practice of
. , ' 11 | .

,
,

;

|- _ [.12 nuclear medicine.
t

( }3 13 Just before the break we reviewed the NRC's position

I , 14
- on why we have training and experience requirements in our guide ; _.

g 15: lines, and what we are trying to accourplish by those trainini;
-a

g te , 'and' experience requirements..
m

17 I must say that in' listening to the oral presenta-
1

18 tions,Jit becomes rather clear that representatives of various
3.

- $ . ..

'

~j;19 , professional organizations -- not all of them, but a large part
-

g
t,

20 . of them - are in favor of increasing the training and experience

E 21', requirements.
- .

'

22 - Rowever, I have not been able to synthesize out of h
;

-

|
~

!23 their statements.the specific basis for change that we need te
!
,

24 establish in order.to. justify a-rule change, and any. change j.
, ,

,

15 ;would have toLbe in the' context of what we were tryina to k2
.

. 'l
-

_

. . .< -

y
'

'

,
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'

,

.

3.1 56- j"
, .m -

i <,

a, ,..

c; - -,

~
,

f[ ' '(
j- ' a Jomp1'ish'under our regulatory pro, dure. .

]:i.,g d c
" ~) ~ 2' At this point I.would-ask-Dr. Walker to revSew'wt t- 'j
.% - .y '- | I

3: ~our present training and experience requirements arei add'ecapara Jm
"^ &; L .

,_ =m
. .

.

. . .

f
.~ +r"~ 4' those to the| submissions. that we have thus' far received f from. 7A=

, , . : ;: ,

'r *3 various professional organizations,~and then.followed by W'
-; i. ,

,

- I 'e u

g6 deliberation from the committee as to changes ' that_ might be
I y.. ,.

I, 7| typropriate, and'the basis.for those-changes.
.

g| 3i117_4 o

: I
d

9 DR. warm *1t: I am going to have to apologize. A -

-|
-

. :
,,.

10 couple of people are not going to be able to see -this. I hope

i 11 .the caemittee can see the flip chart.
4

' a

-

- 12 , Asti'go through, if the various representatives of.d '

the organizations that have had input to this.either take.(, g 13
'

|14 .|

exception or want to expand on what we see as the position.of f/

I

15 the various organizations, please let us know. If I talk loudi'
1

I

f le ,enough will everybody be able'to hear me? '

r e
. .

g 17 okay,-I will try this without a mike, since we are

| 13 having a little trouble.
. .

.

h
19 First of all, we have tried-to summarize what our i !| |- !

3! currunt requirements are for.hys I through III. This is
i ,,

e
21.i I;primarily the_ diagnostic groups. And what the proposals that r

| | |
22 < we have had come out to; !

.
_ M gre,g,,

,

.I':'

.

-: 23 Current NBC,for basic radioisotope techniques, the
.

1
'

:24 basic training'is'200 hburs. The. experience, the handling' j
i' d'

& y / ;

25 . 4 experience,-hands-on, = types eh quantities, 500 hours. i-
'
^

w-..

f: ; .: i-
=

:
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*

' M h[ ' ~
.

.
.#['s ; ,hb '"

. Clinica 11 experience,.500 hours.c ' Q,m' . ' . '1 ' '
-

,. ,

: - f 1 #. , = ,e
~

~

I%# 5j'i f ^- f We~say:that with an integrated progrua,! thes types7 ~ 2 !

'( . ) ;dh p
'

x
'

K'
.

g 3;| ^:of requirements.can be met concurrently in the Ehree-month
n

,

,

,

/. -

a .-

f 4- program.. '
'

Sh -

4i - Granted, - these don.'t add _up; to |1200 hours for threem p g- [;.5'.dew .e
- -

-

<
,

;<q
'

;

y6 >:annthsbbutit'wasconsideredthatthesehoursmighthavebeen ' :

.

.
7 collected over a period of up; to even a couple of years, 'in - :

i

~ 8 working |;in various< areas; to collect.this. expetience and training.
:d

'

'9 IThe. Federated Councillnow has proposed, and from !.

! !
'

_
10 their proposal, this is all we really have right now, is that

-11. the basic radidisotope. technique's still being at 200 hours, but j"

. ,-

{ ~ 12 that everything he under. a six-month program, which muli really-

- mg - |

Q g 13- jexclude(pickingitup.inotherthan-aformalprogram.g
, ..

14r ;.-The Bo'ard of Nuclear Medicine has broken it down as
,- ;

'
15 , six! months ==vi==, : including the basic handling techniques;;

f 16 '18_.monthIminismaofclinicalexperience,withaminimum
.s ! _;

i 117 - training program of two years. G
.

:1.

'

yh. .

- ,
'

And, yes,fincidentally, this is the same as for

- | . -18 . .
,

'
-.

- 1
'

19- certification. I

, MhisIpeft.E :I i -

,
20 The American 5 card of Radiologyhiagnostic radiolo(

I

21| h ~with special competence in nuclear mediciney still talksh
;

22 ? about a three-year residency, radiology residency program, with | |
~

<

.- j -, - ,

,

'

w' ; 23 L cone year in nuclear medicine. .

;. . - - ,o

z,
. ..

,-

+_- . _

9 24 fAreitherefany comments -from representatives concerning'

i#: d ;
. fk .. _ .

,

25. 2what we^haveLessentially outlined on the chart? ;
~

2

6 ,- ;

4 ,z w; y 49' t-

o , x i +
e ..,

' ' . .
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ys
,

n. . '1 E -(No response.)
7. - \
.

^ 'These are essentially what we use right now forLw 2i '

:.
1

3i licensing.' These are_the board requirements.'

,

| -4- - MR. CU18tINGEAM: Bill, does that stsumarize the basic

I 5 ;- trai=4N. requirements?
.

.

E 4 IIR.1 MnLIER: Yes, at this time.

k '7 ;
3 NR. CUNNINGEAN: Okay. Then the issue is should.we<

,
8 change those basic training requirements andr if so,.how. Does*

'
d
' '9| any member of the[ board wish to comment on that?

i ,.

10 ~DR.-unLx2R: The question right now, I think the

11 main question is -- and it has been all along - are these
~

i.

12_ adequate?- We have been told by several organizations that
- y,

13 < .- have submitted -,-

!> *
i ,

14 / MR. CUNNINGHAMs. Yes, ve have, as I connented just
.

15 before the break. We-have c= = ants from organizations to raise
~

i

~

i f 16 the training requirements, rather. nonspecific, and also _ -
,

, -

17' ' comments front the same organizations that pre _sent-tralning
.

18 requirements are inadequate. - '
, ,

119-
.

- But,-again, rather nonspecific, as to exactly how
h"'._s -

. _120 I ' they are inadequate. So, with that background, I would like: j-

21 cassents front this' committee.

- ~22 Again the-issue is whether we should change our di
b :

ps - 23 training requirements and, if so, how and what. (&
i,
.

24 'Dr. Worlanan, I' believe, is first.
;

;

' o- !'

.
251 -

i_ _ DR..WOREMAN: I believe the basic training hours or -i
.

_

, .
,

I,
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i , yj 39
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U {1 6reqbLresents''are adequate, as they now stand.'

, _

y.._ _

,
.. ,

L2
'

- . MR. CUNNDIGRAM: OXay.<
.

s.

> 43) -DRi MALKER:'.'Okay,'let's go back to this one.
.

|
.y- . y

'4 MR. CUNNINGEAM: When you say that, Dr. Workman, -

y
'

S: -you are talking about basic technology, handling experience,
>

J
.'

e '

.

uA.
] 6 ~,

.

and clinical.expw ience; the whole thin'g. Is that. correct?
;

(.
r,

I, 7, DR. 4CdIMAN:1 Yes.
;

]-

.8- .MR. CUNNINGHAM ' .Okay. I was looking in this direc- q
d .

tion. Dr. Holman next.

19:10 , DR. HOLMAN: I feel that the basic - we are talking
TJ h

5' 11 | now onir about~the basic trainine rasuir== ants?'

n
12' MR..CUNNINGHAM: Yes. Yes.*

__

13 DR. BOLMAN: The basic training requirements, I - ,;
"

;g. s 7. . .

| ,14 ' be51 eve,shouldremain' asis,at200 hours. -|

It
ga. u 15| MR. CUNNDIGEAM: Well, what Dr. Workman was talking

y 16 about was the wholo -- all' categories, the basic technology, I'

i

e
17 < the handling experience, and clinical experience.

!

IS DR. HOLMAN: I believe that the total length of .;

h 19 training should be increased to six months. I have several
I.

20 reasons for believing that.
,

\ .

21 i First of all, I think that the current guidelines-

. |
-21 are inconsistent. If you look at these guidelines, we see that I

t
!'* 23 the basic training requirement.is currently 200 hours.. W. j

v ~

24 see that,.in addition, we require experience with the types and., '!'

Uy ' . , i

[ 25- ~ quantities of byproduct material in which the application is j j
"i j.g

! 1~.
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.j

11' smade, or.its|equiyaient, another 500 hours.'
. ..-

''
_t |
>

2, .In addition, we ' require supervised clinical training'
'

?3 in. institutional madical programs, i.e. , clinical training |

4 requiring an additional 500 hours.

. 5 .This is a total of 1200 hours of training, and at j-

w.o.
x=,

.
-

best in a 50-hour week,_.it would take approximately six monthsj, 6
dub I

.

1; 7i to acquire this: training.
'

!,

MS If we lookxspecifically at item 3, we see that there , ,

- ! ; ;c

',3 if

. - . pg.
. are four;x. categories. One is supervised examination of patients, Ij#1m9/i

,

. .
,

., '106 tuo, detacuime' suitability for radioisote?e diagnosis. Three is
'

' % M, g!., A ,

'j 'll follow-up of patients -when . required, and four is study and 9

' -a . m.
Nw { .12 discussion with>precep;or of case histories.

\:
-

~-

.

! 13 / This is cleadiy' clinical. practice, clinical training.
' '_

.E +- .,.

N | ,14 There is a second item'here, which is collaboration'

g
'8

+ ,

'*** ** lib'*** " * *** * ** *"* th' ***"*1 *d"i"i'* '** " 8
5:,

m
16 the dose.-*

g_ ,

e ~

v

, .
j 17- It is:my opinion this should be moved to (h) which |

'

14 is experience with handling of the by?roduct material. The i ;

}
19

.

justification ~at the present time for a three-month training !'n

3' period 'is - that the training program he integratei I think
,

21 this is a semantic error,that certainly the training prog a
|

|
'

!-
22I should be- integrated, . but I do not believe it is possible to~ i

! :
i ,

23 - attain these three disparate training requirements s hultaneously.- q
I'

-

They.can_be achieved sequentially in the same patient. j
. . ~

24- ,

i

;... .

Clearly, one needs the basic science, understanding 125;
e
7
..

41 !
;

.
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$ 1: -of the problem, the handling, the' dose calibration, the drawing-

g

I'! 2| up of theidose, and finally the clinical experience. .So it can
:r. v.

. V

3; be done sequentially, but in mycopinion, it cannot be done
x

;4 simultaneously. \x
- 5' There.is a second reason why I beliege the six months

j 6, traiaia" is required, in addition to bringing current regulations

I, 7.' into a more consistent pattern, and d at is that I believe that

_$ the field has become more complex, and the complexity has to do*

J
n ~9' primarily'with the tremendous growth of nuclear cardiology,
i

10 and particularly'the development and application of the computer
,

for data *cquisition ==d Proe***ine-5 11 i
B

--c { 12 And as -a result of the complexity of particularly
, e- j

L | 13 i the nuclear medicine procadures and nuclear cardiology procedures,3
-

,

f .14 I
hut.in addition, other procedures that use the computer, that

M & fact the complexity of the tra.tning for the safe handlingis ,

i _

|m 3 t
.

- . g 16 of the isotope with particular regard to the data processing
s

17 and data manipulation has becces far more complex than it wasyL
b 18' in'1976 and 1977, when these rules were first promulgated.- f

~

iI :
19 , As a consequence, I believe that- there is indeed*

|'

|

P 20 ' in them particular issues in terms of computer precessing and

b 21 < computer handling an increase in the complexity, in the safe-

4 22 ; handHng of the isotope, particularly-when we expand it to data
,

-23 acquisition and processing.
~ Now, as far as the issue of quality is concerned, I24:- y

|
. _ . .

s _m a,=se that we .re =1 ht _ in a sitien -e .. are
1
1

i- 1 .
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1.. '' dealing with quantity rather than quality. It is getting us'in a
. . . .

, . l .;
'

2l ' bit of difficulty, I as afraid.
"

3 The problest with attempting to define quantitative -
'

.

4 seasure of competency have to do with certain limitations. I-

I ;
i

5- believe the board certification is_certainly an index of

j- 6 rather than And if board certificatign co,uld be the only!
;

goatakMs-

:.. I,,, 7, method of-certification, we would find a ~~4---'-- measure,

f' |

I

I A a but claarly it.'can't. There has to be a mechanism for individuals ;

U
a 9; who have training equivalency, but are not qualified for a ,

,,

y .

E io particular board which has certifying capability.
i,

i

] 11 It is for that reason that I believe that the current
m. ,

criteria of 200, 500 and 500 hours be maintained, and the current;
_ {12

2
= 13 method of certification by a preceptor also be maintained.(:
5 ,

| . k 14 MR. CtmNINGEAM: Thank you very much, Dr. Holman.
I l i

iS ; I took aown at this siae. oo any och.r m.mt:ers of. ;
5 ,

,
. ,

g 16 the coenittee want to make a ccmiment on this? .|
'

;

8,

{ 17 '
'

Dr. Collins?.

5 '
a 18 : DR. COLLINS: In the presentation of conflicting {

|,.
|

E
19 , interests and opinions, it is quite likely that the agreements |

H

g

I 20 < can stimulate or state things more strongly than we would.in
i

4 .
21 | quieter times.

.

22 I However, it does seem to me that recognizing this !

.4

2 23 point, that we are not goingito obtain agreement,.we are going
i

I 24 to obtain an answer, and it is based largely en the point that
.-

25 has just been raised, or that I raised earlier, that this is a *

'

i
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,
.

numbers game, to use a slang phrase. I was listening to theg. 1'
i1 2.1 ' presentation, and 'it occurred to me that we might be sitting in

-i .

:
'

3' i court, where the, comparable use of time is applicable., These are
~

4 sentences tha;. we.are subsaitting our trainees to, 200 h urs~ o
v

.
~

5 of this and.500' hours of that,'and 500 hours af this, and as
,

j 6~! with jail terms, they sometimes may run concurrently..
,

-

k7 (Laughter.)

A Not to the satisfaction of either the plaintiff's-

J .

d 9 attorney, the defendant's attorney, or almost an.ybody in court.,

10 But we do come up with an answer, and we are willing to settle
i

i | 11 for that. -s

B

. 12 To do this, however, it is necessary to borrow anotheg
'

3 13 custom of the courts, and this is the adversary system, where
E

o esite sides are presented as strongly as possible.| ,14,

15 .So if I can be my ordinartly difficult self here, I~

s

j 14 will try to understand.*

g
2 m .j

" 17 MR. CmlNINGEAM: Any other comments, as I look to
.

18 my right? 'l
g

'

19 DR. GOCDRICE: I concur with that.
|1

E MR. CUNNINGHAM: Thank you.
,, <

4 ' ~

21 Dr. Webster, I think I saw your hand.

22 DR. WEBSTER: Well, I had the advantage of discussing~

- 23 this with Dr. Holman just about half an hour ago, and:I think|I
e

r 24 have a slightly different view. ,

.25 .) I[think there is an overlap between these categories-

p,
,

,
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izi the present requirements. I-think it was intended
"

-

r_1 ..A, B, and Ci

i

12 [there.'should be an overlap, so the cimultaneous acquisition of :1
|

~

/

- 3' - this: experience-and knowledge could be promoted.-
1

4' I'd like to hear the official NRC view on that, but
-9

t j

,5 L. as. Dr. Holumn points out, the supervised clinical training does
i

.
Lj .6 require as part.of it, experience ~in the calibration of the g

,<~ .

IL 7
i dose, actual' administration of the dose to patients, including
\-

g -s calculation of' radiation dose.
'

. - .

3. ,

And that,.it seems to me, is also part of the=! 9_ -c
_,

.e.,- ,

' 10 ' experience in handling radioactivity which is subcategory (b) .
.E' ; .

=
3 11 It seems to me you can' t- have it both ways, so to

w
a - -

_ y 12 | speak. If the same< item is included in two categories, then l
,~ 73

(5
.

=1 13 , you don't: them.arithmetica11y, you make an allowance for ;

3 + ,

.

, 14 the fact that. some' of the experience has already been ehtained

-k
p:15 .in another category.

: n. j

g 16 Likewise, in the basic isotope handling techniques
e.

d 17L of 200 hours,~it says that included in there would be super-ir
I

| 13 , vised experience in a nuclear medicine laboratory. That'st,

I >-

E '

19 part'of that 200 hours.
I

20' Therefore, you don't want to add that particular

" ~

component into the supervised clinical training and experience21< l
-!

221 - of handling the material which are in two other categories.
,

:

23' So.it seems to me if you make allowa.we for that,
;|

u
E-
w -

_you' don't come up with 1200 hours, you come up with something |^24'.

t

.
,. .

:less :than 700 hours, or about 700 hcurs, which is abcut four ;"

' 25
.jo

. - i
'>

'

ALDERSON REPORTING COMPANY. INC. :
-

-

; % +
-

f 2 ._ _ A , u .. . . , _ _. _ .S." 2r .
-



. . . , - .. . -, , - .-, -~ -=. , - ,. -,

,

4 5 5
~

{

j
^

65

e

| _

1; months,fso-I could quite readily justify compromise at four

J2 ' months, using your arguments.
~

^

3 (Laughter.)'

4.q .DR. ROIJtAN: It's different mathemathics.'

-

,

! ~ 5i MR. CUNNINGHAM: Thank you very much,.Dr. Webster.=

f - 1

] 6' Dr. Woodbury, I believe, had his hand up. Dr.

n -

N, 7! Woodbury?

8 DR. WOOD 8URY: I'm afraid I have nothing.else to ;

1d
2 9 offer, -except thNt as I was listening to Dr. Wagner speak, it,

Y '

10 seemed to me that one of the reasons the dilemma has -been !

j 11 , ' created is that in his hospital, as in others, he didn't have a- +
;

a
y 12 nuclear medicine - or' a person trained well enough in nuclear .

5 .

,.

y.: 13 < medicine to consult, advise and handle the.auclear cardiology ;
g >

, ,

| 14# aspget.cf their diagnostic procedures. |i

!
| ' '8 -
5

T** **"* 'hia' "** ** **id i" th** ***ciPli"**' i
8 l

i .

. j 16 endocrinology and sc on.- If-you,are going to have in.the . j
s
y ' 17 ~ hospital or in an institution a nucien medicine physician who

,
.,

fg
5 IS can consult with the cardiologist, who can consult with the
,

4

'

19 | urologist, with the endocrinoloeist, relative to the safe handlingI _ |
20., of radionuclides used:in~the diagnostic procedures, I=sse no _ j

.
,

, -.

21 d way that this type of training can all be circumscribed in a 1

|

' 22 .three-month period of time. It just doesn't seem possible to be

23 able to handle,~ advise and consult with expertise in all the .[ )
- . - |

24 .various parameters of nuclear :nedicine with three months' ;

!,

25 training. -I just don't see it. j

i ,

i,
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1- - MR. CUNNINGHAM: .Thank.you, Dr. Woodbury.
I

'

2i Any others?
'

3! Dr.:DeNardo. -[
|-

4' DR. DE NARDO: Hopefully not to be repetitious, but ,

1 -

g 5' 'I would support the program as outlined by Dr. Holman, which is'

R. I

J 4| basically that one outlined and; presented by the American Board a
.: , , -.

! 7! of Nuclear Medicine and Socfety,ofiN [ ear Medicine, and I would
| ,.vp ~ ~~

8! ask. that the NBC consider the fact that basically what you have ,j
'

.0 . .

9 9, done in asking'the groups involved in nuclear medicine teaching ;

I ! I
i ;'

10 , is to get together and come up with this recommendation, is to

..
ig 11 go to the people who have been involved in the training and

'

a
y 12 i say, 'In your experience,-how long.does it take?. What does it-
z

( g!- 13 take?" And _from testing people for what they know after so much
I- ...

{ 14 ' training, that has ito be a mean, because obviously there are
,.

|
'

t !

5
15 , people who fait on doth sid.s of that mean, low and high.

;. ,

j-' 16 ; 'What is a reasonable amount of training to make '|
* | t.

s

{.17 people adequately safe in the .use of r:f.icactive :natorial for
JP -

>u ,

E '14 diagnosis and therapy? But particularly'for diagnosis and !
.

,

E |
.

19 ' internal use.I
' 20 , You have asked people who have taught this for years,

i

-21 whof bave a==4aed for years, and they have come back with a | ;.
,

22 ' ' . recommendation, and now'you say why are more than three monthse

"
|23 necessary? - 'And I agree with you, having been in the :

~

-

!.

+ 424 curriculum for about;three years,-that it is hard to correlate j ]
. . ,

25 quantity and quality, and it is hard to measure quality. .I:
n

,
|

*-
.. ,

'

.
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|
'l In fact,'it is difficult for even people doing -!

,

"

1 2.< certification g boards to give a written examination, and know g
n

3 that the person who.has' answered those questions correctly, can ]
4'

1

-4 indeed safely use' the material on a patient. Writing down a. .g
~

5 black-and-white answer is quite different from actually using it.1 Y

{ 6| Not to be long-winded, but I would like to say that

peopleafterthreemonthsoftrainingintheprogramsthatwe.y
7

g
,

,

y 8' have seen, come back with al1~ sorts of problems to the. institu-

U .

d 9 tion where they are trained. We get phone . calls all the . ti:ne '
''

I
E ,10 asking.what to do and how to go about it~.
.E
~

j 11 1 Three months has not proven adequate, and the people
m |

Iy 12 who have been sitting in; institutions answering questions can'<

z ;
'

(.3g 13 i tal,' you the students they have had for three months as ai

| ,.14 mean -- not.the exceptional individuals -- cannot do an adequate
g.

: - 5
'8 doh of **f*17 u' ins tha** ==tari=1' on * **tiant- 1

m , .L-*

-
'

R
*

16 on the other hand, there are individuals who, after,
* |

@ 17 two years, cannot, aither, btat they are the exception, and .

1

t! ;
i-g

~

: 3 18 there are rare individuals wno, one might at least raise the
,

ce

19 question, might be minimally adequate after three months. They-;

20 ! are indeed rare. j.
! ;

21! . So I speak very strongly to support the proposal e

22 as a minimum requirement for the six months. |
'

!

23 MR.;CUNNINGHAM: Thank you very much, Dr. DeNardo. f q
a ; ;

f

i. 24 L . Any other comunents? Dr. Griem. j
|.

25- DR.'GRIZM': I think the Commission'and this Advisory |
>.

,
|

~
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'

f 1. Comunittee .are responsible ~ for safety of the body public, andy- '-

'

2: ' ultimately the; efficacy cwithjwhich these tests-are used.
' ^

' ' '
.

' |-
. .. ..

.

.3 . Now if you? consider' that from one vantag oint the 'tl
,

.
, s

.

~ .4/ radiologists, have had extensive traiSing :in! image quality, image 'u
- .

.
.

analysis, and so forth, and on the other side, the cardiologist'
- . 25

-
2

.

. .

j .6 has, had extensive training in his needs, I. think that each of

C 7: them present"corkrequirements, and that as"you try to

.

[integratethisall,itheFederatedCouncilhascometogether8
' '

:|d .
,-

n 9. < and suggested:six months, andEthat seems to be a very logical2
--

4
~

E -10 ' answer in this very rapidly developing field, where equipment
-I

f | 11 and sophistication have moved ahead very rapidly in the last
,

a.-

[ 12 ' twoLor three years.
--

. m- , ,
.

( :;gg 13 MR. CUtREINGERM: Thank you, Dr. Gries. j'

1*

-| 14 Bill? !
u

. . . 1g
15

'

DR. WALKER: May I make one comment? I would

16 appreciate it if the members, when they make their proposals,*

g-
s

. | 17 make their statements, clarify this for the Staff. There are

18 two issues that are fairly _ basic to th'is, and that is the
c - i, 1,

,

.i .3
19 hours as such can be picked'up by someone over a period of jg

b20 time;in.other than a formal course,
; i
|. 4

; 21~ -The other one that we have been talking about, three j
.

| t
';

-

1
-

22 ' months versus six months, is generally considered to be a [
e

23 formalizad training program, one such as might he approved ;

f.
I-

! ~ 24 ' by~the Liaison Committee om Graduate Education. Thisisabasic|-
i

'

s 25 issue we.need to know, whether or not you are saying'to drop the'
i

t. .

py -r

;--
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i
~

,
lg informal portion'.of. this and- have- a requirement that all of. this .

'

>; I
-. ,.

.2 |
be under a formal program, or whether you are considering

,

-

~3'. j ' maintaining;both of-these routes towards NBC approval.
,

4 MR. -- CUNNINGHAM: I think I will try to get to that in

i- 5 sy' summary. -

| 6,; Dr. DeLand?~ ;

7 DR. DE LAND: I would like to make one comment on

8I your point. From experience, certainly it is- quite feasible to<

e .
. . .

:i 9| get the basic training as an intermittent thing, preferably
.i
E 10 | related to some type of formalized course situation.
E

[ 11_| You know, two or three times a week, or whatever it might be. ,

!8 ;

g 12 But once the clinical aspect 'is entered into - now |
. ,

,,
. - .|J$ <

. .

vE 13 4 I'm talking about the handling of patients, the relation ~ and
5 /, .

| I 14 so forth -- I have found it extremely unsatisfactory to do this

|p ,

j y, 15 on anything but a full-time basis.
m-,

[ 16 I do not approve of persons coming in once or twice'

m

|| 17 a week trying to get experience. It's a fractionation that-I
a

! 18 think detracts from the training, and at my institution I won't
"

a |
'

W "
19 accept it.

I.

20 , MR. CUNNINGEAM: Thank you, Dr. DeLand.<

21 ' Any other comments frca connaittee members on this
|
e

*

% 22 s ubject?

L

23 Dr. Webster? ;

1 *
24. - DR. WEBSTER: It's nice to be the last man.

25 MR. CUNNINGEAM: I'm not sure that you are.
t

|
i
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') (Laughter.) .

2 DR. WEBSTER:' As I see it, the issue really is the
'

1 - .
.

3; one of clinical experience, which the commission should require. ;,
l

'l
4I There is no argtanent about the basic technology issue of 200 +

.

5 hours.
-

| 6 i Now, that 200. hours is about five-weeks, if you did it'

7 on a full-time basis. At the present time, then, in addition
'

S to that, the commission requires eight weeks to establish that i*'

U I

* 9 i the individual exhibits a consciousness of radiation' safety in
i

i
E 10 i the administration and care of patients.
p
=
5 11 I *=phasize radiation safety because we are not

4

8
J

g 12 i talking about clinical competence. If we are talking about

. (' . . %
\

E 13 < clinical competence, we might like to push for the whole two
5 ; .

| 14 ' years, which the American Board of Nuclear Medicine is daranding.
s.
W

15 so, enviously we have eo ..ette for sewcaing less
-

5
m

-[ 16 than that. So we now have a five-week basic training period,i

* n. ,

{ 17 an eight-week clinical period. !

|=
N 18 Whatisbeingsuggestedto"usisthattheeightweeks|

!| 19 , be e gendad to 21 weeks, in the clinical area. That is five

''

i

.k .

: 20 weeks basic again, plus 21 :nore extra weeks to get up to six
\ \

21 ! months total. That is a factor of almost three expansion of j

22 the clinical component, and I seriously question whether such a-

i |

23- large increase, particularly since the p c pose of the- 1
L
,-

,

o

p 24 Commission is not to establish clinical ccmpetency per se, but
.

.

25 [calysafety,isreallyjustified. {
|- i

'
!
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L1'' MR. CtDOIINGHAM: Does anybody wish to comment onu
.

,

;1
'

21 1Dr. Webster's poutt? ' Is'it on this point, Dr. Woodbury?*

3| DR..WOODBURY:' I think that it is just on this point, t

4 where the nuclear. physician is supposed to have some element of

expertise -in many hof diagnostic nuclea.r medicine, handling,5

'

j6 safety, so on, in all fields of medicine.

7, As I mentioned before, to consult with cardiologists,

8 urologistis, 'andocrinologists.>

d
n 9' My suggestion is that in order.to gain the experience

-

I 10 '
s

and the expertise, in order to do what he holds himself or

t. | 11 herself out to t do, it - takes more time, it takes more time than
s

'

_ g ' 12 three months, all-inclusive, that we now have.

Q.: 5g 13 I
-

. .

It would'seem to me that in order to protect the

pah.ient's'safetyintermsoftheadministrationofradio-
,

14
.

15 isotope in all the spheres of medicine that nuclear medicine-
'

L' g 16 < impinges upon, it takes more than just tue required period of
- w

17 time now. '

5 -14 MR. CUNNINGHAM: Thank you, Dr. Woodbury.'

,

J~

'

19 .I believe Dr. DeNardo was going to say something.
,.

'

3| DR. DE NARDO: I was just going to add the answer

21 to the question was raised, does it indeed require.this much

22 increase? Yes, sir, it does.
,

23 MR. CUNNDIGEAM: Capt. Briner? !-
~

'

!
24 CAPT. BRINER: I would lik,e to remind the committee i

y 25 that one of the presentations this morning, there was quite a

4,

/ i,
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_" "1 idrastic increase in the so-called basic.. science component:of the. '

x

:2 ' training requirements from'4the ACNP which increasedT that basic - ;
'

r
/

32 -component from'200 to'480 hours.- I think that needs to be h
'

*
.*

4 recognized, at least that that suggestion was made.
, .

!

- 5- MR. CU10tINGHAM:' ' Any other comments by . members of-

j 6 -the committee?

7j :Dr. Collins.
'

8 DR. COILINS: I hope this isn't too-facetious, but it.

i- .

2 9 does appear to me,-as I listen to this, and as I stated in my
Y

,
. 10 previous comment.on sentencing, whether the sentence is for

.

j- 11 | educational purposes or deterrent purposes.,

o 3

[ j ' 12 ! (Laughter.)

]. i.

-Q E=
13 ' MR. CUNNINGHAM: I think we have to bear that in mind

, ,

| , 14 as we'go along. I,

,

N
- 15 -(Laughter.)

.

I' g 14 | DR. COIIINS: I want the punishment to fit the crime.
'

.

s

| 17 - . MR. CUNNINGHAM: Any other c:zunents?

.18 ' -Let me try. -I think we hade pretty well explored
- E 19

~

g q
the subject. Let me try to summarize where I think we ares

20 , coming out on this. Based on what I have heard here A
!

21| -. deliberations, . although we don't have n==a4=ity among tho '
;i ,

22 ' committee members, I would say that some consensus appears to be !
l

23 emerging, :and that is that the basic training ::equirements of j .

'
t

24 200 hours, the handling: experience at 500 hours, and the
,

.w

25 t. clinical experience of 500 hours, in themselves are probab17. ;

l_ [.

,
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: li' .appropEiate.
m ,

,

'

. 2' l The aggregate,'how these are aggregated, though, comes,
-i ||!

:3H into question, and the issue is whether that should be three !

4. .. months.or six months of a formal training course which would be

5 a full-time course, or the equivalent of a-part-time course.

.
j 4, . - As 2 said; the comelittee believes, or there seems to* *

e - ,

k7 he some consensus that the aggregate training should be somewhere -

r - 8 around the'six abaths, maybe four months, as Dr. Webster
e: i .O.a 9i suggested, or 'maybe somewhat higher 'than six months, as some

4-

10' others have suggested. But it seems.' to center around the six

i -
( 11- months training course. i'

'

.

a
d 12 ; But the basic hours assentially as they are, but.,

( g 13 aggregated in a somewhat different way.

I 14 Does that seem like a fair summary of what has been
,

,

15 |
said?r

|-
g 16 All right. The next' question on this that Dr.

,

s

( 17 Walker raised, and Dr.' dei,and addressed, was whether or not this

. E 14 , should be a full-time course, or whether it should be permitted
-

'

k '

19 to be broken up into part time or some other way, how this
~ ~

I
3 aggregated six-month training is developed.' -'

t

21 ' I would suggest that at this time we allow scue

. 22 ! flexibility for the specific training institutions to do this
.

{ 23 as they see best fit, and not get into that. | |
~

!
24' Do I-have some consensus from the committee on that?

|
t

! 25 If there are no comunents on that, we will proceed !

.
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1 on the basis' that that should be a decision' of the individual

2< ~ training institutions.

3 Do you want to make any comment on-that? )
"

4, DR. MLEIR: No .~
'

5 MR. CtnotINGHAM: A)1 right. Well, if that is the case ,

j 4| the Staff will proceed along the advice given by this committee .. i
1 q-

[7 on what seems to be something .of a consensus, and proceed along,

8 that basis. -

,

/ g
t 9< I will make the statement that based on this advice,
Y
E 10 ! and any training requirements that change following this, we |

| '

l
,

g 11 ' will'do two things: i-

B,

d
- 12 First, we will give some long-range notice, so that
g.s

. eople have ample opportunity to change their curriculum and. g 13 i p

14 training course. -;

i

g 15 And, secondly, for those who are in training or who
a

,

j 14 have already completed their training, but have not yet been
m-

- | 17 put on a license, we will take into account the change, and we

18 ; will consider some sort of grandfathering way. .

E |

19 Do the committee members wish to corJoent on thisI
m! suh3.ct: Dr. sotaan

-

21 DR. HOLMAN2 I just think that it is very important

'

22 that some grandfathering, some period before these regulations

23 go into effect, so the individuals who are currently in the.

I
24 programs are protected. !

i.
. . ,

l' 25 MR. CUNNINGHAM: Yes, I think Dr. Wagner, in giving -|

!
l
4
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p.

11 . testimony here,3 brought up a.very|importint~ point:for us t'o -!
i-

r i
'

..'l
.. .

2 *take-into consideration.
H

: a

3- So any proposal we'put out: based en1this seeting.to O

change the requirestantis will have a lead time fo$^the training'

4

5 institution $ to change their curriculum, to'not interfere with1
r . . ;

. ] 4, classes that are already scheduled and sa e in progress, and: 9
.

_ H
'

!,, 7 41so scoe grandfathering statement.- j

8 If that is all on this subject, I think we can movet
'

a

.
. 16

d 9 on to the next subject, which has been discussed in part,'and.'

; r -- y;
,

10 ! that' is the. training and experience requirements for limited :.1
'

d

a
. practice 'of nuclear medicine, such as may be the case for ']{ 11 |

'

[ j 12 ' cardiologists, endocrinologists, and so forth. 4
,.. . g, .

;

-|=- 13 ' Bill, do you want to proceed with this?
.

_i5

14 ! DR. : 1ELIER: Yes. I think probably it would be best.
, , ,

.

E
to discuss these in two separate parts, th. cardioic,y first iis -

.' i'a

f le , and then go to the other limited procedures such as endocrinologyi,1
m

. {
17 ' -and chalmology, I think is an important one, too, here.- i

18 Currently as a result of th's last ACMUI meeting, we '

h ,

19 established that for physicians limiting. their practice: to j;- g 4

;

|- 20 nuclear cardiology, the requirements would be essentially the '| }
21 ~same'asthoseforhoupsIthroughIII.

,

-

1

22 ' However, since the number of procedures was much a

- 23 - more limited, that we would make some adjustment in the number |
;
i

24', of hours of clinical experience, and this was actually cut in j,

i

25 half. I

i
t

I' ''!. l-,
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pm ,

(M[ %s g.
'

,% ,( '| ' , .

7 d

'

,
,

: :. This particulariset of criteria ~ was publishedjand-KjlH
i, ; y- , .

m- . ..I-

7 - 2R rreceived'an awfu191ot'ofscomment. H
'

n ,- o yg
1'\

. . .
, .-><

~
' ((Laughter. )g, 13 |

-

,

a. .,

,i ; s s '' f

But this ia-our!curreat criteria.-
- -

=J
'

-

So I~think somer> + 41
.

q ,
-

_ . v::
~ 4 % 'N-'*'

..~f5 Tof the! things'we want to talk.about, is.there realli justifica--

~

'

1 's o - ticaD to say that nuclear; cardiology -is that different frost. the<

I 4.
,

-- ; . jp .s<.
g-7 |

7.J
rest:ofLthe; practice'of nuclear medicine, such that the -

12 !

o-mp
$' 7g i experience .shoul'd~ be -lowered, and are our current criteriaithe q

~

~

4 | . ..
'

''
,

er . =i 9~j = M aum necessary to ensure that physicians are adequately ]
.

' 10 | . trained to handle byproduct materials safely? And if they 'are h
'

,

1 1s

5 11 i na*,: ha"Jand "hr Shauld th*y he changed 7 That is what we need 3:1- -

*
.

,

~ g (12".; right :now. a
,

MR... CUNNINGEAM: All right. Doea any member of the _ j-

/ i 13
r .;

14 ' constittee wish to cometent on this?.

"
~

DR. WALKER:- I might say that the. Federated. Council's15
y

e' gr

_g 4 | proposal for nuclear cardiologyfwas that they.satisiy-the same:1
,

ea
T 17 , requirements- they were reccustending for houps I through III,

' j- 1

14 . which was .a:six-moisch prograin to incorporate at least 200 1
~

'

.

. f ours i|f- basic radioisotope handling techniques' -
. j'

. . . .

} 19
~ .f

'h H

G ?, | |1
. .,.

'

2D ! - MR. CUNN.COGRAM: I believe that was supported by the- l

s

v
.21 | American College of Cardiology this morning, was'it not? :

"
g

gr
1

22. j DR. MALKER: .Yes,'it was. j, ._

.
...

^

MR. CUNNING 2AM: All right. So what we have heard. ;- ,23..
3-y

-

3F
.

fraat' the Federated Council-and the cardiology folk would be .
.

24 - p
1-

-
,.-

25 to' endorse'the same training requirements, the same length of~ |I
y, ,

,

..

.'l n'

,
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.p ~ .x
~ X Is | ' training as_is;the| case for physicians who-want to practice a.-

, , . . .
.

-

.

u .-g,

L 2LI : broader' spectrum of-diagnostic p*.ocedures. our present training.
'

H. .
,

-

s? -( -
,**

,

.3, ' requirements are less than that.. .. f,
4 :Do any' members of the committee wish to comment on~ xr.

"4
' 5; this?? I'do need some assistance -from ene position or' the -other~

/

-.yo
-

,

'

.-{|
'e' ~ position. vI'f anybody wants to consient. :;

:<

i <

;
:gJ s 7 j ~If not,cI:will call upon aach of you to take some

, .
.

.

.

'8 ' position. Dr. Holman?
$qg.

9 DR. HOIJEAN: - Well, I hass a' problem taking a position.- '

. Let' me explain the problem. - I see what has arisen, pri:narily,10; : .i<
-n ,

j 11 1 in my mind', at-least, as a: semantic issue on this point with ;

m ,

12 ' ! concurrence: of the American College of Cardiology, and basically .i

~
'

13 the saas' training requirements as that of the Federated Council,Dg~
14 -and Society ofliuclear Medicine, bj

I15
I

H
. FThe issue ~I see.is the primary one, in my mind,'is

-

;
.

* ~ -i
1 g - 16 that afghysician who has limited ~ his training to a particular

,

e
17 : area -- in this case, . for example, it would be the applications y

i

1 18 of. radio tracers in the heart -- having fulfilled the requirement j
q

^ g ~ 19 ']
"

, ,

suggested by the ' American College of Cardiology and other j
g

'E! organizations, should be able'to attain an isotope license, a

21:j specific license,. based'.on his limited exposure to the spectrum; ']
.

, ,"

.

<

22 of' radiopharmaceuticals and procedures, and should have his
.

i.

: 23 ' license.'in some way restricted by the NRC to perform these .;
j'.

', ~24 . Procedures for which he has experience.
J|.--:

. .

.As long as-that can be acecaptished under current Y23' o>

.i j4

t i

. .[ i
..s ,
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"18 i

'

'

g
.;,

_

'd ,M L1. l 1or planned procodures, then~ I_ think the concept of.a limited 4
2

.

~" - 11 .

, .. 2 / . license :in cardiology becomes a~ semantic one, as -:long as the --

. . -[?. :3;1 -individual:is.able W obts.in.a license'and havefit restricted in J
-

-

- ,

1

. i4 :its use;to those procedures and those radiopharmaceuticals for
y
.

" .~ - -5 1which the individual'was1 trained. 2

; -

.|
-

_

. , ..:j 6' .MR. CUNNINGEAM:. Well, then, are you suggesting %that';

J7[ we should keep our present training requirements;and not change

- '8 , :them?-
0 |'

4- 9'' DR. EDIJi&N: . I'ht 'saying this is- based on the, assump-
.

b 10 tion that one :would change the-: requirements to what I previously.
'

,

t . i
.

'

{ 11'; recommanded, six months.
-a !-

[ { 12 j MR. CUNNINGHAM: To six months.

13' DR. HOLMAN: Exactly.
. - ./a .

. I' 14 MR. CUNNINGHAM: So that you're suggesting -that the
_

'15 total training period cover for a full-time course would be*

m

{, g le six months, with a breakdcwn of distribution of the training -
,

w q

[17 along the same lines. All right. !4

: . . . ~ .

. f747 : 18 Does'anybody else wish to comment? Dr. Gocdrich?-,

= .|-

g. ;-

19 DR.~GOODRICE: As it was.' just explained to us.:duringy.
.

. .

.. .

.

20 ; the break, the present procedure, I.believe, that's being
,

' 21 ' practiced by the Staff is to indicate the licensee has permission |''

i

s

i |-'

to practice within the limits of houps I through. !I. Ihat's J22
.

I' 23 on one'line.
;, .\ |

,

'
t~

24 , But then under " comments," it is implicit, I~believe,i j.
.

i i, ,

,
. .

'or some other place in the licensa, it is implicit that his 1- ),k. .
'

25'
- p

i-
; i :.|'
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I
'

,

-

'{{ h 1.Ll ! j practice Sand his actiYifies- be"limitedltoi hose _that pertain- to *
t -

,

- f2^ Ithelspecificiradionucildes andIthe clinical applications of. those,

n :
- 3; :nuclides., s

3:

'4 #g '- - JI gather that that has some muscle beyondithe level-
'

- - a

of houps I?tihrough III,iwhichiare far more inclusive.?
.

5 But-I

y c6h - M E a MO h comh - M h m e be & cle in
#

m,

?7 ithe. public iview -- it is. obviously not quite astclear among! .,

| .8'
: ,

N these comunittee .ammhers. ~And if 'ituis not clear with us, then.
: -- '

J ,

"''l how clear is it with the people who - pardon me' - the enforcers
~

1 10 ' '*

who go and. inspect, and just how well is this going to be
'

_

5:il managed:and implemented beyond the level of the individual
'

n.
'' 12 phys'cian and hisipractice?-iE

1 . . g ,

- / 18 L I-

S
DR. WALIERs . .;If = I may interject, the license itself. . _ .

, . .
..

! , I4- is very. explicit. It says what materials you may use and what
a
'{ 15 I quantities you may use them, and_'for what purposes you may use
n+

f d I8 them. These are very specific items on-every license, ls

,

bu4 -II It also names the individua*.s. As'far as the
- .

18 information is readily available to anyone who ~has this license.

h
'

U,

g And this is the point we try to make, is'that' license should be|

,

E'

read:when it comes in. If they den't read ~it, they don't know ;

; <

21 what they're authorized to.do.
;,

; -
.,

go , a, far as an individual, Dr. Kolman referring .!22
r

!

23i '

to an individual being. limited, each individual's training and
,

t H
-

-M experience, when it 'ecues in, is thcroughly evaluated to see | -|h. .

i

- .:a y |

[ | exactly what materials, what procedures he has the experience in l25
~

L . i-
|*

v
,
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, \,

, , . 4,o go .l'c > -
-.

% n:

1q ~ and :what' he ' is authorized" to do. So that is covered. Ni :3/

'

~ -: 2 ' MR. CmOtINGEAM:: 'Dr.. Webster?,

%- .-

'~
"

~'

f3. !DR. WEBSTER:. I'm probably. going to be' speaking for-

( 4' :the minority again, but that's. fine. Right now on Appendix k we ' :
i

- . -5r Lhave' a section 2- which says training requirements -for specific-

.I O ~ diagnostic' procedures -- it's quite short, and I would like toL

(7 read:it to you.

8|
U-

.

"A physician who' wishes to b'e authorized for-
8 3i only one.or two specific diagnostic procedures j

110| . should have training in basic radioisotope
m - .

-I II' ' handling techniques and clinical procedures
.m

12 | commensurate with the procedures and quantities !

{ 13 of byproduct material being requested. Such

I.14Y
!requests will be examined on a case-by-case

,

15 basis by the Commission with the: assistance of! ,
e ,

'"

si 'IO | the Advisory Comunittee on the Medical Uses of 2
6

m :

II '
'

. Isotopes." -

:i
-

I8 Isubmitsthatappliesquitestronglytothepeoplewho[1

|- | ]IE |want to do a limited amount of endocrine work.- For example, fe
4 ,

, .

20 l they want to.do thyroid scanning. And I would think it would

- 21- be.very onerous to. insist that those people should have six ;
V

22 | months of overall training,. which seems to be the drift of this j-

,

4 ,
,

23;f particular meeting.

M I. would feel strongly' that the special consideration .
;, ,

25 :o2 people who don't.want to do the 'whole gamut of nuclear
*

. - i
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m a i

'l5 Leadicinaishould continue.. I think it is only fair to those-A 1g
. Li"

- , .. .-

'* J2 < physicians. -

a

. ;3 MR. CUNNINGHAM:'-Dr. DeNardo?

4[ DR.-DE NARDO: I?d like to start with your' specific j

[ LSl
f e=- example, in that perhaps one of.the best examples to the contrary j

,g ,

> 6 r my reason for not agreeing with the entire concept is the i

[k 7 section' that you have just read. It its esemplified by the |
y|; . ,

S' thyroid scans that we see by people only doing thyroid scanning. j
t c . . -7 .

,

They are technically usually
'

8 9! Jou frequently cannot readtthem.
,

! ""'' ; h
'

|o. .

P. 10 inot -- the ones we see'broucht in or..sent.for technically are- I
~

I.11 ~donelin such a mannar that they' vere ariisservice to the pat.ent.
, :.

i

i
'm - '

.

"E 12 | Ihaveseenmanyexamplesoftyt, and I think my
=l

? | t .15 colleagues and other colleagues in.this room can recite those< I
, 14 ' examples, too.'

~ 15. What we are talking about is that except for a few

| j 14 _ procedures which I think can be picked up and perhaps may or
s

17 any not justify major, exemptions, usually 3or the patient's
. .

| 18 - nagge, diagnostic procedures of radiciosotcpes, the basic radio-

h !

.19 ' isotope, physics and chemistry and radiopharmaceutical and dose

3D | calculation and instrument calibration, and the ability to put- .

14

1
~ 21 this into patient care, those multiple hours of training we .

!

22 J were just discussing in terms of the general uses, are all i,4
,

n .

" '23 . necessary'in order to do a safe job and an adequate job of [ '

- 1.

24j . applying radionuclides to.the diagnostic practice of medicine. |
o. -~ r

.

. 25 And so I dos't think it is different-if you are just j.

3 3
5 !

l'

.[
~
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- 'l < =doingithyroidscans.;iYou'cando.adisservicein-thyroidscannid(t. . -

1 1 y .- n .

2| if you' don't- have _ thei .other background, : and I- think . thatL this ~ %.
~

-

- --S u{ -

~ 4^.

~

,

1has been barne through in-many,-many clinical practices.

4 - MR.- CUNNINGHAM:~ . Dr. : Webster, do..you want to rebut?
:

f5 DR.LWEESTER : It's.obviouslyja very~small subset ~
L. '6

of the total' picture. One must bear-'in mind' that the performance -+

'I
~ 7 j . of a. thyroid' uptake test 'is now, permittedJ under a ' general..

~

-

1 *j
.

license to physicians-'and.rqquires no basic science training at
U

-

9| . .

.,

all. However,~many thyroid specialists who practiceitherapy

with I-131 can already meet the required 86 hours of basic
,

"~ ~

science training which includes instrumentation.,
~

N 12 |
'

DR. WALIER:. If I may, can we still separate this-' m
4 7

la-

| out, the. cardiology from the rest a little bit? We' sort of ;: ;
<

I.
moved into the next subject.

I 15
i was.it the consensus of the committee that cardiology j

'

=
e-

|u, would be essentially the same, recommended that it would be |,

essentially tae same as hups I through III, with limiting

the-individual to those procedures for which he has experience? I,

19 | |; ^|
'

| MR. CUNNINGEAN: Well,- let me try to sumatarize now. j -)

20 I- i
First, we have had reports by the Federated Council |- 1

! I

as well-as the American- College of Cardiology, . supporting |-

.

j..

! 22 ~1
the six months of training program, equivalent of training. for o

' ' huupsIthroughIII,d,thoughtheemphasismayhesomewhat ,; _
~

.2'

1'4 I l
s

different.-
(. :-

I25
I gather that most members of the committee suppcrt { j

'

.

-

! '|
. .

. : |
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1' this.-- For- that reason,' I. believe that the staff will--take under j. -a
m - y e

,

^ J2 consideration a proposal;to require six months' training, with--

* ^ ~

,
.

,

41, ..i

^ appropriate breakdown.of training for cardiology.
% .I

'3'

, _

q _

'

, . .4 Is that generally- agreed? I- take - it that-fis general
,

lO . 5 agressant.-
la ;h: J

' '
" & The question of' training = requirements ~for other

-I 7 specialty groups,1particularlyzthe endocrinologists, for ]
~

,

: 8 .. diagnostic - . and we're -not into the therapy yet -- but for

d |! . .

9.. -other diagnostic procedures, I think requires,~a lot.more study

I
10i

~

and consideration than it has been presently given.p

11 Aa response to one of Dr. Webster's questions', at>

s.. |
12 i the outset of this, was whether the Federated Council had

. , _

u s

( , g 13 representation by other specialty groups in ecsting up with a -'

' '14 sixPaonth training requirement, and I. gathered the answer to that
,

15 j was no,- with the exception of the cardiologists. I believe that
i_:. m j
'

f 16 . until we get a better feel for the range of- diagnostic procedures
. *

17 .we-are: talking about, that we had better handle these on a
-

~

s 18 case-by-case basis. l
, ,

j.

19 I believe that should be a subject for further]"
.

20 i consideration at another meeting. However, I would lika in the
i i

,
'

1,

y; ~ 21' interia to get some constitment frcs the Federated Council and 1

.

y
22 various professional groups, if they will get together on this'

.

23 point and.try to achieve some consensus as they did for !
.:

;,

[, 24- | cardiology. !

(|a. .-

' 25 - So .with re!spect' to cardiology, I believe we should R

| ( , .. s ;!
'

-v ; q

g: -,~
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% 1' [ proceed'on: the badis. of .six monthsi and with respect to someDef y . .

,.2 'these other'subspecialties,-I believe-this requires further?{s , , .

- M - !B consideration of the staff.
-

n. ;

f- 4 . ' Dr.;Woodbury?~ ' '

T.4'
- -5 DR. WD00scaYr I'm just going to express an: unpopular,

'

~

-
,

S

s . position. . 'It really distresses me to see, after all the years--6 ;

i-

.

' k .7/ of work 'and endeavor .that has gone to establishing ths ' discipline M
~

es.amaanw .
I

i ~4 gnedicine and the boards, of nuclear medicine and criteria ' for
: training and experience in nuclear medicine,thaf 40s,'.would. now begin toLq

'

d i 1

d .- 9;

j v

10. ~ fragment.- Because if we now fragment out the cardiologists, then: a

. 11 why can'} we then-fragment out the endocrinologists and the5 <

B

( 12 - urologists and the c ust people and so on? .,
r - E H

3 U-'

g 13 It seems to me that if we are going to develop the
,

14 ' criedria forkscipline that can impact and impinge on all the
4 0- t

> - g 15 diagnostienanalyses of. nuclear medicine, that we are ill advised d

g le- ' -to continue down the trail of fragmentation. I
. .8'

-17 I realise the' difficulties that this employs, and

Stad 1j
18 so.on, but certainly for the shortened, for the next few months, -;

m. ,

I

19 -it is perhaps prudent to fragment. But for the long haul, it >

g ,

- E seems to be an ill advised route to take.
.

21- It seems to se that all the work that has gone into - .;

-[--

22 establishing the boards of nuclear medicine and the ericeria !
s. , ;:

e ' 23 ; for training, so on and so on, that, too, at this point in our i[
~

- ;.

development now begin to fragment off groups that cannot look at [ ]24
,

' i.- .

j25 or cannot deal with or cannot utilize the whole area of nuclear
y& _ - . _ b xy

'
;

i i4 ,

- g- Is
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& A.; , m
.. medicine ; seens i to | me lto ? bi i'll'f advised .

-

f i;'
.. , . .

.,

"
m. J $C.'' l
. -- .y , .,., ;.. '

- -

.; b ~

. . ,

M (2H :MR.' CC10tI18GHAM:, Thank you,; Dr. Woodbury. I can-
m

: /.-

is. appreciatej vour. concerni . However, I . question whether' it is the '!
y

. .. . w -

.
,

.
.

. ,
,

M ' f4 E - rolefof.a"iederal agency to address thatCconcern. I think this (2
~

,

~i'

,-5< is more a role'that'should be addressed by-the. profession itself,-

-
\

"~s
. :o,-,

_
,

-t]- 6 rather. than a; government- agency, as it does -in o'ther fields ofs

0*
-

j| 7 ' medicine.- ""

3 E_ - M i'

r
? | 8 Basica11y 'if we go back to our initial premise, our- '

.s,
, , .

-
.

,
-8 . 9 '; principalfconcern for federal' regulation-in!this~fis1d.is.to

.

10 " ensure;some degree.cf safety in the use of these materials

?] 11 without addressing the question.of the quality of the practice<

a i

-f N g[ 12 f,

I believe- that the basis- for restricting some fragmentpd !

.
;of medicine.

ul _,

'

s . 5' 13
|s!.. .,

, .14 groups or specialty groups, if you will -- I really think this. I'

, ;
.

~

~ g 151 is a. question that has to be-resolved kithin the profession- 'Y
8 ; * --

,_

; -[ 16' itself throdgh the various boards, and not through a governmental
,s -

,.
- - - 4

17 i agency. '.-
. ~.

,

re 18 , 'I see'an. arm,=but I can't quite see who it's attached I'
.-

' ht
-19 to. Dr. Workman. ' '

.I:
--

'

y. # 20 | DR. WOREMEN: I would like to ask a question.. How
i,

21 : big a problem is this, really, in numbers?' Are there a lot of I
:

-

;
_.

.

j22 ~ people who are~ interested in just doing thyraid scans? :

23 DR. MALKER: There are a fair number of applications
;

; i34' for this~ type of thing. t

. . :.x; . .

!I 25- DR..WOREMAN:- Specialty things only?
.}

'- _c .
,

w .,

c' .+ ' }.
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- A 1- DR. WALKER: I don't have specific numbers on it, but-
'

.! - *
- : o

,

. . ... .- i

? 2i ;we 'do receive : theseL requests .on a- regular basis.
.1 ;

[e 3 3j iMR. CtWAINGEAM: Dr. Webster?
"'

.

#

4 DR. WEBSTER: Jast to comunent on Dr. Woodbury's
~

'

5' ~ attitude, and that-is what he is suggesting is that if we were'

3 ,

i R -

y j -6' 'to' apply-his opinion to x-ray diagnosis, that cardiologists'

7 .and orthopedic surgeons should not operate x-ray' machines. I

~

;, 8< think;.that.'is far beyond the competence of a group liks this to |
e e .

d 9- determine, and I think the para'lel is-very apt.

P 10 MR. CtMNINGEAM: Dr. Goodrich?

l11
y;

DR. GCDDRICE: I. would' make the ohservation, based7 .

, - - _ _ . ~ _ _ _ _ _ . _ -

_ g 12. , on what-Mr. 'CunnLa-h== stated, that it may be inappropriate at
[4 H v- .

.

-.(,,/,3E , a13 '
-

this point for NBC to . hear and to act favorably on the consensus '
;; y- .

c 14 of the Advisory Commaittee with respect to cardiovascular and
-.

15 nuclear medicine,-and at the-same time establish a different

*
14 caste system for applicants from other subspecialty areas, |g

. e ;

-17L which could be perceived as an implication that those other l,

,

|. .

18 areas- of medical practice -lack the complexity or perhaps have
'

,

.h
19- greater complexity and greater potential impact on the medical J

!-

;. 3 eammann i ty.=
- . . .

._E * ' '

P~ 21 so I believe it would be my recommendation that the
;

22 ' six-month training period be looked favorably upon, ar.d applied

( 23 : to all applicants for; quote, the limited' license, or what-have- !
, . ;?

c 24] you. !
n.

;25
~

MR. CUNNINGEAM: . Well,-I believe my position may

: ,
' '

, ,

h,
.
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-

I je, ,1 - -have been.a'-little bit, misunderstood,~Dr. Goodrich.- I first said' -

'

i
'

2' 'that'we were not: going to come;to a consensus of opinion, except'

;

,.

3- with:the cardiology and.subspecialties. p
.-

-4 ; I did not.say that we were going to apply different

i . .. ..

- 1: S' : criteria to, the other4 specialty groups at this tims. What I said
o .

[ =6, ~was that we will consider these on a case-by-case' basis,.but 1
'

~

.- i

k 7' not come to a v4 fic understanMng which would serve as the -l'

t g ,

3 8' basis'for advising as guides. |
-

d i
"

I ast concerned that. groups like endocrinologists.8 9l-

10 apparently have not been consulted -on these things. I don't

;-

; j 11 know, t makestany -difference, but nevertheless I think it is .'B 1

~

premature to lock in on this, if we haven't given them an. S|
^

. ,Y. [ 12 ' |

.

(L > g 13

.

l
-

.
opportunity to' explore this.

~

- -14- , We wil1 be consulting with members of the committee

15 , as specific cases come up, and then we will try: to write a
|

j 14 conclusioc ~ on a case-by-case basis on these other groups.
*

[ 17 Dr. Collins?
"

E 18 , DR.' COLLINS: I think if I understand correctly,' .I
,

ng
.

g
19 , 'Mr. Cunningham, what you have said is'that again we must have

,

t 23 an. answer, this is'a day in court, this is open to review and

.

'

'21; consideration.e
;

22 :For instance, I don't think we have enough informa-
.

,
"

> ' 23 tion really,to pass-on this. No one here today has mentioned ;,

':
,

24 what these tests are that -endocrinologists would like to do.
;

25- There has' been nobody to ' speak for or against them. j
ig

" -
. . !

~
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_

'

11 . The two major ones are the scanning and the -blood, .;,
,

,
'2 " pool detector or_. appraisal, and there are cardiologists who !

b' 3- don't' think that either one of these are very important. And
~

14C we might well'be. making a mountain out of a very small molehill i

~i
-

h
'S '' 'here.

we
[ -- ] .. | 6 So Two need more information to really appraise this.

m -I gg

d 7j MR. CUNNINGEAM: Does somebody wish to ccamentron"

!: .8 Dr. Collins' observation?
^

d
a 9 Dr. Holman.

#
Y
E 10 i DR..HOLMAN:- We have representation from the
1 -

o j 11 ; American College of Cardiology. Perhaps could we ask them to
m ; ,

j 12 | address that point?
!

~

~

[]=
i '!.

13 | MR. CUNNINGHAM: Yes. Let me get out my list. I'm |

- E

| _14 sorry. Will you. step up and perhaps address Dr. Collins' points?
.

g . . 1
is R. aORrR: I a .ffr.y morer.. |

5
m
*

g If I understand coerectly, Dr. Collins, you are askingl16
w

. || 17 what procedures the cardiologists are requesting certification
a

~

la for. [
E !

19 DR. COLLINS: Some cardiologists are requesting andI
20 | some may not.be.- |

21| DR. BORER: Yes. Some cardiologists are requesting !

|
|

'
- . .

.

22- certification for the'.use"of isotopes. Basically'there are- i
I-,

23, three z clinically-applied techniques in. nuclear cardiology today. I
~ ; y

- -24 One, as mentioned, is myocardial perfusion ;.
,

~
:-

' 25 .sciatigraphy, which in the clinical field today involves the j
-. 3 -

,, ;
; t

} .

.
~,f ''

,: -
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~\m
;1 'use of isotope Thallium-201.1.- ,

'

. 12 The second .would b'e radionuclide angiography or blood ' i

3' . Pool scanning, using Technetium 99m, and -that procedure might
a

1

4 be possidered as involving the use of Technetium labeled M -j.

e ;

human serum alb d , and also the use of Technetium labeled to5

j 6 red blood _ cells by one technique or another.
i 1-.

h 7| -And the third would be Technetium pyrophosphate

[ 8! scanning for myocardial infarction. That is myocardial infarction

? a .. .

These would be the
i

n 9 detection with infarct-aarid.' agents.

Y
! 10 c14a+~ 11y applied tests today.

: a
ir g 11 j There are, of cou;tse, several other techniques which

a,

y 12 , are in.the experimental phase right now that might be found
'

# , .

k 13 to be clinically valuable later, huu these area the techniques

.5 14 ' we are talking about today.
-

e

'"f ..

is xa. Cumusnosax: -Thank you very much. . ;
U.. 5

,

g 14 It is-my impression that the cardiology procedures-

J .
.

f- 17 have been pretty well explored by this ccamittee and by groups

~

E 18 ' we have asked to look into this, the Federated Council with i

k ~ 19 , various -professional representatives, professional group
k

,

3' societies, groups and boards represented in.the. Federated
1

.
- .; .

i: 21 ; -Council. '

[: !
'

~;[s*
'

22 | I don't think that is the case for other specialty
|47 . y

[ ~'3 t'
s 23 groups. So I would, with what I believe.is the consensus from

i
.

..

24 , the board, proceed on the basis that we have enough information ,~-

s

_ .} _ _
-: .

- 25 a about cardiology.to agree to what has been outlined thus far, '.
I
t

.i.

' ~

!,
.
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;
_

h. "" |1 Lbut EeLshould: hold off on"the others and seek further consulta- -

'

.qo

~ ion-onithat.. I I'tC
~

'2
l

-30 Any.further commants?
2- . . l

'

4j
-

'If not, I think_it is,getting. late. We should move.
-

15 on, w
,;

j 6| Bill, what 'is the next subset?
,

.
- .~7 MR. WALKER: The next subset is the; therapy in

8-{ IV and.v - and thera are two questions here. The.first one is
-

,

?- e .; -l
A 1 9| again the limited license, and what we currently do in the

3
.

10 'sec.ond ons- would be -- I think we'll probably wait on that ~ ' ;for ;
i

|'^

| 11 the[ American Board of Nuclear Medicine, and whether or not to ;

3 '

/,g ( '.

12 , accept certification by. that board for groups IV and V. But I
:-

w/gg 13 think we ought to cover that later.

,

. _ j, 14 | Essentially we have been in the past for any of the

. 15 ; procedures under houps IV and V requiring 80 hours of basic
= ;

j 16 . radioisotopes handling-techniques and. preceptor-specific'

e
17 experience, a certain number of cases depending on a procedure--

E 18 being authorized. t- ,

- , |_.-

E i -

.

19 ; Under the Federated Council's proposal, they would
- I

20 i
,

eliminate this limited authorization and require anyone getting-

i
''

21 I i ian authorization fer these therapeutic groups to again get- 1.s
: I

'

22_ ! ; the .six'_ months' integrated program, _ incorporated the 200 hcurs
-

23 of. basic radioisotopes handling techniques.
~

',"'

24 ~ And the questien' is now, as it has: been, are our
~

;

i:2. t currene re,uire.ents sufficient in ehese cases to e- ure cher

i>

t -

> _.

5

-
.

,
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1 safe ==melmo' use' of these materials? .If; they are not, how:should--

EH - 2 Ithey'be changed?
,

3o MR. CUNNINGHAM:- Dr..Griem?

4' DR. GRIEM: In-radiktiononcology,itappearsthat'
2
'

5' some of the. liquid isotopes are becoming _ popular, particularly'
. 1 __> u . . ._

j 6' ~ phosphorus for=e M -tumors.and so forth.-
- .

E7 Now if one considers that'in treatment of cancer of-

the ovk Scage III, for instance, this 'is really an integrated,^
~8

d
a 9 combined treatment consisting of some medical encologies,

'

Y

g 10 l nitrogen; atstardr and a half dozen 'other "mlating agents,-
; " ,,a.e

p -g 11-< and i metabolites combined possib.. with radiation therapy, J3
A B

[ ( 12 j which requires a third degree ofTdesimetry and sophistication,~

~_

f y ;I

. . i .13 ; put together with radioactive /-32, then I wonder'if the proposal-

. .!

e ,

} | 14i there really covers that correctly.
.

E
j -15 I would guess -not, when you start working on the-

1, m ,

f 14 questions of strip radiation therapy, dosimetry, and start
'

8 -

t -

i,li 17 considering asysets of the :nedical oncology involved, and I

) ~ wondered if the- Federated Cannni esion would like, to talk a little ]i
'

: .

E E 18
.

E
19 bit further.about that.

> I
.

20 MR. CUNNINGHAM: Is anybody present representing H

21 the Federated Council?- I don't believe there is anybody that - - i
.

-

,

22 can speak for the . council itself, which is rather unfortunate.
o a.

-23 Do any other :nembers of the committee want to l
i
I24. commer.t en this' point at this time?. ,

r .-
'

L 25- Dr.' Workman, j

m
|
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'

'l ', DR. WOR 30 TAN: I think that the 200 hours, as proposed, ;--

i .

2 would be adequate for basic techniques, but I do think that
,

3 there sh' ould be a specific ntumber of cases where procedures
; ;

4 . should be added to that. I think this came up back in Januaryy

"

- 5, .when we talked about it before, where there were people who

.
I

] -~ " 6 , might not havelhad really specific case experiencer and it can .

I be very important, rather than just the general feeling of the

'

| 4 whole group. ~

.,
d 9; MR. CUNNINGEAM: Thank you, Dr. Workman.

,

l

10 ' Dr. Webster. ;
.

I 1
= ,

| 11; DR. WEBSTER: I am concerned about the -- strangely
|'

4-

.. m

j 12' enough,'abouttheclinicalrequirementsforhoupV.,.
,

'l I
' '

_. = 13 ' (Laughter.) !

E i .

.

.||14 .It seems to se that there is a dichotomy here. In
,

15 !
.

hup IV.'where we .were talking about iodine-131 for treat:nce.t
,

g- 16'.' of hyperthyroidism,'where we require active participation in
w
g 17 the treatment sf 10_ patients. When it comes to cancer therapy, !

- a

S . 18 . you. only have 4to have active participation ^in the treatment of f
C
" |

19~ three patiants.- And-I would think it'might go the other way,
R

'
?.

' I
'

-20 1 'and.at_.least I think there should be some equality there.

21! . So I .would support: some' increase 'in the clinical |
'

'

i
'

1 .L ;

22 ' regiirements for cancer treatment by iodine-131 of.less than ],

<

.:23 . /
.

i# the minimum.
! 3, , ,~, -,

,

c ,
,

With. regard to the basic radioisotope handling j j24'
1,. .

.

'.4 .

-i
25 -1 n tischniques, I think tone must also look at what is required for.

,.- .

s
. -

. jj p F ]> ';
[,$5 f .

_

..
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l'; houp VI, which is the basic radioisotope handling techniques
'

2- for sealed _ sources. For sealed sources, 200 hours is being

3 required, and I am wondering if indeed these are less hazardous 1 :
i .

4 zor, excuse me, more hazardous than the~ unsealed sources. I

would have guessed it was the other way around, that unsealedg5
] 6, sourcec present more problems than sealed sources. ,

7 And so.I would think that there might well be some

8' increaseinthebasicradioisotopehadlinktechniquecomponent-

for houps IV and V. I'm not sure I'd go all the way to 2009
<

10 hours, though.

| 11 DR. - MAIJG|R: ' While we're talking about the number of '

B i
<

1
f 12 , cases, the way it is written is a little misleading. However,

. . .

/ .5 i

for the hup V, the cancer therapy, that is tube three treatments13

14 plus the l'0 that they had to have in the treatment of hyper-

g,15 thyroidism. So'the three cases would be in addition to those. j.

- g 16 . So it is a larger ~
e ,

{ 17 DR. WEBSTER: Well, suppose somebody comes in for

hoop V only, which is cancer treatment with iodine-131.18 ,

' ,g
19 i DR. WALKER: We require that they work with hyper- ]

g

' 20 ' thyroidism as well. ,

q

21 ' DR. WEBSTER: That's not at all citar the way it is

!

22 written.

23 DR. MAIJCER: I know it. We have a n2w revised guide

24 coming out very shortly that makes that much clearer. [
~

I.

25 ] DR. A1MCND: I just wanted to support Ted en the j
I - [ j

g
l -
;

.' w. ' ALDERSON REPORTING COMPANY. INC. j
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," , ,y August 19, 1980 1
-

.

i

|
;

Mr. Richard E.-Cunningham
Director-

_
~

~

1

Division of Fuel Cycle and
'

Material Safsty o

office of Nuclear Material RE: Changes to ACMUI regarding ."s l
Safety and Safeguards August 18, 1980. 4.

j~ U.S. Nuclear. Regulatory Commission |

Washington, D.C. 20555 .
j
l

Dear Mr. Cunningham,

.Since the AC11UI Meeting yesterday, I hAve.had time'to reflectm,

further on.some of the. opinions I voiced, particularly with regard
-

to the present. licensing requirements for Groups IV and V. Actually. . -

I did not reali=e that the. adequacy of the. requirements for these
particular; (therapeutic) uses would be raised during the meeting

,

since the agenda: item appeared to be related only to whether diplo-
mates of the ABNM should be automatically approved for s.uch therapy.' '

My comments were therefore made on the spur of the_ moment without !
'

the more reflective consideration which I would have preferred. |
Therefore I wish.to modify my-remarks regarding groups IV and V. |

1 !

J1. t Please therefore add the following comments with regard-

~

to the clinical component of Group V training with regard to
thyroid -cancer treatment. These remarks should follow my
response:to Dr. Walker in which I said.that the interpretation

~

~of the-3' required cancer casestas being in addition to the 10 .i,

hyperthyroid cases (Group IV) ~ was. not clear. in Appendix A. |
1

- ,

-

u . 3"I:suggest that the explicit inclusion ~of.say 5 hyperthy- 1

roid. cases together with the current-3 required cancer cases
'would be, adequate. I recognize-that even in a large general ;

,

hospital,/relatively few thyroid cancer cases are treated per j
year (at -the Massachusetts General ~ Hospital approximately 10) ;

'

and.therefore personal participation in the treatment of more i
Ethan:3 or 4 such' cases would be difficult during the. course 1
ofoaltraining period of tte order.6 months. "'he manage:ent

'

0 '

f = cfQp.mrthfreid e- es!ir . e- -in:.britier f:: ' a r:9inti:n ,

3 -safety poinczoi view to thac of cancer. cases and therefore ''
,

. j itherir ; inclusion explicitly would. increase the relevant exper- !
'

:i '~ience of-theseLtrainees."- .

?"
'

4
-

.

3,, - (End of first insert).
'

.
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_

,

'

;
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1 ~ iMr. Rithard2E. unningham ase
^

^ - 7 August 19, 1980 '

y
'.: . i.

Witih regard to the 80. contact hours for basic sciencel 4
~

"'

andL handling techniques -I have had more important ;second'
,

thoughts. ..I;noted in my comments that the a0 nours seemed
'

;' _
.ingdequate : compared to the 200 hours required for ' sealed
source licensure in Group VI,~on the basis of protection
problems. At the and of those comments I noted "I'm not
sure'I would go as" Er as-200 hours." I.would lixe now-to-

-modify and expand those comments and beimore specific.
_

'W~'

:2; Please-delete from the record that~1ast-sentence ending' ' '

"200 hours" and add the following material'sg
e

I
.

"However, on more detailed consideration I-believe 90>

hours or at most L100 hours. are - adequate for Groups IV and .V.
There are~of course obvious-differences between-the use of
several different isotopes in sealed sources for brachy-,

therapy and.the'use of only.one isotope,.namely I-131, in
'

unsealed form for_ thyroid treatment. The dosimetry and treat-*
,

ment planning for the variety od sealed sources used in brachy- :,

therapy is far more' complex;than that-for'I-131 use.in therapy; -

; the latter is selected on-a more empirical basis. The instruc- s

tion, particularly ragarding in vivo measurements in patients
and treatmant planning techniqEas is also considerably more

% advanced. While-there are increa3ed protection problems arising
"'

.

from contamination with I-131, these are counterbalanced by the ,

.O greater exposure rates encountered near brachytherapy patients,
'

the need for leak testingLof sources, and source storage andt

- shielding problems arising from longer half lives and greater
'

penetkation-of the radiations used.; The range of_ mathematics<

needed for I-131 therapy is less than|that~needed for brachy-
therapy, while the radiobiological training is also more limited
because of the unique use of I-131 with one temporal pattern
'of delivery.in thyroid therapy."

"In, addition,.one must bear.in mind.that: brachytherapy in
'

usually' administered by radiotherapists who receive in-depth
radiation physics and radiobiology training in connection with

[. teletherapy practice which justifies the -acquisition of 200
hours overall: contact hours in thesetbasic sciences,usually.
during a 3-year radiotherapy residency programs;Ewhereas treat-
ment' of; hyperthyroidism and thyroid cancer is frequently prac- :

-

ticed by thyroid ~ specialists who are not involved with any
e other' kind of radiotherapy. For.all these reasons, therefore,

~

in my consideredLjudgement I believe that the 80 hour require-j.
~

-ment ~for basic : science and handling- techniques under Groups
:IV and'V is; reasonably adequate. If others believe that some
-increase beyond 80 hours.is-needed, I could not support an
increase beyond 100 hours." -

(End of second insert)'' cc: IW. J. Walker, . Ph.D.,NRC Yours sincerely,
; Mrs.'P. C.'Vacca, NRC :pm m _

O'

-

1 ns, D.o - -. E. W. Webster, Ph.D. '

1 ,'P. Almond,-Ph.D*
Prof." of Radiology (Physics)

,;
>

'

-- Member, A.C.M.U.I.
:
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i 1

x l' -increase.in the 80 hours there. I have never understood why ~
'

' hat particular group had less than half of all the otherhoups- 2 ! t

i

3'I .tAat we have had, especially when they are handling higher

4, activities, radioactivity, and the inherent danger in that is

'

g5 auch more than in the-diagnostic use, and in the sealed sources.

] 6'f And I would think there should be a uniformity in the basic -

7 area for all the categories. |

~

8| MR. CUNNINGEAP: It seems to me you're going to have

9 to go to almost 200 hours to be able. to interpret the istra-;
*v i ~

E 10 tion rules on it. 1
II

= i

j 11'-| (I,aughter. ) '
'

a q

0| 12 ! I gather from what people are saying that we have 200
/D2 i

*
hoursandsixmonthsfertheotherhoups.- This is substantially13

,,, _. 5
,

| 14 ' less, as it:ctrrently st&nds'. I'think there is little
' ~

I

15 ; rationale for being less, particularly in light of some of the i
~

. ,
. , ,

d 16 ' new procedures that may be coming on, as Dr. Griem describes. l
.m

'

!! 17 I gather that thecconsensus of the committee is.to ;
I

= i

18 make.them more or less equivalent to the oth oup training f
: c ;

19 requirements; is that where we3 come out on the cosanittee? I 'i
d

20 | see heads nodding yes-
i /

j

21 { So that -is the basis upon which the Staff will !
q

!-

-

proceed.- | 122
.

; ;

22' Okay, Bill, what is the next subject?

:24 DR. NAI.KER: Thesextsubjecthastodowithimproved{ |,
' ~ q ;. _ ,

W 25h. documentation of training and experience. I believe all the -

wo
e e t' N ~* '

- 7 ALDERSON REPORTING COMPANY. INC. L
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committeemembersreceivedarevisedhupplemengAandB.1 We have:_

2 for some time had some problems with this.
.

3, I think now since'I am finished with the flip chart ;

4 for a while, I will go back and sit down.

5 (Paus .)
h

Very' briefly, what we have arehpienent A, whichj 6

k 7'; refaza to documentation for the basic training described as 200
2. !

| 8' bours under our current requirements. It is somewhat confusing

d .

a 9i as it is written now. It is an abbreviated form with a very
Y
E 10 wide range of documentation from a very nonspecific notation
f= :)
j 11 ' that some time in the last 10 years, they tock a course somewhere, -

,

m-

[,' f ' 12
to transcripts and everything else. This one should make it a-

'-

4 0: 13 much more clear requirement.
~ E

y.

g, .

14 " It requires in addition to that certain things: i

,E 15 one, a statement by the program director er some |
I

,

i= -

. g 16 , representative of the program director, stating that the |
W .

.[ 17 individual has-successfully completed the program. - f.~
tE -

5 18- At least one example from one program whefte an
'

,,

& i \
19 individual had completed his 200 hours, we found that that j

| 20 individual had been absent a number of times from-the course. .

'

I|
~

;Ee had gotten a grade of 30, where the course director had !
. . ,

'|' 21
'

!- '|) <
,.

? .22 1 normally considerdd 70 as'pasJing, but he had a cartificate of |
'

:

23' completion frm. that course, and'rsed it *.o satisfy the requiremen:
e . : !,

24' | > We caa hardly consider that individual qualified to i )
i6 ,,

25' i -safely handis these materials. Yet, using the previous form,'
1'

_ y .

,

d- ALDERSON REPORTING COMPANY.:INC. i
' ',,

, *
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m
. i

< ;

- l' 'this was acceptable. -
- , .c '

.
i

'
'

,
. 2o So it is revised in those aspects.

i

3| .It is further revised in that it makes it known that '

.'
,

'

4' this is an. official form, something that was inadvertently left

g. 5i .off~of the current ones. So that the individual is at least'

' ?E
'

[. 6- legally responsible for- anything he-puts down on this form.
~

,-

k7 There is a little bit;more specific information asked

8 fer, especially where it comes to the types and qualities of
U a
n 9' isotope that have been worked with.

r

I
Under 5 (a) , we ha(experience with10 DR..WOODBURY:

- .| 11 radiation, and ycu only have room for one isotope, or maybe two'

, \-
y 12 at best. P.ut there are a list of isotopes foe which you might ;.

.y
l'R $ i !

'

.(. E 13 i need the same information.
I" j.

14 MR. CtDININGEAM: I think the answer to that probably w;.;-: \
' ,

>: ;

15 is le was -3ust to ' conserve space. aut you can make an metachment:,| 5
t* '

".

.4 j 16 ' as you wish. !

q: s.

DR. WALKER: Thisnis one of the reasons. Anotheri { 17

.a g. .

I E 18 reason is that much of this hformation might be included under
h: i i;:

19 the next one, which is the preceptor statement, and considering '
!tC .

|
g |

20 ; the normal dose ranges and everything the individual would be-

21 working with.
1

22 , This one was meant primarily fer things that would be i
i
* 1

4 23 somewhat out of the ordinary, and a continuation sheet would be
i

24; acceptable. . Maybe we should . explain that on the fora itself,
,

i -.-_

25j 'and.I~think that is a good point. -i <

.1 -
;<

,. f;
^

^ n# ALDERSON REPORTING COMPANY. INC. j'
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i 1 Maybe we should take comments for this first one before
_ . ,

'

2' 'we go'to.the next one.
.

,

3' Dr. Holman?
. ,

4. - DR. ECLMAN: Beginning with hplement A, basically .

,

5- I was personally happy with the general concey,t. It was easy

'

| 6 to read, it should be reasonably easy to fill out. But I have
1.

k 7; specific comments on hylement A, type .and length of trainingI

- S (d) and - (e) . You have broken it up into lecture / laboratory, .;

classesandaseparateoneforsupervisedlaborakory9I .

. P. 10 4 why? For'me it is very difficult to see what the difference is,
Ij 11 and I think it would be extremely difficult for somebody'who

, '

B
_

,

.

r (x 12 ; isn't familiar.with the deliberations. ~

;

E. 13 Is this informatica going to be used, i.e., a N,

: E
' '

|14 difference between those two categories?' I'f not, wouldn't you
a 15 , be better off with one category?

^

,7 le , The.second issue has to do with quality, and I~think
w

{ 17 you have come a-icag way-by indicating that the applicant has
,

~
'

18 successfully completed the program.
,

y,
,

19 I would like to know a little bit more abcut theI !:
20 program supervisor.and what his qualifications are. I would'

21 like to keep'it simple. One possibility is to include the

| 22 position of the program supervisor within the institution,

23 , whether he is full time, whether he is certified. by other - |.

24 by various boards; but some type of indication of where his
|

. * s- *
L 25 qualifications are. [

- ;
.

!

"
'

ALDERSON REPORTING COMPANY. INC..
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5 U.S. HUCLEAR REGULATORY COMMISSION' l'+ - FORM NRC-313M-SUPPLEPENT- A' ,' < . _ _ _ .
=

q; .

. - ,

'j' i#~
'

\ TRAINING AND EXPERIENCE .

* e ".
'

'
-

.
'

.
- AUTHORIZED USER OR RADIATION SAFETY OiFICER' -

' '
~ 1.::NA M OF PREF 05ED U5ER OR rnurusED RADIATION Z. . STATE OR TERRItunT IN WHICH LICENSED .-|

TO PRACTICE MEDICINE (IF PHYSICIAN)' |SAFETY OFFICER. >

,
, '

1
..

3. CERTIFIGATIQ4 ,;

. SPECIALTY BOARD CATEmuni: riunirl AND YEAR CERTIFIED n)
<

A
~

8 C
,

.I

J

4. TRAINING lihCEIVED IN BASIC RADIGI5uivrt HANDLING TECHNIQUES
(To be. c-leted by each institution providig trainine)-

- TYPE AND LENGTH OF TRAINING ,

'

~

DATE(S) 0F- LEcTunu surtavIstaLOCATION 0F~
FIELD OF TRAINING TRAINING TRAINING LABORATORY LABORATORY

A B C ~ COURSES EXPERIENCr. m .-

(Hours) (Hours) j"

D E _j
'

a. RADIATION PHYSICS
AND INSTRUMENTATION

|

b. RADIATION
PROTECTION

c. MATHEMATICS PER-
TAINING TO THE USE

.AND MEASUREMENT OF- ,

'RADI0ACTIHTY''

'

d. RADIATION BIOLOGY ,

e. RADI0PHARMACEUTICALl-,~
CHEMISTRY ,

i

...

NAME OF PROGRAM SUPERVI5OR CITY STATE ZIP'
e

,

'

NAME OF INSTITUTION RADI0 ACTIVE LICENSE NO.

MAILING Auunt55 .g
:I CERTIFY THAT THE INFORMATION PRESENTED A80VE IS TRUE AND CORRECT TO THE BEST OF MY 1-

KNOWLEDGE AND BELIEF AND THAT THE APPLICANT SUCCESSFULLY COMPLETED THE PROGRAM.

DATE: SIGNATURE OF PROGRAM SUPERVISOR * !>

' If the program supervisor is no longer available, then transcripts for the program signed by- '
'

*

la representative of the institution or a certificate of' successful completion signed by the
'

~ . program supervisor may be submitted. ,

MARNING-15.U.5.C. , Section 1001, Act of June 25,1948; 62 5 tat, 749; makes it a criminal offe
vto make a willfully false statement or representation to any department or agency of the

,

-United States as to any matter within 1ts jurisdiction.
.~ '-'~

~, . .
,

Training and' Experience Criteria'

' ATTACHMENT MO.-2 Page 18 of 105
.

+

,,

1 y
'

'
,.. - s

.

,
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S.(a); EXPERI D CE WITH RADIATION. (Actus1 use of Radicisotopes Cr Equivalent Experience):

*~~
ISOTOPE- . MAXIMJM AMOUNT WHERE EXPERIENCE . DURATION OF TYPE OF USE1

WAS GAINED EXPERIENCE-

.: -
. . .

-

~ 7(\ ~~ j
.5.'(b) EXPERI DCE WITH.RADI0 PHARMACEUTICAL PREPARATION

-

.-
'

s .
,',s,'NUleER INVOLVING PERSONAL PARTICIPATION' ,

MD-99/
Tc-99m ' GDERATOR
5n-113/
In-II3m GENERATOR

,

Tc-99m REAGENT KITS'

NAME OF PROGRAM SUPERVI5OR
'

,

|

NAME OF INSTITUTION
,

!

4V
MAILING ADDRESS i

-

I
. . . . . .

*

4

T

CITY STATE IIP

. 7- .

. ' . ,

M L5 LICENSE NO.
- .

_

'
-

,

I CERTIFY THAT THE INFORMATION PRES BTED A80VE IS TRUE AND CORRECT'

TO THE BEST-0F MY KNOWLEDGE AND BELIEF AND THAT THE APPLICANT IS
~ QUALIFIED TO INDEP 9 0ENTLY PERFORM PROCEDURES UTILIZING THESE >.

I
* MATERIALS.

'

|- e
n m-ji '

DATE M - 1

-

WARMING-18 U.S.C., Section 1001, Act of June 25,1948, 62 Stat, 749, @ as
it a criminal offense to make a willfully false statement or representatinr.-

to'any department or agency of the United States as to.any matter within itts'

- ." jurisdiction.
-

.

-* J

, -
,

;;'. ;Q,
. . . ,.

-

9
'
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'
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M'. FORM tiRC-313M-SUPPLEMENT 15. U.S.' NUCL GULATORY C,0tm.JSSION-
. . .

<

... . . : .

... .|r x ' '

~ ' ~
>

- _
. PRECEPT 0R'STATEPENT ._

preceptor). "" ~ ~ ~
(A serete fom should be <=aleted by each physici

~ " Supplement 5 must be completed by the applicant physician's' preceptor. If more than
ne preceptor is necessary to document exp9rience, obtain a separate statement from -

-

o
_

each.1,*

.

1. APPLICANT PHYSICIAN'S NAME - KEY TO COLL'MN C

AND ADDRESS PERSONAL PARTICIPATION SHOULD CONSIST OF:

FULL MADE 1. Supervised examination of patients to '
determine the suitability for radioistope- .

diagnosis and/or treatment and recommendation '

37NEETA55RE55 for prescribed dosage. .
.

-
.

2. Collaboration in dosa calibration and actual
administration of dose to the patient including-

CITT | 5 TATE | IIP
calculation of the radiation. dose, related ~
measuronents and plotting-of data.;

_e,

3. Adequate period of training to enable:

k physician to manage radioactive patients and
follew patients through diagnosis and/or course

7x
- ~of treatmeat.

2. CLINICAL DI Aunv3 TIC TRAINING A4D EXPERIENCE OF ABOVE NAMED PHY5::CIAN
NI'MBER OF CASE 5 C0lWEliT5

.

' CON 0!TIONS DIAGNOSED INVOLVING PERSONAL (Additional infomation or
ISOTOPE OR TREATED PARTICIPATION comunents may be submitted in

duplicate on separate sheets.)
:

A B C
~

D

A DIAGNO5I5 OF THYROID
"

FUNCTION
UtiuagINATION OF BLOOD .
AND BL000 PL iMA VOLUNE

: mI-131.
' or FAT A850RPTION STUDIE5

{.
I-125 KIDNEY FUNCTION STUDIES j

IN VITRO STUDIE5
#

OTHF,R ,

-

I. 25 Utt LCTIWI 0F Thnure05I5 ,

.;.eI-:,31 THYROID IMAGING
*

,

~'

A P-JZ EYE Turiun LOCAL.ZATION .

5e-75 PANCREA5 IMAGINis
Yb-169 CI3ItMngunAPHY

i Xe-133 BLOOD FLOW 5TUDIE5 AND
: PULMONARY FUNCTION STUDIES

& OTHER

. BRAIN IMAGING-

CARDIAC IMAGING
THYROID IMAGING
5ALIVARY GLAND MAGING

Tc-99m- BLOOD POOL IMAG NG

'( PLACdIA LOCALIiATION
.

,

R LIVET AND SPLEEN IMAGING m

k LUNG IMAGING -.
"'

BONE IMAGING
OTHER

+ .j
3. DATES AND TOTAL NUPSER OF HOURS RECEIVED-IN CLINICAL DIAGNOSTIC RADI0 ISOTOPE TRAINING' v

, Training and Experience Criteria ~i
~

' -
.
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,

PRECEPT 0R STATEM NT (ContinuedP-'
-

. 4 c . CLINICAL .RADIOP"f.r.':EUTICAL THERAPY TRAINING AND LArtRItnut OF wt
' NAMED PHYSICIAN (Continuedh

NL.a n UF Casts w...nia

' CONDITIONS DIAGNOSED OR INVOLVING PERSONAL . (Additional information
ISOTOPE ' TREATED. PARTICIPATION- or comments may be sub- |~~

mitted in, duplicate on |
' -

separate shests~'~ -
..

C "D
A B

P-3Z - I ntAllw.n l 0F POLTCTIMEMIA '

(Soluble) VERA, LEUKEMIA, AND SONE * O.,-

. METASTASES ' ['-
. s.

P-3Z IMIMACAVITART IMtAiritaI % ''
.

(ColTeidall
-

IntArrvP.NT OF TNTRUID
CARCINOMA

I-131' IntAintni 0F HYPERINTRUIDI5R '

Au-195 Ini==CRVITART IntAintni '

G

5. DAlts AND iui AL NWWER OF Mm'5 MtctIVED IN CLINICAL THERAPY RADIGI5U6vrE TRAINING
,

6. CLINICAL TRAINING AND EartMIEnCE OF ABOVE NAMED PHYSICIAN USING SOURCES OR .i
!

DEVICES FOR THERAPY.
NurstM UP Lasts iUIAL Ut UAltis) Ur wn s.m s .

-

TYPES OF- INVOLVING PERSONAL TRAINING TRAINING (Append additiona

ISOTOPE "TREATNENT PARTICIPATION infonnation, if l
necessary ,

L A B C 0 E F ; |

.
Co-60 COUR5E5 0F-

f
' 7- or . TELETHEPAPY

L Cs-137 TREATMENT /

Co-60 'INitusIITIAL i

or TREATMENT ~ .;
l. i

:Cs-137 INTRACAVITART
TREATMENT

.j'

-II-1Z5
INTERSTITIAL-or ,

Ir-192 TREATMENT
-

Ra-ZZ5 In1MACAVITART
TREATMENT

'

X-ray . .
~

and COURSES OF
Accolator THERAPY'

Therapy TREATMENT.

!- 7. THE TRAINING AND EXFERIENCE INDICArtu ABOVE WA5 OBTAINED UNDER THE SUrtMVISION OF:
|

NAME OF.SUPERV150R CITT
_

.5 TAT IIP

NAME OF IN5TITUTION MATERIAL LICENSE NUPWER(5)
~

I CERTIFY THAT (a) THE INF- 3ATION-
PRESENTED AB0VE. IS TRUE Ar '3RRECT TOo , : MAILING AD=E55

~

THE BEST OF MY KNOWLEDGE'. -;EI.IEF AND |!' _
.

9 PERFORM; -)
|L .

. .(b)'I WAS ALS0iAUTHORIZED.BY THE REFERENCEO RADI0 ACTIVE MATERIALS LICE:
. IAN IS 1e e v THE~ PROCEDURES SPECIFIED A80VE. I FURTHER BELIEVE THAT THE APPLICANT : :

COMPETENT TO PERFORM THESE PROCEDURES INDEPENDENTLY. .]I; '' '

i

. .. --
;

'DATE- . .. .. PMtchr' lum'5 515NATURL . ,

3 .

WARNING-13 U.S.C.. Sectionn<< .. ..< -.%,. .'..m 4..ti .1001, Act of June . 25,1948, 62 Stat 749; mia criminal 1,L
.

<-i---....--............~...,3 -
-.

.

,

. !

L . -m (. _

.
>-

_

* '' F.W = . ' ' .s .2 _; . ,,
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,
,

'l
. ', , I

'

: DR. MAIJtER: ~ Both of these sound very. reasonable, and j
,

q: ;
r

_ 2, [ thia is.'aifirst draft,.so'Ifthink this could.be incorporat'ed- 1
-;

i . . . l

31 quite.readily,'and;I think we will be discussing-both of those j
'

,

'

~| '

4' suggestions. ,'

g '5 DR. ROIJEAN: . tone .more quick crwnnant. ~ Under. 5 (b) ,
R I

.

'

{- 4 generators are going'to be playing an increasingly important. j
,

- '

e . . ..
.

,

; _[ 7 role. It is going to be' unclear whicli generators. H

'8 Certainly molybdenum.and technetium should be included.. The'.*

9' inclusion at this point of 113 and Indium 113m, I think-this.-
, .

1 ( ,
,

6 10 is used very' seldom, but there may be other generators coming
. I
?+ 5 11 inta *****1ca ===' I =ish* =u55*** ==ki=5 11=* 2 "9anar**ar,

m gg
- d 12 other" and eliminate the de, but make it available for other

f-w ] ,

,
,

h 13 generators that will be: coming into use. j3
Ir

- i
14 DR. MAIJtER: Thank you.

.

4

is , I think Cape. Rriner has some cosinents along those -
5

-

: a
: 16 lines.

*

t 1<

MCAPT. SRINER: I would que'stion the 113 and ll3

I.'
174 a

. |.. . ..

: 3 13 ; also, since to the best of, my knowledge, there is no effectatt, ,i

|
'

F
g .

,
'

19 NDA for that in the United States.,

I
o '3 DR. WAIJ2R:. That is correct.

-'

L_ 21 MR. CUNNINGHAM: Dr. Workman? .,.
,

'

22 ' , DR. WDRIMAN: When we previously met,' we mentioned f.
(

23' about a; time requirement, that this training should be received = 1
.!' '

l.

24 j . in the past five years. Did you want to use that-again,'or - . ~ !

:1 |
'

w .

DR. MkIJCIR: Dr. Work: nan, we have been applying that. [25[
I

.

:..
..

4 - .i.
1

'M'' '' '
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,

'

~
.

, - .

* .
Q

;,'.y"'~ ' * ''
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'

+ r
,
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'' ' '

,

.

'

,

mice .' 99'

m ._

-

.,
~

\ c c. plJ , general: principle'ever sinceitheilast meeting. So since.we'do--

ay'
. . . ,.r . . .

;20 tall these on a general case-by-case basis, we did accept your ;-, ~.
'l

.

i
_ _

,3 o recessendation;
-

.
. . a- .

4 ,, I .think this is going to be' explained in the newu
.

K.
.

feedical lidensing guide, .and I'will sea that every member of the5.

6 casetittee -gets' a' copy of this when it is published. I'think you
-,

. I., : . ill' find it very. interesting. !7.' w

I' '8 i Dr. Webster?
i

d .

;'

a 9' DR. WEBSTER: 'I think this idea of tightraing up.on . |
'

~I :|

F 10 tho' adherence to specifioM requirements is probably more ;

h | '|
; - | ' 11 important. than increasing the amount of clinical craining as |-

|- m-
! j 12 i Jregards radiationfsafety.'x'

}:13 | ..
~

,

| .

Secondly, I would like to say that the name of the .j -s 4
'

i

.141 program superviscr may not be the teacher. Probably it will not ~|*
-

15
. . . . . |

4 .

be the teacher,.in many situations En most sittations. And so .-j
* !

.

,

- g ' 16 j I don'.t think we are getting at the point that Dr. Holman was,

11 s-

- { ' 17
raising, about the quality of the teaching. The program super-

'"

p .

visor is likely to be the chief of nuclear medicine, for example,' ~
-

5 " .18 ; -

- '',

}
19

..
i

who.did probably none of this. teaching.
g,,

b
. of course, that may be in the radiopharmaceutical. i

.
'20 i

i,

I f

-
21H ~ chardstry area. .[-'

y , ,

I

s . DR. i4LKER: Do you have any suggestiens how to get |'22 .

,

, ' '
-

, '#M ' 23 . around this? There may be a number of teachers.within a given ! .
,. .

R. , . - a. - [
24 | : program. '

; ;n
- ' ' y -9- .x

25r ~ DR.LWEBSTER . Well', you prcbably won't get .the i f.
'

y a,
.

, . , ,

_,.4* ' '
,

,

M)(,
:: i,,

'
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1. '

|

"teacherlspecifically unless you have a separate category there
.

I|
, ,

. .

j;p . ;
l4 .

2- Thatimight get'a:little unwieldy. It would have to be a separate.:7w
[p .-

.

'3 entry, I think.. It probably would cover the first four categories.:
.

-

' M
.

4 I don't!know:how' complicated you want to get. That's what'

-

g
.5; . inhibits malat this point. '

.;

~ '

.,

|| 4- (Pause.)- .)
: !, --

''

; ,

Y.# 7 DR. M& LEER: There has been one suggestion here made
.

8|i by another member of the Staff thit' we, instead of using the
,

. r

. ' '4- d ..-;
. .

a 9| name o'f the program supervisor at.this particulas point, make it.
Y

![f -| 10 | the name of the individual supervising the training basic
;;;.:

] 11 ' radioisotope handling techniques, which would cover especially'

3- , . .

( 12 ; what you said,'and would at least make it an individual' closer 1
~

~

<z i
-

y .

q,g.18 in the chain of commar4 of responsibility.

| 14 DR. WESSTER: 'I'l1 go aIong with that.
~

ge.

i 15 gg,. CUNNINGHAM: Any other constants .by our committee i'

q

!

. 18
. 4

e . gi members on this portion of it?. I
'

s - q

f 17 ' If not, we-will move right along.'

|' 18 , .What we will:do with this, we are simply taking '

' /w i .
.

j
19 committee: comments on the . form itself. We will approve the t- |p g
20 form, but we -:are pron aaM ag on:the basis that we are goimi tos

1
~

'21:; - some form (like this ' that' will be much tighter in;. substantiating ; -i-

;-

. . ; -

-
' 22 ' ; qualifications to be. licensed to use radioisotopes in medicine. ]~

a y ;
.

~ 23
'

would~you.like to proceed with the next'one, sill?. .I-

j

|E 24~ DR. WALKER: LThe next form -has not changed a( [. .

g. ' P .['

.. _.
'

25 - 'drasticallyfas!the first one.. We tried to categorize things I
'

a
4 ,v ;, . ;

.% _

'
'I k ,
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'

'
,

c o~.s s , , ,
. ^

.g ;
'

-1

,:1/ soithat wefhave-broken:down the clinical diagnostic training,- .q
'

u. .

:t ie s., ..

1, the clinical radiopharmaceutical training and. experience,| and w<

, .
,s

| W ,|
. , _

~,' 3 ' , then the -sources and devices. This makes it:a little bit l' '|y,

. ~ ,

; 4|. clearer 2 for people,: where the old fc::s!did leave. a little bit of.
.- .i ;.

,

'5 ddubtcthere. i .,

} 6! Me also asksd more~specifically for the same'informa '

k *; 7 - .

q- ir.
"'

tion;that we2 expected to get on the other fora, and we have J

-f8 made the statement by.the. preceptor a little bit' clearer as to<

-
,

q. .a '
'i 9. I his responsibilities for stating-this. |,

a&

10 i r.will' read just what it- says in general, and this is, j
H

4.. . .

l. { 11~' I think, the main part-of the change. It ~ says -- and this is -|
'

p a
![' [ 12 the; statement by the superviser:_ ;

_
'

I -1 i.

1 '$ i

Q [- ! 1 3 .1 . ,
.

*I certify Ia)- that the infarmation presented /
'

,.

|d'j
14 .aboveIIis true and correct, to the best of my-

,

{ufMrv ..
. . _ . _. . ..

me also authorized.E. 15. , knowledge.and belief:
~

d _ (b
_ _

.'' ygan
,i. . .-

i n
16 by the referencedJradioactive materi.als. License ~ -: .

,

'

g
s .|*

f 17- to: perform the procedures.specified1above. I
~,

!--

y. .

N 5 -la .further.believe that the:applS:: ant-physician q
,

'

g: q
'

'

,-
19 , is' competent to~ perform these. procedures in h ..

' ' ' '

20 ] 1 pendently." ,

L
' ; 21 = i -Capt.. Briner? -;

|| l - 1
'

.22 m 'CAPT..' BRINER: 1Under-;section 4,-I.would make:the same I l,' '

_

. ~
, .+

,
..

23:: comment about Au-198. Mile ?there is . existing,f or-.there are I[ '
~

.

, ..E .
_ _ .

. .

- I fil$- - -
-- :

'

' - - 24 -; existing effective NDAs-for that particular drug,'in point of j .,
, ,

T |( % ' <.,

p ' 25(1 .(factno.cne/isaarketisglit-in-thiscountry. - 1- )
.:g

-

3.
w w e

.;- a..
-

,
.

,:- >

. .

;'% ..
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, , . _ : . . 1 w - -
..

[{| ', "
' *

FDR. - AIJtOND ' [I' think Gold-198,yngs ers .
'

ms not there for: 4.1 -" >
_

.
,,

.

;n.' ;- w '

.

T 2 1 ' ---^--- treatment hm der 6..

3| . 'DR.' MALKER:- Thank'you. That's a good point.c-f '

\

Amdmesse%u'shouldincludein6'4-

. $%. DR. AIJ0DND:''' h .
"

-

4s
J46'! DR. MAI.EER: Thank you. - 7-

'

'~

4-
Jg_

. 7 - Dr. Holman?.
. ,

P., .
.

II
.

'DR. ROLMAN: Again I think the' basic concept is a-

. d
i: C 9 good one.- I feel that it means thati this M ylement 3,

g -e
P 10- .p .;ticularly section 2, particularly needs to be markedly up-

1 II'| hated. There is quite'a bit w quite a few procedures stich are-

a -

(: n. 12 now done very little,:and these should be added proceduresm n" ,M, f|,
&+ :f :)

a:i E ,13 which have now come into current use.v
.

G g:
..1- ..

ISpecific. recommendations I would make would be the
- ( , -a

IC (t C
.y <

u |

. incidsion 'of isotopefunder AgI-123 for thyroid. procedures5'

. . . ~ - ,,..
le , 'added to the:131 and 125. The deletion, I think, of selenium 75 iai

- e w .

( 17 pancreas imaging, which could come under other; similarly-

t ,8 - ytterbium 169,' h s =, k placed Nith indium 111 or added
""

i.

y ,____ - . _, ;,
E

', g
A,.;

'

to other.-

.

'

- Under technetium 99 , I think ca.ddiac imaging should[. 3 8

L

;21 ! . divide & into subsets since they-are diffwent. One should be .c,
. , e v

22 ~ infaret, the other should, be function studies. Placenta
. >[1. . -

b f23' JlocalizationLshould'come:out, andkidney;imagingshouldbeadded.|c .
: -e -

IN LI think that in additien, under part 1,uthe key-to '!i
..

To -

23 column C, No'.i1 and'2.are.very' good. They te11 You specifically [ -
.

.
.. ._.

... - i;
-

d; 6 , .|

g,t

*
-

'

* ' T
~
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x s
,f ' 'l: Lwhat to'do. ? Supervised awa=4 nation of.the patients 'to: determine ,

-
2; 7nuitability of.the patient forJdi anosis, and two, collaboration.

'

* -

.,

i

3 and dose calibration and actual adminiseration of dose. These t-
t

' '4 imply that these will:be done on each patient. |

~

'

|~

8! Then we come to 3, and we talk about adequate period i,,,

:$ _ 'E| of training, .and we lose the train of ' thought, which is that'we- )L
. -

- ,

I; -are applying'this_to a number of cases rather than length of ~

; ,
- -

N 8
L timej and I might simply change the wording in 3 to more accurately +

*U .

8 ~' I reflect f. hat we will b'e looking at number of cases involved.

10 DR. MALIER:L Thank you. When we are through, I would

I 11 like-to get the specific suggestions you made for changing the -
n. u

| | 121 studies.

7 | |: 7

g - 13 ' DR. HOLMAN: Also, is within your purview thallium-201<

14 and gallium-677

D'.

j 15 DR. WALIER: These are not, but the experience gainedc ,

a
g' - 18 by using some of these right be important in evaluating a:

U W,

'
II physician's training and experience.

-

." 18 L MR. CUNNTAGEAM: Dr. Griem?" ''

$.e
19''

g ~ DR. - GRIEM: Yes. Under 6, there are several-training

i 20 programs in-the city of. Chicago in which there are no mor.'-

,

II- cobalt}therapyunits,- there may be. h accelerators.- ~ Now.>

,

' 22 - 7.

W the person will'be certified.as.havingcadequate experience ;I
. .

- - . ,,

'23- Ewith.1 accelerator) therapy, and~ moves out to al small town where dw.;

84 there isqjust a cob'ait machine,cand[I! wondered her the Staff ;i
- ,

i >

| bu5 - 28-[L f handles 7that. problem. ,
-fc x .,;

''~

u - ' ,
,

,

~ , M.e.
~ i ALDERSON REPORTING COMPANY. INC. b,'
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t | ~~

|
1; Y ' DR. WALIER : I'm not quite sure.I understand..

~~

* .yu

, '2] DR. GRIEM: . Well, I have a hospital on the near.' South _ <

'
,

.f
Side that is:not ours, and they have two accelerators, and they -;-

-.

.3
q

4
.

certainly train'. people' adequately'in radiation oncology.

:5 ; Now one'of these; people would go out.to Peoria,.
~

.

.] 6: where there is a cobait. machine =and that's all. Now the. Person-

I has had no experience that you-can write down there on the. cobalt,

8 yet'he has'certainly had three years of' training in radiation,
~

R

e
_

'

* 9, wiiich is ecui0alent to -
- I

10 i MR. CUNNINGHAM: Your question is quite simple. How-p
.-

.-I II | can he take. credit for use of accelerator and cobalt teletherapy?
| 3

I- .12 We haven't asidered this question. I don't know if it'.s a big
ex z . i

3
. g II , saue or'not, but it is scanthing that we need:some -- I think we'

f '4 have to explore the issues, and perhaps come back to the committee -
~

I
15^

~{ on how we take credit for that.
a
'

18-1
ni I believe that specific type of example would be one.
m

| 17 that we would handle on a ca'se-by-case basis, because I really-i-

~

'
' 18 don't think'it is going to be a type of situation where we would..

4 1
'

I'
g get a large volume of cases.- ,

20; Any other commients on the form? Dr. Collins... p

( 21- DR.'CDIIINS: I couldn't hear. Did Dr. Almond suggest
V L

22 ,, move under interstitial treat:nent and include - Au-198? .I'

r-
' 23 j> DR.<AIMONDr. Yes. j.-
a

. :;
I 24 MR..CUNNINGEAM: I believe that's correct. _I -

t

2s [ - If there are no more commenes on the ferm, I se u eve
~

i, - s..

4, t
e

( ,
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,

. ..| N.'

,_ . we can move.on to.'ths'next-item.1- ' '

'' - |
,

. , .

~ '
2

' '

_
. Let's' check our time here. It is' now five minutes pasti-

-

1 -
s

13: - 12 : 0 0'. - -''
}

~

:

a

4. - (Pause.) ~
'

. . .c' , y
L- ']5- - I think it would'be a good ' dea if we tried to break -

'

[' :] 6 at -this time and come'back to- consider the remainder of the agendd.~. |~

' '
. : i ,

_

Ie i,-- .7' Some of you are staying.et this_ hotel __and will wanu to check out
-

<
-

-

.

=a
. ~_. n .,v=

- . - . . . N.. _u-~.c

m _- . _ - - -4= .-beforeithe 1:00 o' clock deadline. -It -is=now=10 minutescafter*'
d ; X

'i.
9 12':00. s .

'-

1

i - |

10 ' I would like to resume the meeting at 1:15 promptly. * .]:
- ys

1I We;will- try to adjourn the meeting scoe time between 3:00 and.

m,L iI 12 ; 4:00 o' clock, for those of you who have planes to get.
;

4-1

: Nc . : 13 | .5efore we do break.up, though, I want to just briefly.
. - 3. ,

| , 14 discuss a rule change that the Statf currently has under considera- !

j - t .i

13~

l tion, because we are going to receive comments on it from not -

)m' ._;

E 16 caly ' tis comunittee, but members of the public.
I.;- s
!| 17 --I believe, as' many -of you know, -in biomedical research,,:

, 2a~

.

- - * 18 we hsve two categories 4that are presenting a 1,arge volume and ;_,

} GstfuN U8 4 -J.

J ' 19 | presenting spesial problems. They are the eheseheadsen vials j
,

g 20 i con *=iaiag o anics, to1cene and so forth, that-will be used b
llMd4 - ba

, 21-l .in ounting, containing small quantities of!1argely ; |

, _ .1
- --

:

22 ' Etritium or carbon-14. ].

w c

_
. ; We also ' have - a problem with disposing of items with' !m

,

23:'

: ,

I[ 24 , ;again'small traces also of tritium and carben-14. We are '!
o . ~ET'' x, J

_25 :considering-aJrule change'that has not yet been w to the |
'

[ m - -i,-
,

\>. ' |, |Qpf Y
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~ Cosmiission. - The--Staff is currently hard at: work drafting such a J+

' ~

'

2' ruie,fwhich would essentially remove front NRC regulatory contro1 ,

,3c luids and animals with tritiunt and carbon contained ~ks

... .
a

4 in them, below a certain concentration.
'x _-

8 "We; are selecting _0.05 microcuries per gram as the
.. L

H. N,

'I e, cut-o ff point. - tdis7 1n-effect, would release these materials
. ,

7 frest regulatory control, so they could be disposed of as if
~

*

|-=_- . ,=- - -

.

.

n 8' - they--weri- ' did not contain radioactive matarials. This would
!d

.9! take a lot of| pressure off biomedical research institutions, _
<

8e

L 10 and it would be hbipful to the budget to take a lot of pressure

i II off, as we believe both of these are small. |
= i

[. - _. j 12 ' Shortly after lunch, I will review with you more

h $
p% g 13 ' specifically what we propose to do, what the anticipated radio- ]

--.

lk4 logical impacts are, what the anticipated benefits are, because ;
,

-

~ m_ . .
-1

g 15 , weirf trying to move f airly rapidly on this matter, j
.

.E |z

.ni l' i I will seek scan opinion from the committee on whether
e

; 'f I7 or.not this rule is justified and beneficial, on the assumption

18 that the Staff analysis of the quantities of :natorials involved ,

- f' -[ ,

gI and the calculations'are correct. I do not ask the committeei

20 : -to take a position on that, to justify calculations. To. the: extent -
\

-

.

;

- 21; that.those of'you in the audience represent professional l
i::

-

organizations like Society of Nuclear Medicine and other groups, [
I

22

' 4 sI would also like some statement.from you after I get through j-
.

E
~

i-

-

.

24 : explaining what the: Staff propesas to do,'as to whether or net.
. - .

- , v ,

-

j

' 28 ' it'is ' justified;and would be helpful to the medical ecomunity- L 1

:|- - ,

8 *
. ,-

-

s
.
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, . . , , Land biomedical research. So you might he thinking about that'

-

,

'
' =2; ! uring :the' lunch breakkd .

;, .| . p
E 3; ;I-would ask that you be..back here at 1:15 l

~

- n. ,

_ ,

4; promptly.-

- 5- Thank you. ..c

$ 0 |(Whereupon, at 12il2 p.:n. , the meeting was .

7 recessed, to reconvene'at 1:15 p.m., this'same day.):
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( 1; agg, von' SESSION.

_

J 2. , (1:35 p.m.)
'

3, xm CugwIs;EAM:' May I have your attention,. please?-

: - 4 We are going to reconvene the meeting.
,

g' .5 Whenwebrokejdstbeforelunch,wecompletedthree
,

. ..

.] 6J
*

~ f the four agenda items on training. We hava two more agenda"o

h7 items following this.

.
--I., The. last agenda itani on training has to 'do with.

d
8 9| ac'ceptance of board certification as evidence of adequate j

'

I
10 training. We have one or two people who'vish to speak on the[

III subject.. '4
,

f, I2 ;
'

First on my list is Dr. George Faerber and the'-

| 13 ' American osteopathic College of Radiology. Dr. Faerber, do yous

'I4 ; wanti to'acke a statement?
,

-

15 Again, for those who are making. statements, I ask thats,

ni II '
~

you 1imit your summary to: five minutes, and the full stayamentw

h |.37' will be included in the transcript.

' ,E II ,
~

' DR. FAERBER: Thank you. I think maybe my-statement -

E-

II ,

} g - will be a little bit- shorter than it might have been earlier :

h M' ' his morning, since the sands have.been shifting a little bit.-t
~

p
21 I.am George F. Faerber, D.C., an osteopathic

22 physician practicing radiology and nuclear medicine in Columbus,

'i 2I Lohio. ILas pleased'to represent'the American Osteopathic
,

College of Radiology before the Advisory Committee. I am 1 -;

I 1'
currently the'~vice~ President of the.American Osteopathi: College |

, . .n
. i.- .

, . ~ ALDERSON REPORTING COMPANY. INC. |
" '
~
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.t- -of' Radiology. 'I an' chairman of the Committee on continuing
,

' ost-Graduate-Education.' Also hdre to answer any questions that2', P
I .

3i you(may have;are Manuel Sloane, D'.O. , the president of the, ACC% ..

?4 { William Lavendusky, 0.0., past president of the AC also a

5.- member of the. board of osteopathic .American osteopathic:

, Boar'd of Radiology; George Gustafson, D.O., who.is M radiationL { 6
,

7 ese oncology, Detroit, Michigan,'in Detroit cateopathic Hospital;
.

- 8' .and R& shard DiPietro, who practices nuclear medicine in York,
d
4 9! Pennsylvania.-k -

10 Drs. Sicana, Lavent.usky, DiPietro and I also hold
/.1e

| 11' j theicertificate' of the American Board of Nuclear Medicine._

.g .

$ I2 In the Federal-Register of June 25, 1980, the question
,

5-.

[| I3 is stated,'should certification by the osteopathic boards be,

f ,14 accepted for licensing purposes in the same manner as their

E ti

15 counterparts, the ABR and the ABMM.
'

i j 16 ' Actually thin American Osteopathic Board's certification
s

f I7 of radiology was accepted either fully or partially up until

I8 1978 for qualification in teletherapy. In 1977-78, as the' |
'

1 i5 II |g American Board of Radioloay was phasing out their general

~ 20 ' radiology certificate programs,.the Advisory Committee began

I 21 ' to reevaluate our board's acceptance. ;

'221. Unfortunately, at that time, due to out-of-date
,

[ ~23 information, which was sent to Dr. Leo Wade by the American

!24 Osteopathic. Association, the Advisory Committee in 1977-78,
;e

~25 ; evaluated our minimum standards for state training as of .1968,

I b '
.J ;

,, ,

- . ALDERSON REPORTING COMPANY. INC. I,~

<. ..

' '
,,

.B'
-

[~y
,

~
'

-+[ ( -;.



w; ~. 't - 7 ,y- - - +- -
/

- - -
- r -

..

.
,a

.

. df .
k 1,

~

ic : ; -

. .~ .
~.

'W ~

+.. 110
'

1i. -
v- m

E 1,' M1- . wh'en, 'in fact, Lwe. wore operating under a set of standards revised

2
' '

in-1975;.

13 | Since that time, our categories:of certification have-
.

~

4
i also been~ realigned.into diagnostic radiology, that was 1980, and

_

;5- radiation oncology,~1979. That was a.new: revision of previous

-| 6 minimal standards)in radiation therapy.3 .

7 However, we have still retained certification in-

8 -|
n .

radiology. The minimal standards for these categories which
d
8 9 were drafted by the'American osteopathic College of Radiology.

I

10 ! and accepted by the American osteopathic Associa~ tion, have
,

| 11 previously been submitted to your board for evaluation.
'

B

.
"5 12 As you probably can see by the material which has been

'

> '

!= I3 . submitted, our certificates and our present minimal standards-x -5- ,
,

14 ' are not exact coordinates'of those of the A3R. j~

.

i; .

$ For instance, our. diagnostic res'idency, |15'

|: * .

whichirequires three years of training in radiological sciences, !a[ 16 I
>s ,

'| '

|. II after 'one year of internship, requires a minimum of three monthe i' |
.

,

Ia-

! 18 in nuclear' medicine and sufficient training in basic. radio- !
'

$ ';
I' '

J isotope handling techniques qualified for NBC.' licensure.
j..

20 ;
.

Now, in most cases, these 200 hours of training i
ts

I: -
2I Lare given separately.from the ihree-month -- a minimal three-

!

22 month rotation through--nuclear medicine.. our radiology program ~j- :i,,

: .l:-

23 requires'.after 'one year of internship, three years of study . i- i.o
a.

M in the- radiological sciences, including three months in radiatic:$f i
L 25- therapy, as far as an' introduction to this field, and three- !-

E
)
i |
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1 . 'l~ . months-in nuclear medicine, with sufficient training in basic-
- A-

%w _

'

E ..!2 .' radio' isotope handling. techniques to qualify-for an'NRClicensure.p

^
3i TheDradiation ' oncology proWas '.;equires three full years of

. . ; .

( 4 training.in radistion therapy, following..one year of rotating l

5 internship.

4 -This includes at least 200 hours of training in basic

.

I radioisotope handling techniques.e Ali of our residency programs

8 are reviewed' and inspected by the Committee on Iducation and
i

d ! ;

9' Ev' luation of the American Osteopathic College of Radiology anda

[' 10 by the committee on Post-Graduate Training of the American!
,

~ !
; 5 11 Osteopathic Association.
[ m- -

:

L'~ y 12 / After a candidate has completed one of these training d
; q,s

._ 3] ' ' 1'3procrams, he is ====4 wd by the American Osteopathic Board of |
.

)

. | 14 ' Radiology, which 'is the agency of the American OsteopatMc
I" = fer. ,4,s. &.

5 . 13 Association recognd. zed by many. fedeaal agencies ;-,.,
, ,

f . -4 1

b ni of_ osteopathic physicians in radiology. !
* w

( ' II. -

; a
';' In summary, we would like the NRC to accept the

I.

~!_18 American Ostsopathic Board of Radioloay certificates on the
~'~

,

$ d,

l' ;

J basis of the material c itained in.our' programs, as documented
_

-

N' by..the =4a4==1 scandards which have been submitted to the,

21; comunitteer on this. basis, we propose that our certificate should |-
i

- 22 he accepted for the following groups:
,

Diagnosticradiology,koupsI, f
23 II~and III.

24 L Radiology,hupsI,.II,IIIandIV. j'
'

x
.

Radiation oncology, houps V, VI, and teletherapy.: 25;
,

;|. ;x

;>s. m
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:1 That completes my presentation. If there~are any

2l ' questions 2, either I or my colleagues will-he happy to answer

3 them.
-

'

! 4: MR. CUNNINGEAM: . Thank you very much, Dr. Faerber.

| SJ Are there questions-from === bars 1of the-committee?

j - 4' Dr. Holman? ,-

- 7 DR. ; ECIJtAN: It's more than a question. In January

8- .- at the committee -seeting, I was concerned, and the American
-

4- _

. ,

E I 9' Sc'ard of. Nuclear Medicine presented a proposal for the use of
i.- -

[ E 10- tho' certification for therapeutic applications, and my concernr ! .

'

| '11 l at that time.was not on ..atent, but on indormation available
n ,

,_ g 12 to me'to make a decision.
t
3

- Q g 13 ' The sanas applies here. I really don't have encugh

14 information provided to me conce:ning the examination itself,

15 -j the . types' of questions that are being asked, and nuclear medicine
a

d 10 procedures .- In particular, the afe handling of radio tracers,
w

(17 and.some index of the competence of individuals who are passing ' l
. i.

- 8 18 ' ' Ithe aw==inatio'n, to permit me to make a decision in terms of !,

I' the-decision on whether this board 'should be sufficient mectanism;

20' .for certification.

I
2L, So what I would request. -- and I am not sure that its

22 could.be mad? available'toime now -- but what I need to make
( .|

23 this decision, have an' idea.what the examination is, what its [ -I.

; i
M _ contents gare, 'and; additional . information concerning the - examina- j. j'

%. ,- o
~s _

~

l-25 tion'.itself, in addition-to the information you have already-,

|
3 - ' j.

,
.

- |
,
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e
1 proOided.us, in' terms of the residency training program.1

,

.,
1

'

2 'oR. FAERaER: I believe.Mr. Camper of the NEC has

I 3| coassunicated with Dr. Betts, who is the presid! ant of the American
'

.

~4 | osteopathic Board of Radiology regarding the types of questions,
:

-

{ -5 whether they cover radiation detection and t.5}at sort of thing.
'

+-

.,

-] 6 I am not sure if you have that information. Nas that been
~

-
*.,

' b f|j -

;, .

returned to you? f'
'

.

'' 8' (Discussion ~off the record.).

, d'

|
- 8 9

'

MR. CUNNINGEAM: I guess the answer to the question
Mee%*

- 10 . 6"

g isp information was mailed to Mr. Camper, but not the

| II , information that is suggested. They said they will send it to
: B

( 12 | Perhaps'they haven't had a chance to get together on it.F us._,

3
I3(j Is there assessment of where'we stand, Larry?

- I4 'MR. CAMPER:- ParticularlyhoupsIVand-V..,

=
_j . MR. CUWINM: Groups IV and V. Now I don't-know, |15J

=

f 16 Larry, perhaps you can expand on this. Have we requested the
m |

j 17 information as outlined by Dr. Holman?-
"

i'
g

18 |
'

. This is Larry Camper, a member of our Medical [

,
.

.
.

'

,,

E
I'

g Licensing Staff.

20 MR. CAMPER: Yes, we did request information relevant'

II .to their training'and testing criteria.and so forth. We have:

22' l
-

received)a-substantial. packet of informatisn wh'ch is enclosed.

23 :j The group has indicated to us that,they will he p
i x

I-A - forwarding information on to the. therapeutic procedures,-

(y : 25f] . particularly houps IV and V. Cnce they have a chance to
-

)lp -i.
,s

,

. .
-a

1 % p+
_
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.

,
~

+ .kf
!! (e 'Id sobtain 'a consegsus from their. board of examiners. It was' lack

m 3
.

,

'

|. - : 2; of_ time to provide.us with all the information to all the therapy.
K .

L3 - E ~ However, they have provided substantial information
.

: ,

L
' ~4' - toff.he diagnostic groups and to the training for the residency i

L -yv -
'

-

.

| 1 '

'.g Sq ' programs,---'and so forth.;

if I 0I DR. HOLMAN: Yes, to training, but act the examination

7.j Litself, which is what we are being asked to make a decision upon.
2 i

I. 8 ! MR. CAMPER: That is correct. There was asconcern, ;, .

d
y 9i as I recall, relative to the security of the. test in terms of

;E
E 10 putting forth specific test questions, criteria, and so forth.
I1.

5 11 u :Therefore, I think they said they would provide as
.a <

l j 12 ' best they could information without violating the security of ,
r

( 13 ' the examination.
,

.,

-| - I4 MR. CUNNINGEAM:. Dr. Faerber, how do we get around |
'

u ,

k : | |

15 |
'.j this problem? Apparestly you have a' problem with the security (us .;

E 16 | "of your examination (.that has to be weighed against the question ,

t w ;- i
I )" 17 f our ability to jassess the quality of the people :that pass ; jg o

,

-| 18 .this examination.
c <

.n .

J II | DR. FAIRBER: Could I ask other than perhaps some of
.

- 1

M the members here that have taken,some other examinations, is | )|
i.-,,

21 l, [that a common procedure, to sview all the questions, say frca t
,

the' Board of Nuclear Medicine or the Board of Radiology? !22 i

~ A In other words, we ;are C.he federally recognized
i !

' ' ~

24 ' , iexaminihg agency for ostecpathic physicians in thi's aren of 1-

w ,

,_ ,

[ * radiology. So Lif it is comunen practice to provide all the' :
'""

z,

.J j .;'

|1 -[.<
''

i idt ; 6
: <gu : ,. . , : . e
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!1 questions from other boards, then certainly as osteopaths, we -

'

2 would' provide our questions.
|

'3 - DR. ECLMAN: Well, the point'that I raised in January- -

s

.

4 was just this, that there needs to be a uniform approach.to the-

[: - 'S evaluation af these ====4 nations. I certainly did not ' intend - '

,
j 6 sy question' in any way to . imply that there 'would be a different -

,

7| standard applied to your awambation as to others. But I think*

8 that just as I raised the objection to the American Board' of
.; .

8 9 Nuclear Medicine in January, they therefore came back at this
t- '
E 10 ' meeting with.more extensive exposition of their case.

'

'
I.- ,

] 11 I think the same thing is true here. We simply have
i 8
! _ y 12 no basis on which to judge the content of the examination. I q

4'

,

| 13 think it can be done in ways other than providing us with the l>

s. _

. I 14 exastination itself, but there must be some mechanisms for us
' | E l'

15
. ) to form an opinion. -

i a

E 16 DR. FAIRRER: Yes, I think the approach was the j- |
'

; a

| 17 percentage of questicas applying to various aspects of radiationi

'

E 38 protection dosimetry was being accianulated. Thar was a relatively'

j[
19

i -

| g recent request, .I think in the end of July or smething. So it

i 20 ves really difficult to make sure that we had every board :nomber .'j
;-

i .

o

21 polled on his part of the aw==4 *ation. !.

'22 But Dr. Lavendusky is here, who is a member of the
: |

23 soard 'of Radiology, and if he can illumbate any specific [
;

M, questions. L

25 MR. CUNNINGHAM: Well, is it an issue-specific j'

;

~;i

| .' . : ]
'

,

Q ALDERSON REPORTING COMPAN.Y. INC. -i
'

.

:r-

e *

,, 'l j

#- Mi * f f ,p/ I "- p , _.._,_f ,,m - ,,,p,,. '-



Rn;;pp. }p; L ' -

+:n ' ~ ' % '';* ~' .
" ' ' " W '~ 'v' ' ^~ ~'

,

y, : --

- ; w; . v ,

, ,
'' _;e . .'' . .w

:{
,

;a g.
-

116;A '

,

. ,

M@ x,

4. , ' 11.1 ; question?.:The questions =that are being asked are really'the i-7q
.|

12] [ quality of '-- what you' re tryiitg to get to is the quality of U

'3'| the pehson after they have passed. This is the problem which,
.

, , ...

4' faces Dr. Holman, as' he pointed out, with the Board of Nuclear

15 Medicine, I suppose, to same extent, and applies to various~

{ 6 radiology boards. But not all of them, certainly.

7' And I can ask Dr. Christie, certainly, he wanted,to'

8I make a statement there. -If I can ask you to yield just a moment,'
.

a
8- 9- Dr. Faerber, on this specific' issue. +

. Y'
>

|10 [DR. CHRISTIE: .I think the important censideration
_

= .

| 11 ' here is not:- is the fact that you are only accepting, as far +
.

a j-,

I 12 ; 'as I know, a special competence certificate car a blanche, which
~

: ,

h'' ~4

| 12 is a year's training, and unless we can reasonably guarantees_.

| 14 that these, people have'had adequate training. However, the -

-1

3
[. 15 - three months, we are. talking about minimum training, at most,

,

*
I

si'14 and probably after today it will not even be minimum craining. |
*

s |

j II Therefore, we have not asked and will not ask that
: g i

* 18 you accept our three-month people carte blanche. f"

E U' i

J
'

MR. CUNN7NGHAN: Thank you, Dr. Christie. j;

#~ DR. FAERBER: I might point out there is only~ene
|

21 ! other category, that's. diagnostic radiology, that requires a :,

i

g .

22 | ' minimum, which up'until this morning or until the actual ruling j

'[ ' 22 comes'out,uis the minimal standard. 'In our programs, as in any
|,

A<: :: ,

h/ . 24 L integrated radiology program, they.are dealing with radiation !
=

', zy v
23' effects, radiation. biology, radiation images during the whole fy'

$"
-

:1 |.
'!, . , !.
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us
1 prograal The ministan of three months in the radiology residency

.

,

. _ .f ,

J

2 'is'a little different than a minimum of three months in-internal'

'

; 3 medicine or cardiology.

4| MR. CUNNINGHAM: Does any other member. of the committee [
. 1

5 have questions of 'Dr. Faerber?

| | 6, DR.~WERSTER: I have some questions. !
~

'

g 'I.i
a

,- MR. CUNNINGEAM: Yes, Dr. Webster. ;I
,.

g ]I

R 8 DR. NEBSTER: Essentially along the lines of Dr. :
a. ,

y _ ,

d 9 Holman. .I have questions essentially along the lines of Dr. y
i

10 Holman's questions.
'

| ,11 - I received a substantial package of material, along
*

m-

. . I 12 with everybody else, and I eeviewed thest rather carefully. It|:

[;$ 13 '
, . -g seems to.me that only in one area, namely radiation oncology, .;

-
i u

,

14
,

was there a specification of the amount of training in basic .|
'

15 radiological h=ad1ing techniques,. where indeed there was the
'

'

,

a - |

ni . 16 '
"

200-hour figure. In both radiology programs and the diagnostic
e

17- radiology programs, there was no such specification, and so it
'

18 | was very hard to judge how much training.in these basic areas :"
.

}
II '

g was being given.-

20 ' Also attached to these programs were a couple of
'

21| short courses given by Mr. Fields.and Mr. Griffiths. I don't

II; know whether you were holding these out as typical' of .the
,

<

23 training programs in radiatica physics, but they were all together-
i

24 about 20 hours of training,15 hours in physics and [ q
:

! _ 25 I instrumentation, and four hours in radiation safety. ;

I I
.

> '

'
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' '
I :My judgment on that would be that would be quite

2 j ~ i"=daquate to meet this Commission's ground rules.~

,

3i The other point that struck.me was that only in one

4 area was it specified that the training program should have a

5| full-time radiation physicist in it, and that was in radiation-
'

[ .6 . oncology, and so the question does_arise, who is teaching the

7- basic handling techniques La diagnostic radiology and indeed

8 nuclear medicine? i

c
n '9i I couldn't find any of those answers in the-documents

.|
'

~

II
6 10 submitted. '

'

f
:-

| II DR. FAERBER: I'll take the first question first.
B

y 12 Regarding the minimum number of hours in basic radioisotope
4 ;

Q | 12 handling, there is a clause in there that states that the

f I4 ' residency shall comply with the minimum number of hours required
y , -

.

15
| .by the NRC.
a

ai 16 . ' Now you probably can retlize that this has. been. changing'

4

{ 17 ' over the past three, four or five years, quite rapidly, or six
E
* 18 years; and it takes some time for our"=4n4==1 standards to be :

;

c
6

19
g presented from tha college to the ccanittee of the American ,

20 i osteopathic Association. And then it has to be approved by that
1

21 board,
,

22 So the statement was they will meet that requirement.l'
i

22 The second question regarding some examples of an !
1-

E ' accessory course, essentially that was put on by the cellege h
'

Th 6 e . |
e .

.

28 |~ as part of the-continuing post-graduate educttien program.| '

a
;

|
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1- Lis now meant' to:be the only or the sole course in radiation
,
<-

i

'2 physics.

h'appens tihe peepean, chairman of each MM
'

31 It ss<

4 makes .the decision on which physics program will be adequate,

g 5| for his residents 'in training, meeting the requirements of at

] 6| 1 east the 200 hours for the' basic handling permit.
_

h7 That may be courses at an adjacent or nearby university

8; which has a program ongoing; it may be given by the local
.

a 1-

.= 9 radiation physicist, whether he be full time or part time. I

Y
10 |

,
am not sure that that necessarily is pertinent for how much he

$ 11 devotes to the training program.
,

m

I 12 So that that course per so was only a fragmentary -

C5
g 13 submission. In eSct, the course continues every year. The

-| I4 dibtic 24 hours of review. And you probably didn't have the
ya

15
| complete cycle of courses.
s

.. ni le In addition, there is a described program for hospital!
' , - e t

(.17 scudy before the candidates would attend that. course. But that f
~

18 .is not meane to be the only course. ;
,

E i
I' M. WEBSTER: Can I come back just a little bit? {g

L
20 i I'm reading now from the educational program minimum basic j

:

21 science requisites. It says that the program in nuclear medicinei-

,

i i

22- shall be three months. It shall offer appropriate training
.

*

23 in physics, instrumentation, radiopharmacciogy, radiation i j

24 protection, interpretation of nuclear studies. But it doesn't i

:

.25 actually break.it-down. '

:.,

ALDERSON REPCRTING COMPANY. INC. !

. . .

,4_-
.n. . -. . . . . . -., , .



.m- - .. _.e - - - -. . . . . , . _ , . . _ _ .. _ . . - _ , m.,

a > >
,;

Mk ,,

120- .

,

1
.,_

It does say, however, that it-is recommended that

2| 'the program qualify the resident for licensure. However, that is,
t

3' a recommendation that presumably is not man (atory, and I have |
'

4, some doubts about whether indeed many of your programs would

g
5' meet the current requirements.,

] .6' It is recommended, but it should be stronger than
-

7, that.

U DR. FAIRBER: This is the diagnostic radiology?
d

9; DR. WEBSTER: Yes. And the same thing is true --

r 10 no, this is radiology. They are almost identical wordings on

' | 11 radiology and diagnostic radiology.
B

: _ y 12 DR. FAERBER: Well, as you are aware, it is extremely
-

g. . . .

13 diScult to be specific in every regard of training. I'm not

|
14 sure that any other organizations are extremely specific in that

) regard, either. It is a matter of acceptance of the board and !15'

=
'

16
ai its trainers and its programs. So that that would be a' difficult.'

m !

E- | 17 problem to overcome, if you have some basic feeling that' you dcn'h
i. g 18

.

have enough information. Because I am not just sure that it's

h' i
I

g really available from any board, extremely specific documented i
'

i - 3 form. |
i ,

II DR. WERSTER: The thing is, in radiation oncciogy, [
r-

22 more specific, you did put down 200 hours, and that's what ser |
'

*
,

'

23 of flashed out at me, that you hadn't done it anywhere else.
:

f^ M But again 'I come back to the point that it is hard to arrive at :
:-

25 scene kind;of an evaluatica from what is given here, particularly
.

'
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[ ..
l' when you de present programs which.-- as' examples which didn't

2: ' appear to me quite adequate. These were addenda to these
'

1
-

I3< documents.

4| MR. CUNNINGHAM: Any otherquestions of Dr. Faerber?
.

t-

5 we still have-- thank you very much, Doctor.

] 6' (The ' statement follows:)
-

+

k 7' |,
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....3

Mr. Caipb'

U.S. Nuclear Raaulatory Commission ~

Box 396 SS 4

Silver Sprinas. MD 20910 s

Dear Mr. Camper:

This letter will serve'to confirm our recent telenhone conversation
regarding the desire of recognition of certification by the
American Osteopathic Association of Radiologist:s by the Nuclear
Regulatory Cosmaission for appropriate categories of groups of
nuclear material.

As explained to you on the phone, the American Osteopathic Board of
Radiology examines individuals in appropriate catemories prechosen
by the candidate depending upon his educational credentials which
are verified by the Secretary of the Board before the individual is
admitted to the examination. The actual requirement of . training is

' not a fugetion of the Board but of the College, and, as I understand
it, you have received other information dealing with minimal
scandards from another source.

The actual asesination covers both written and oral exams in the
following areas: 1) Radiation biology, 2) Radiation physics,
3) roentgen technique, 4) principles of roentgen diagnosis and
diagnosis of neoplases, 5) roentgen theranutics to. include radium
and radium substitutes, 6) nuclear medicine. The basic format is
malciple choice, fill-in or true-false with few essay types. The
exam taken four full days of the' candidates time with etaht to five ,

and additional tian requirements -if needed for a aivan candidate.

We will have to survey the various examinars of ths Board to receive
answers to the nrecentase of ouestions dealing with isotope therapy,
dosage. target organs, safety, patient handling, precaution,
decontamination procedures and indications for treatment. I am sure
you can appreciate my inability to give definite numbers.at this
cias. The Secretary of the Board has been contacted and'will attempt
to accumulate this data from the other members of-the Board of
n= =i v rs as soon as possible.

Unfortunately, due to crior commitment, I will not be available for
the meetina on 18 Ausust. I would hooe someone renresentina the
Board'will'be able to cosaamicate any information I receive or have
it available at the meeting 'on the 18th of August.

'
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~If there is any additional information you may require, do not
besitate to contact me either by mail or phone.

, . Thank you in advance for ~your accention to this taatter.
c

Sincerely yours,

F d
William E.'Betts .Jr., D.O.
Chairman, American Osteopathic

Board of Radiology.
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f AMERICAN= OSTEOPATHIC COLLEGE '

+- OF RADIOLOGY.
L :I;P.O

| May 28, 1980
.

- 3 23
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. p Dr. William Walker ; |

Material Licensing Branch
j Nuclear Regulatory Commission

Washington, D. C. 20555 |
? 1

'

Dear Dr. Walker:
|3 -

| Thank you for-verifying the meeting date with you in Washington
on Mendny, June 9th at 1:00 P.M., as par our phone ccr.versation today. 1

1 The purpose of such meeting will be to identify any misunderstanding or
'

misinformation on the part of the American Osteopathic College of
H Radiology, the American Osteopathic Board-of Radiology and the NRC

as related to licensing for teletherapy and brachytherapy sources.

It may well be that there has been no official response from
0 the American Osteopathic Association or the American Osteopathic i

j ( ., College of Radiology to the letter dated February 6,1978 to Dr. !

. Crowell from Dr. Wade. Almost two and a half years have gone by. |

}
and I agree with you that this preliminary meeting is the most direct j
way to begin to clarify this matter. ),

d |

Scheduled to repr.esent our profession at the June 9th meeting j

, ill be Pobert L. Meals, D.O. , Professor and Chairman of the Depart- |w,

ment of Radiology, Hospital of tne Philadelphia College of Osteopathic |C Medicine, member of the American Osteopathic Board of Radiology; '

10 George Faerber, D.O., radiologist, Doctors Hospital. Columbus, Ohio, |
T Vice Prasident, American Osteopathic College of Radiology George I

l' Gustavson, D.O., Director, Radiation Oncology, Detroit Osteopathic

l' Hospital, Detroit, Michigan; and Richard DiPietro, D.O., radiologist
and Director, Department of Nuclear Medicine, Memorial Osteopathic.

,d, Mosepital, York, Pennsylvania.
4

tj Under separate cover, I am sending current ACA approved Minimal
Standards for Residency Training in Radiology, Diagnostic Radiology,

.

j and Radiation Oncology.

.

!| Thank you again for your cooperation in arranging this meeting.

Sincerely yours,*

ATT M W NO. 4 Manuel H. Sloane, D.O.
*

President, AOCR
'' cc Mrs. Patricia Vacca

^
Mr. Richard Cunninghast

i Edward P. Crowell, D.O.
Mrs. Pam Smith Training and Experience criteria |

|Page 27 of 105.
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Richard Cunningham, Ph.D.
Chairman -
Advisory Committee on Medical uses of Isotcpes . . .

Division of Fuel Cycle and Materidir Safety |

- . |Nuclear. Regulatory Commission
*

Washir.gton, D.C. 20555 .-
,

"

D9ar Dr. Cunningham:

I would like to express my appreciation to Dr. William
Walker and Mrs. Pat Vacea who arranged the meeting with members
of the American Osteopathic College of Radiology on June 9th in

!Washington. All the members of'our group were most pleased with
i the courtesies extended and the explanation of current NRC policies. ,

and procedures with regard to brachytherapy and teletherapy licen-
sing and materials handling licensure as this pertains to nuclear

. ,

V medicine uses. ;'
.

I.As you may know, osteopathic radiologists are responsible
for nuclear medicine services in over 200 osteopathic hospitals.
The large majority of these institutions have AOA-approved intern
and residency training' programs, and many have active departments-

of radiation oncology. 14creover, the AOCR provides radiology
faculty for the 15 colleges of osteopathic medicine. Therefore, ,

we strongly feel'that it is important from both an informational '

i
and educational standpoint to have a member of our College appointed'

to the Advisory committee on the Medical Usats of Isotopes. We under-
stand that there is no vacancy at the present time. However, when
such vacancy does occur, I would like to propose appointment be J

considered of one of the following radiologists in order of prefer-'

ence as listed: .

8..

(1) Dean Fullingia, D.O.i_ -
. '

j. Department of Nuclear Medicine
Oklahoma Osteopathic Hospital|

-

i

(2) Richard DiPietro, D.O., Director |
'

Department of Nuclear Medicine
York Memorial Hospital..

.

i(3) George Faerber, D.0.,. "

| Doctors Hospital , *

Columbus, Ohio;

Training ani Experience Criteria ,

. Page 28 of '105 |
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'A: curriculum vitae will be submitted under separate
if- ~ coverfby Mrs. Pamela Smith, Executive Secretary, AOCR. It'

might'be best to address,all requests for information to Mrs. Smith.

Advisory Committee meeting will- take up the topic of re, Medical
It is my' understanding that the, agenda of the

cognition
<

In this re-

I'ofcertificationboardsattheAugust18ttsmeeting.
gard, we would like to request the following: ].

(a) Certification.by the American Losteopathic Board of Radiology
(ACER/ Diagnostic Radiology be automatically recognized by NRC

,

for licensure for Groups I, II, and III. -
.

t 1.

(b) Certification by AOBR/ Radiology be automatically approved for (.
'

licensure Groups I, II, III and *IV. -

*(c) AOBR/ Radiation Oncology Groups V and VI.
,

! -(d) American Osteopathic Board of Nuclear Medicine (AOBNM) -
.,

Groups I, II, III, and IV. !

J

I will forward to you, under separate cover, the currently
:

| approved ACA Minimal Standards for N i %ncy Training in Diagnostic
| Radiology,~ Radiology and Radiatica Oncolov Also to be included |

. '

| will be descriptive physics co e se material sponsored by the AOCR
during tho'past year.-

;
i.

' }
TMee are prosasAy; several other areas where you may need ''

....

information as to structure and inspectica of the residency pro-
gram, their relationship to the ACA, the American Osteopathici

|' Soard of Radiology, and the Connit*M un Postdoctoral Training and
the Bureau of Education of the AGA. I will forward a copy of our*

' inspector's manual with a covering letter relating to our. inspection
,

| procedures as cacried out by the Committeg on Evaluation and Educa-
tional s*madmeds.

'

I will call you in approximately one week in order to'

facilitste sending additional information that you may doem
' necessary. e.
3

;

: Sincerely yours,.. ., j

.'.|.u.m &&, K '*
i ~ . .

,Manuel E. Sloane. D.O.-

ATTA00ENT NO. 4 President, AOCR
*.

Mstff'

I
.oc: William J.Malker, Jr., Ph.D. 1

i Mrs. Patricia Vacca Training and Experience Criteria i
.

Mrs. Pamela Smith, Executive Seeg of 105*

[ American Osteopathic College of Radiology .

Route 2, Ses 75
; Milan, MD 43556'

Mt. D.uWesehemmer
T ^

e
Mr. V. L. Miller,
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|.
Aeriet een Ps --

Ms. Pat 7accaw u a. =e esees

iemm Section Leader
" Mad 4eal h ig ..

Division of Feel Cycle and
Materials safety

.

Meclear Regulatory Commission!

unshington, D.C. 20555'

! Dese Ms. Vacca

Mr. r-i=gh== bas ree'iested that we seed, additional information ],

relating to our residency trainias program to your attention. I
an enclostas the follouring: ,/

r
i

Basic Standards fet Residency Trainias in Radiology I

Basic Standards for Residency Trainias in Diasmestic Radiology
Basic Bequirementspet-tant Standards for Besidency Trainias

/ in Radiatism Oncology
# Procedere of "Eser to Initiate a Residency *

Inspection Esport Form.

Castimains tandical Edesation Programs
The Physics of Meclear Mediciasv

| The Physics of Diasmeetic Radiology
b The Physics of Therapestic Meclear Medicies and Radiology

Sin-IIsoth Study Progran correlattag erith the QE course."
'

The Physics of Diasmeetic Radiolagy
4

A sta genth study program is correlated with each of the Physics
Progress. The seedy program for the 1931 program. The Physics of
therapentig ihnelmar Madiging god gediology is gg the priater at this
time and will be forwarded to you se a later date.

| If yen desire further infeemacias, please do not hesitate to
contact me.

Sisserely

~~
[ g,

t - ,e ecr.t.ty

ec Dr. M Malbet
ler. Richmed w e
Dr. Mamsel 5. Siemen
Sr. Edmord F. treme11
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#
Mrs. Patricia Vacca
Section Leader<

Materials Licensing Branch..

U.S. Nuclear Regulatory Casatission' =

Washington, D.C. 20555
4

*Dear Mrs. Vacca:

The minimal standards for residency training in radiology,,

; diagnostic radiology, and radiation oncology sent to you by.
. Mrs. Past Smith, Executive Secretary, AOCR, unfortunately were
' /' draft copies. The ADA-approved copies will be forwarded immediately.
'* The following is an <werview of rddiology residency prograuss

as to method of' origin, progrant approval,. training, progrant. .m

I' inspection, and;the relationship between the American Osteopathic.
L Collegs of Radiology (ACCR) and the American Osteopathic Board
i of Radiology ~(Aosa) .
L

The hospital must first'rgspost approval for a residency
; programi front the office of Nducation of the ACA. The Office, if
( after reviewing the submitted'' documents and information substitted,

_

| finds same in complianced will request the Evaluation and
| Educational Standards Commi'titee -(E2fC)/of the AOCR to conduct an
! inspection of the program. MSee inspection report forst mailed

to your offion 7/9/80) . The; chairma of the EESC will assign a
junior and senior inspector to conduct sa on site inspectioni

'

and seed the report.to the Office of Education of the AQA. The report
i is then discoseed by'the EESC and the resulting th = tion of
l' appreval for, one to three years or disapproval with appropriate

documentation is forwarded to AOCR Board of Directors for approp-'

riate action. The W ation of the: ACCR Scud is then
forwarded to the ACA office of Education. Such recommendation is
then approved or d==iad by the comunittee on Post Doctoral Traiaiag,

| (COFT) . The Corf actions are then placed on thee Agenda of the
nest A04.Soard of Trustees' semi-annual meeting for flaal approval
or denial. All requests for addieinmal residents go through thet

| same process. Bospitals which are denied progrnas have the
- ,,= - ity for remedy through an appeals process. s"

i

Training and Esperience Criteria
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In: radiology.and' diagnostic radiology. residency programs {
!

/ the ERSC requires that the nuclear medicine portion of the' ,

program.hei:a mia(=== of three' months block time which is-sometimes ]>
accessary ifithe nuclear medicine section is under the Department 1-

of-Pathology or Zaternal Medicine, or the program director pre"ars 1

y?- - :to send the resident out of the hospital for a better educational .l-

esperience..The resident is'to-apply for materials k=adting 1iama== =

upon completion of his assleer medicine--training anC preferably his -
.

name added to the bespital ESC license. In this mammer, there is
~

:// demonstrable proof of fulfillment of NBC requirements for lican sg{ If application is not made, them the trainer and the . |

;

^ sure.:, resident are required to document the educational esperianos in |?

detail in keeping with NBC requirementa (see enclosed VIIISOE '

AOCR) . ' All radiology residency programs .which' publication of
articles, Oct. 1978 apd Dec. 1979, an official

,
'

nave osteopathic :i
t physicians who wish to be eligible to take the AORE certifying-
' esamination are inspected on site every three years.'This includes

any military, public health or allopathic-hospital.,The/inspec- ,

tion process is. identical. _J j'

1 ;

The Americam Osteopathic Board of Radiology (ACSR) is inde- a

f ; t . of the AOCR, that meshers of the ACCR are nominated 1 i
,

2

F -\ the ACCR teard and, tly, elected by the College mester-4

' for appointment to the ACER as vesassies artes. 'The Acam 'is J,

responsible for settlag its oun criteria for oral and written 4"

esamination and esamines twice yearly. The AceR has the option,

.

of appoie ing radiological physicists or osteopathic physicians |
; certified la radiology for positions as supplementary esaminers

based ~en their emportise _and emperimman as the need may arise.t.
The ACOR does not set the residency standards. It only ====4aas'
candidates eligible for oortifiention. Candidates who smoosssfully
pass the Boards are W to the Ach Seast of Trustees

i for ultimate oestification. I believe Dr. Creme 11, in his letter
of movembe' 18, 1977, samt Dr. When infosmetica re: *maquiremmets ;

i for Certifmeties of the Board for Osteopathic Special- i

'ists and Boards of careid'iention .;

$ At heat, the aheve is only a summary and 1:would appreciste :

1

! any spesific geestions requiring more deemitaa emplanation prior
to the S/18 meeting of the AO W1.-

Thank you is advenes for your oesparation.;
.-

Simeerely yours,
,

4 -* -
_

Manoel E. 31oems, D.C.
l ATTAOslENT 4. 4 Framid==t, ACCR;

,

~sesspr -

Treining and Locrience Critoria
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oss or. Willim uniksr
"

U I# E'Sduest p. Creuell, 3.0.
William L. Levendesky, Jr., 0.0.
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f PreparingFor An Metropolitan Hosp. ital Adds -

;lnspecen Of The.-

s Res,dency Program. _A 4MV LinearAcceleratorI - i
- ._ .

j~ The Radiologists. Director of Medical .."'a+ S''*h- ' . - 5 b b..' * "
, .

t.cucate 'md the Hospital Admenstra- *;.y
-

g /- ,. .j q.

,'" - tor snou.J .= 'arati.m with Residency ,

7
.; . %' . _ . g' . 1. * -

F ainang Progran recuarements. The foi- ,; a
anaaf

*^"*
!'.

..lo m ng 0,.. . ,ons shou n e ca,e,u,1y c- . , - -
-

'Ist" died and followed: ''Raousrements and [ . .[k. .,enterpretative Guide for HospitWs Ac-*
-

.e.,

' r edsted and Accrowed for Intern and/or M '

''
-

-g, .., .), M sidency Trar mg by the Amencan jf,
Csteopathic Associate.** Alinwn'ai Stand- - *

~a%eros and Requiremants .for. Specialty .I s .
-

k. ',*'

Iraenmg m' RaJiolopral Science - Com- O* 'I
- M.

|;f* *mettee on Postdoctoral Traning. Amer.
~^

.iJf.*p' N'
*

/'~ n Osteocamec Assoc 14tson and Evalue- ' l i ,4;
,

' Ang Cortwmttee. Amer.can Osseopathe . ,
' |,

. Casiege of Radeology:" and "Honostal Re- (.. ,. -
-

. e ,
8 acuerenents for Rossdency Tranmg in *

y',

Osteoostner Specialties.' .Ie
,

| Cooses of these documents are aval.*

.g" h '

* ,~

ele from tne Offw:e of Hosoital Afters. '.~ ' '--

-$mer>can Ostecoaths Associate. 212 pretu,og ago o i, e, 4 Ary Lineer accedersoor, regenery aeguned by adewooetiren
*

' f.ast Ohio Street. Chugo. illinoes 60611 seas, set's Aaesodogy caserenent.,

; ,Eviderse of comonance witn mi '* Metropolitan Hospital in Philadedohia ' output: 3mm tocal spot with m.n. num
*

Q vrar ?ents should be documented arid is empending its oncology and radiation conumbra. fseid saled continuously aid-
#veelacte for tne mecoctor mciueng; thoracy services eth the metallation of a lustable from 0 = 0 to 32 = 37rm and

e ov of Updated Mes*dency Tranmg Pro- 4 MV Lineer Accelerator and with me 360 degree isoconter rotatiori. .,

's esam. Readeg Assignments; Reesdent's addicon of a radiation oncolopst to the The avalacelsty of megavoltage radia- .

W t wt; Montmy Statratics of Exams Done
staff. tion meracy and the presence of = rea.

I ..ie and numberl. Letest Oscartment The Clinec 4 Lmeer Ac:elerator. tion oncolopst should orow de additicnai
; 8|adiat!on %rvey, Fem Sedge Recotts; manut.m;ture W Varm eli permst rade. base for eisparissors of oncologw ' raat-
| 8%tude Traemng. In-#40eostal Lectures;

ation management of a wide variety of ment services at yrcocietan Naastal.%nutes, of eastegs, mcluating coremi" oncolutc prob 6 ems mth a hign energy. This metallation is one onase of a tong:
'

? ta=, staff vnd escartmemas meetmgs: vpel<.oilimated beam providing me ad- range program which mit ultimareiv re-
Di unientation of attendow:e; Autoosses.

I ventages of standard megevoltage r,siernal suit en an meosoital geograobica*ty c.al-
,

Conventines: Post graduate courset for*

beam thoracy in terrns of papent com- #2ed chawal onco 6ogy urut. desigrM for
i rhe traneo and trener; Me$ical records of port, skin spering effect and treatment cotimum bedssde care of me patient with~

evoresentative cases: Representatrve vo6ume control. The Cmac 4 has me foi. malignant desseee and for crits;;al contras
reentgen Stueos. Masation Theraov cases lewing characterstics. 350 rade/mmujo of natients on drug protocois. .'' ,I ett Nuceeer Voecme cases; Pathology (coentivest on page Ji !

,

i

tces file: Theraov and Raeum recoros; ,

1
'

.| ,ln4Nuelser Medicmp records. medicme rapology. radiat'on trieracy VINX
e The Desertrnant Head. as meet as the mid nucteer medic ne. autoosses. etc.

lesestent tremers, restdonts, head tech. The Patholopet snould have a record Puheecatioh of me Annoncen$
,

'

nsor. Cwector of Veecal Educat:en and af autoosses and attendence These Oseseoemic Consge of Prc ; iI Hoes tal Administreeot, should me ave 6 recores snould cartencend to tne recores,

| t ese for interv.ew
,

, ir me madeology oesertment and toe. *
.'

> , Verneersnro records of the "1 :-L J le .oer:ts' fogs. Editor ]
es

tramer or treners .n ee American Oseso- The cnarts and fiims to ce reveaed menuel H. Sie ne, 0.0. |oatx Coliope of Masso6egy shoud be should be reselv avertatHe +or me m- i
a

.

a,easse. spectors cross-hie .ndes and teacneg
,

.
'

The O.eector of Medica! Education asas conwan ent. Antic:cate tfiat me m- * * **
snou.d %ene avaisie ce tecture and seector nel see me serary n me Padroe. Marte Lanes. 0.0.

' tascneg program of tne nosestal for .n. ogy Cesartment at weet as the 3eeeral Jan Knsght. 0.0. |.
teens. roeidents, and statt and rek: orts of hospital hbrary for the staff, '

.

' cartic oetion and atteneence of the Rae. .,curnas for 'racecepgv and 3tner 3e-r

'
asogsts ans momeents. , cartments of the noso tal spound be ava.d. Send asi viemeos communications

The Hoepetal Admemstrator snetid JIke and eetords of the activit45 of a to $$1 Serty Lane. Mesa,r .g

' n e me sostistics for nces'.tal admeserans. Joumal Cuo and carticcation av me penneye,e,wa Ig063r
suageries, someer a. arm.asseecs. 0.8.. treness mould as soc:.montea.

ffAOSIENTNO.4 Tra"iYng and Experience CriteriaO'
.,

,

Page 35 of 105 |
*;' mm ;

.

l' U$uL, m. .;



w ,,,,,.- , ,- _ , - _- ,

_ 7 ,.-.a
~

m

%.~ . .

. .,

,- x . , c.- .
~~ ,

. @ForAn'nspectionodbNpWiOpenhetter ToMalp'ractice d
.

,

{ n.

InSUranceICarrier.s/sSent >:y?
.
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,

.. - g, R. |.x M
.2 4 Prepare the equipment for inspection# -

Copies of the following fetter have roofenents unfasi coercion..

D and store estraneous masenal in the dias.
*

L('been sent to the maior motoractme insur. We we not aware ttiat msuran... .om.
. naste and thumy rooms. .The film stor,
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b , he's time and piece for me rondent to venia Ostacoothic Raeology Society pete premium is now present cetween D.O. .nd !

Study.' The type, amount:and kmd of f

tsoned the State insurance Department to M.D. radiologists wactiemg under com..
d

.

*< supervision of me reendent,will be con.
correct the folleenne discriminatory prac. parab6e circumstances, there is wwy little

. odored. The work load and participation tices asemst D.O. remologets oractictrip spread in the rWauve premiums between )
, ' .

*of therresident m the venous actmtese in> in the seses of Pennevivema. 0.0. and M.D. olaste surgeons ago 0.0. -|
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hiper malpractice premium insurance claim risk is higner.
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j variety and volume of special procedures reess then M.D. reiliologets in.comoor. These unfair practces have tem 4 1

geged In for many veers by insurar rat mal.- ||: in me desertment.
,* * * if an adequaes volume of mese we nm '"ble geogreche areas, where the scope of8'***'C.' C''"''8 '" P8""'VN8*8 '" d' ti-

a
'f*

~ U8''#V '; U S'** I'' 8''h 78888-
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if Nucteer Madcmeis not apart of the*

age compared to M.D. radiologists wrio The situation is carticut. arty unt r .n
,

,

Ramology Department, evttience of the practce subspecia ty radiology such as. view of the fact that osteocamm adwlo-*

.cwrtp6 acon between mese deowtmenu neurora& ology. which carries a higher gists are required and oo cra.t :n=r .ji

inouid be availmie along wem me teach.
*

potenttei ciasm risk, specialty accor$ng to the same standardsj: *

; . rig waywn for the residenu m nucios There are very few insurance com. as their M.D. racioiogist coaleep s
|- | agedicmo. .
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REVISED ~ MINIMAL ^ STANDARDS . FOR - RESIDENCY '%

. TRAINING-IN RADIOLOGY'

_ c
y

.

_
J

1 JForeverd
~

,m c.y - :
,

i~ '

Tlie purpose of-this document is to:*y - '

p
'

'

1.' Define specialty training in Radiology.
2.LEstablish minimal' standards and requirements for specialty.

[ . -training in Radiology.
'

3.:Offerlsuggestions for the: implementation of:these standards,; ,

and to encourage the highest standards of education-and-

practice in the specialty of, Radiology.
.

'

, .. -

i' .

Time Requirements ~-

1i,:

' RADIOLOGY RESIDENCY PRCGRAMS ARE OF 36 MON"HS ' DURATICN. IN
ORDER FOR A PROGRAM TO CARRY TIIIS' DESIGNATION, IT MUST OFFIR

. THE RESIDENT A MINIMUM OF 22 MONTHS IN DIAGNOSTIC RADIOLOGY,
'

3 MONTHS:IN. RADIATION ONCOLOGY, 3 MONTHS IN NUCLEAR MEDICINE,
2 MONTHS IN PEDIATRIC RADIOLOGY, 1 MONTH IN DIAGNOSTIC ULTRA-

'

SOUND, AND-1 MONTH IN COMPUTERIZED AXIAL TOMOGRAP!!Y. THE RE-
MAINING 4 MONTHS MAY BE SPENT IN RADIOLOGY OR IN SUBSPECIALTY

' AREAS OF RADIOLOGY.4

'

: %/
[ Approval-

,
'

n
!

,~

Training programs in radiology come within the purview '

I of the Committee on ' Postdoctoral. Training (COPT) of the
American' Osteopathic Association (AGA), and they must also
be approved by the 3 card of Trustees of the AOA.

i The American Osteopathic College of Radiology (ACCR) through its -
. .. , ,

1- a Committee on Evaluation'and Educational Standards, works closely ~

with the COPT to maintain high standards for training programs (
j in Radiclogy. The'AOCR also has direct representation en the '

.COPT.
~

-

College Role

'

The ACCR has as its primary goal quality education in the ;7
Radiology Residency Program. ~ e Scard of Diyectors of the ;

-
t

AOCR strodglyzfeel their respcasibllity regarcing evalua-
: . 1 tion and. educational standards. It is their consensus that train-
[D ing prograsis air recommended -by the College and approved by the ACA

.
,
*

offer a diversification of training and adequate preparatien for t-

Jh Certification 1:L Radiology and the practice of this specialty. *

,

!
,

,3 Training and Experience Criteria
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g,,q.a.lifications of PROGRAM' DIRECTOR' i
'

7- ;
.

LA. '' ProfessidnA1: '
?rW' r

>
.a- m

.l'. Theichairmantof a Department of Radiology may designste -;, ~

|
a~ responsible PROGRAM DIRECTOR. However, thj s do::in:%-m

- 4

~.

tion of authority- does not relieve the caprt:mt..,

. Chairman.from the responsibility of aissuring that the:
residency program meets or exceeds,.the racersended !!

~

" minimal standards."
.

2. _ The ' designated PROGRAM DIRECTOR shall be certified in -
Radiology ~

3. The designateil PROGRAM _ DIRECTOR shall' he a full-time -
v ~ tpecialist in Radiology,, capable of conducting a . .(.

'

:. *

broad program in radiologic science, including the''

clinical aspects of. Radiology.
,

'e
7

., ,

, . , ,

4. He shall have at11 east five years of post residency
4

[ experience in' hospital Radiology. ;

.i 5. He shall be a member 'of the American Ostecpathic College
* of Radiology.

6. He shall meet 'and continue to meet the Continuing Medical ;

iEducation (CME) requirements of the American Osteopathic.
,

D College of Radiology and the American Osteopathic Associ- |
-

ation.
_

! 8.' Responsibilities:
.

'

1. The?PROGRMt DIRECTOR shall be responsible to provide
a complete training program in Radiology. This-is
not meant to.. imply that all training must be within

: the parent. institution. 'outside expcsure of residents
!

~is encouraged not discouraged. Acceptable procedures '

for satisfying deficiencies in a training program may
include:

j
e *

a. An exchange program 4 ,

I.b. A visitation program outside the parent hospital
to semagthen training in special., procedures, nuclear,

,
'

medicine, ultrasound, and CT scanning.
-- c. College, university or formal course in radicphysics, '

radiobiology,~and radiation protretion.- +

d. .Other recognised courses- or semiriars.- .

,
'

.

2.-The PRCGRAM DIRECTOR SMALL REGISTER ALL RESIDE:ITS with
-

" ' ' .the Secretary of the American Osteopathic Scard of.< 4

-

_ Radiology (AOSR) and the Secretary of the american
, -
"

Cateopathic College of Radiology (AqCR) .
3. The PROGRAN DIRECTOR will= notify the above-named'

;w y .. agencies in the event of'a change of status cf theC

residents or training program. ,
f.

.

4. The PROGRAN DIRECTOR shall inform the Secretaries of the ;|
<

t
,

. . .

Training and Experience Criteria; j
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JAOBR?andEtheLA'CR ofJa PESIDENT'S' successful:O
'

I/N
- - dzh .icompletion of his program.

.

65.;ThefPROGRAM DIRECTOR'will file annual reports with the
1 Secretary of7the. Committee on Post-Dcctoral Training

> (COPT)i of . the ' American' Ostecpathic Associaticn and
n " iSecretary-_of AOCR.~

'

..
,,_ -* g,

~ ,

<6. The PROGRAM DIRECTOR-will assure-that-the RESIDENT'S
_

three required papsrs'=are of'un acceptable nature.

7. The PROGRAMiDIRECTOR shall be prepared to document the
: post-doctoral training.of.all' radiologists-within the~"'

Department since. the last inspection.

5 8. The PROGRAM: DIRECTOR will keep a copyLof all-required ..

. reports. ,m
w .

,

9. The PROGRAM _-DIRECTOR will: assure that the resident's
log.-and other records are maintained and up to dats,

.

g
II. Department Requirements ,,,

' l. The Radiology" Department shall have an adequate records
system for all procedures performed and a satisfactory
pathologic' cross file index using scandard disease*

" '
.

nemenclature such as'that established by the American*

College of Radiology.
~ %. 2.*The Radiology Library shall contain'a sufficient. number

- -I of current and established texts covering the fields of
diagnostic radiology, encology, ultrasound, CT scanning .

and nudlear medicine as well as current. texts in general |
; --
"

medicine and. surgery:in their various branches. The ;'

Library will contain a raasonable number of appropriate ..;
* *and current journals related to the radiological sciences.

The' radiology library should prefarably be housed within :,

'ithe department rather than the general hospital library.
.

_AN' ADEQUATE UP-TO-DATE TEACHING FILE IN THE TIELDS CT ,

e
i

1 -DIAGNOSTIC RADIOLOGYi RADIATICN ONCOLCGY, NCCLEAR MEDICIUE,
ULTRASOUND AND CT SCANNING WII.L BE MAINTAINED WITHIN THE RADIOL-
OGY-DEPARTMENT. ..

,

3. The Department _should be-physically arranged to provide ,

e ..
' space and atmosphere conducive to' resider.t study and ;

i
conferen,ces.

t,
-

.-
4. There shall be a minimum number of full-time radiologists as<

' *
* *

followst 2 radiologists for 1 resident, 3 radiologists foro 2 residents, and thereafter an adequate number of ' full-time
radiologists to insure a successfully' supervised'and' -

atructured program.' Training and Experience Criteria ,
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? _.;$..The department!should have;available facilities for clinical'z '

y;,,_
- T ! photography. This:should enhance' thesteaching program andt

idevelop1LtheRESIDEt?I'S. interest in thisLactivity.- n
b -

~O
*

%~ -

_6.fThe-Radiology' department work census or audit must have
_. .. .

, '
~

q, 3 .
sufficient scope to expose the RESIDENT tota representative

~

a- J;
' range of procedures _and pathology.- ;,

.
.,

a. JT!!E: MINIMUM NUMBERLOF DIAGNOSTIC PROCEDURES TO QUALIFYI*'

~ FOR ~ A TRAINING ' PROGRAM SHALL BE -30,000 PER YEAR. A

PROCEDURE IS DEFINED AS AN EXAMINATION OR STUDY OF A
.

, _ , GIVEN CASE 1(X-RAY, NUCLEAR MEDICINE, OR DIAGNOSTIC
A CASE, HOWEVER,.MAY INCLUDE SEVERAL PROCED-i ULTRASOUND).m 1

URES OR EXAMINATIONS: For instance, CHEST, STOMACIf AND
COLON FOR A . TOTAL OF THREE EXAMINATIONS --OR PROCEDURES. -

' -

:. : ., ,
-

*'

h
~

b. The RESIDENT shall be exposed to'an adequate cross-
N. . section ~of'special procedures to gain a working knowledge -

of-such procedures on which to build futureLexperience.
Program deficiencies in this respect shall be satisfied
by documented. visitation or affiliation cutside the'

^ parent institution. |

,

c'

,

.

i

III.'Departaent EquipmenE
|

A. DIAGNOSTIC-*'

-1

11. DIAGNOSTIC EQUIPMENT $11ALL BE OF MODERN DESIGN A::D H'

SHALL MEET THE REQUIREMENTS AND STANDARDS'Or FEDERAL, -|

%
STATE OR. LOCAL REGULATIONS. 1

.,
.

2. Equipment will be consistent with the work 1 cad of the .I

dapartment:
n a. Fluorescopic equipment will include image intensi- ]~

+ fication, preferably with television display.
,

b. Generators will carry ratings consistent with the\v ,

workload placed'upon them.
;

,

c. At least'one room will be equipped with temcgraphic'

apparatus. .,'

d. At least single plane, rapid cassette changers will'

.
Lbe available for arteriographic studies if performed ~

~

*+

wi, thin the institution.-
'

'-

.

. .
s -

,

. ' .e. Mobile units will-be of sufficient rating to provide-

for, adequate diagncstic studies.- 1- -

qi. :y
?

- Training and Experience Criteria
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1- : 3. The /foll'owing equipsacn't and/or facilities' are ' desirable
'

_
..

(LM
buttnet mandatory:

.

~

x

'
,

,a.EXeroradiography ~[*,

:b.: Computerized axial' tomography
J c.' Diagnostic Ultrasound-
i, .d.. Microf11 ming' '.. w

..e. Cine ~or equivalent. '
:

>
-., ..

' f. Video tape (equipment -
,

,

Bf NUCLEAR MEDICINE h

1. It is desirable but not' mandatory, that nuclear =edicine
~

;come under the jurisdiction.of the' Department.of Radiology.
D' *

,'

, 2'. IT IS RECOMMENDED T!!AT TIIE :MIDIMUM EQUIPMENT IN A
'

-

? NUCLEARMEDICINESECTIONyNCLUDE:
*

.
-*,

A.' CAMERA CF MODERN' DESIGN.

B. IMAGING.. DEVICELWITH WHOI,E BODY CAPADILITY, EITHER
: CAMERA OR-RECTILINEAR. SCANNER,

C.' PHYSIOLOGIC TIMING - NUCLEAR CARDIOLOGY
D.-COMPUTER OR DATA PRCCESSOR-

-

E. ::OSE. CALIBRATOR AND RELATED QUALITY CCNTROL EQUIPMENT
NECESSARY IN T!!E PREPARATION OF RADIOPHARMACEUTICALS*

., .F. COMPLETE IN VITRO LABORATORY EQUIPMENT ADLE TO
; HANDLE. ROUTINE IN VITRO STUDIES SUCH AS BI400

VOLUME, RED CELL' SURVIVAL,' FERROKINETICS, AND_ .,s

RADIOIMMUNOASSAY-- .

'

, , G. MONITORING EQUIPMENT CONSISTENT WITH NRC RADIATION
SAFETY REQUIRDIENTS-

H. EQUIPMENT APPROPRIATE TO PREPARING AND DELIVERING>

RADI.ONUCLIDES FOR ISOTOPE T!!ERAPY
I. PHANTOMS AND PROCEDURES . ASSURING -QUALITY CCNTRCL

3. Equipment capable of performing dyr$amic flow studies.c

4. Technicians operating nucigar medicine facilities should-
'he appropriately. trained.

,

5. If nuclear medicine l's not administered under the Depart-^

ment of Radiology, training elsewhere in tne parent*-
,

institution must be documented as if taken outside the
parent ~ institution. *

,

s

6. In the event that nuclear medicine is n t 'available
within thp parent institution, an adequately documented
outside ptogram must be developed. Documentation ofs

'

outside training in nuclear medicine =u'st conform to
the formatiapproved by the Americari Ostaopathic Collegu
of Radiology. *

-

,
~

Training and Experience Criteria
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it CojuLTRASOUND) +- -
'

,

,7
., ,_,

s

m ~
1.i THE ULTRASOUND DEPARTMENT SHOULD?COME UNDER T!!E JCRIS-

^ ^
_

DICTION OF THE DEPARTMENT OF RADIOLCGY. -* '
,

2.1 EQUIPMENT . (MAY INCLUDE | DOPPLER AND ECHCCARDIOGFAPHY)
.

SHOULD MEET THE STAUDARDS.OF MODERN TECHNOLOGY.,[ ,

3. i ULTRASOUND TECHNICIANS- SHOULD ..DE APPPOPRI ATELY TFA T! !P.7

4._THEREJSHALL BE PHANTOMS AND PROCEDURES ASm...... .. n Y
,

. ..
" ', ;

e - CONTROL. -

.

'D. COMPUTERIZED' AXIAL' TOMOGRAPHY'
.t

-l'. THF.- COMPUTERIZED ACIAL TOMOGRAPHY DEPARTMENT SHOULD' CCME
. L UNDER:THE JURISDICTION OF THE DEPARTMENT OF RADIOLOGY.

2.'THE EQUIPMENT SHOULD MEET THE STANDARDS OF MODERN
TECHNOLOGY.~

.% '3. TECHNICIANS OPERATING.~ EQUIPMENT SHOULD BE APPROPRIATELY
~

TRAINED.
J., . 4.4THERE SHALL BE. PROCEDURES, PHANTCMS,.AND PHYSICIST

h. SUPPORT TO ASSURE - QUALITY CONTROL. .

o' E. RADIATION ONCOLOGY-
-)

1. THE. RADIATION ONCOLOGY _ DEPARTMENT SHOULD COME CNDER
- THE ~ JURISDICTION OF THE DEPARDIENT OF RADIOLCGY.

' '

>

2. THE RADIATION THERAPY EQUIPMENT SHOULD MEET THE STANDARDS
1)

'

' OF MODERN TECHNOLOGY. . .
-

3. RECOMMENDED EQUIPMENT SHALL-INCLUDE SUPERFICIAL ORTHO--

VOLTAGE AND SUPERVOLTAGE THERAPY UNITS.f' ,;

1.

'4. EQUIPMENT SHOULD BE CALIBRATED AT LEAST ANNUA * LY. OR
~~ - MORE OFTEN AS LCCAL' REGULATORY AGENCIES REQUIRE.

.5. IT IS RECOMMENDED THATLADEQUATE SUPPORT PERSCNNEL,
,

I.E.,. RADIATION PHYSICIST, DOSIMETRIST BE AVAILADLE."

6.-IT'IS RECOMMENDED THAT THE DEPARTMENT SHOULD HAVE ,

SUFFICIENT RADIUM OR ITS EQUIVALENT'ALONG WITH A
'

-

VARIETY OF APPLICATORS FOR SAFE'AND APPROPRIATE
SURFACE AND INTRACAVITARY APPLICATIONS..

IV.. Safety Program
.

1. A radiological safety officer will be- designated.

2. Adequate protection for.all personnel and patients exposed'

*

to radiation shall'be maintained.
-

3. Standards for' pr tection of personnel and. patients shall.'
,.

,

!_ equal those established by the Public Heallth Service and
-

the Bureas,,of Standards. Where state law requires, standards
o

, u
will be in compliance,s

:s

;4. Fluorescopy'* records will be maintained in accordance with
*'

ACA requirements.
s

Training and Experience Criteria
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El -Ai:Minimus/ Basis: Science Requisites:- " e

;
: . .. - | |. . %. ,

*j l. It$1sfassumed-that the RESIDENT has-a background of, R'

-
"~ physics, . obtained through- pra-osteopathic profm: JL.: e.1 '

y education.f g ~~'| 'h.

3

y .. -

52.-Ideally ka' formal training program of 80' hours of- -

a

. insttaction in basic electricity ind x-ray, andL> ,

nuclear physics should be given.;When this-80-hour. program-,

cannot be given, a minimum of 40 hours of~ intensive training
- shall,be given by-a/ qualified paysicist. This;shculdLbe

supplemenced:by regular-weekly; instruction in the depart-
ment-to establish _a meaningful.'. relationship between the

?: training and the problems encot.ntered in clinical radiology,
s (..

' * - 3. A minimum of-24 hours o'fJformaifinstruction in"

.

- radiation biology diouldibe given. - This includes
cellular and sabcellularieffects, tissue kinetics'

W and- respons'es, factors modifying ef fects, total body
offacts and histopathological respcsses.

4. The RESIDENT;should receive:oncciogy training through i

collaboration of the radiation oncology. service with '

,-
the departments of pathology, medicins.:and' surgery.
He should correlate-his oncology experiena through

,

. clinicopathologic conferences'and autopsies. This is~ q

h- ( .best done by integrated conference _ programming.
'

'

5. THE-MINIMUM TIME REQUIFEMENT'FOR SPECIALTY TRAINING I::
- NUCLEAR MEDICINE SHALL BE THREE' MONTHS. THIS SHCULD OFFER i

APPROPRIATE TRAINING IN PHYSICS, INSTRUMENTATICN, RADIO-
- PHARMACOLOGY,' RADIATION PROTECTION, CLINICAL EVALUATION

OF PATIENTS AND PARTICIPATICN IN PERFORMANCE AND INTER- J

PRETATION OF NUCLEAR STUDIES. THESE THREE MONTHS NEED 1

2. NOT BE CONTINUOUS. IT IS RECCMMCIDED Tt!AT'THE PROGRAM J

QUALIFY THE RESIDENT FOR LICENSURE SY THE NUCLEAR
REGULATORY COMMISSION. THE RESI, DENT SHCULD BE TRAINED3~ ,~
'IN BASIC RADIOPHARMACY PRINCIPLES IN DOSE PREPARATION, ;

HANDLING, ADMINISTRATION AND DISPOSAL. THE RESIDENT ;|;

SHOULD BE TRAINED TO OPERATE THE' EQUIPMENT IN ORDER TO j

PERFORM ROUTINE RADIOt!UCLICE ORGAN IMAGING.g

- 6.' PEDIATRIC RADIOLOGY SOULD BN INTEGFATED OVER 7,HE THREE i
YEAR PROGRAM. HOWEVER, WHERE THE TRhINING HCSPITAL '*

PEDIATRIC CLINICAL FACILITIES ARE LACKING IN SUFFICIENT'
- <

' ^ - DEDIATRIC CAEE MATERIAL AND PROCEDURES, OUTSIDE ROTATION
'

FOR T9f0 MONTHS IN A' PEDIATRIC RADICLOGY DEPARTMCIT IS
RECOMMENDED. s

. ,

.|~

Training and Experience Critaria
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7. TRAINING IN DIAGNOSTIC ULTRASOUND IDEALLY SHOULD SE
INTEGRATED OVER THE THREi: YEAR PERIOD OF TIIE RESIDENCY.
DURING THIS TIME, THE RF.'i . DENT SHOULD OBSERVE AND ASSIST
THE PERFORMANCE AND INTERPRETATION OF TIiE VARIOUS PROCED-
URES AND SUPPLEMENT THIS WORK WITH A CORRELATED, DIPECTFD
READING PRCGRidl. IF ULTRASONOGRAPHY IS NOT AV/JL/ N :.

_.
THE PARENT INSTI'TUTION, SUITABLE COURSES:AND ENPGbUvi

~

SHOULD BE MADE AVAILABLE TO GIVE THE RESIDENT AN EQUIVALENT
OF ONE MONTH'S TRAINING. T!!E RESIDENT SHOULD BE TRAINED
TO PERFORM AND INTERPRET ROUTINE PELVIC AND ABCOMINAL
ULTRASCUND STUDIES.

8. TRAINING IN COMPUTERIZED AXIAL TOMOGRAPHY SHOULD BE
INTEGRATED OVER THE THREE 'IEAR PERIOD OF THE RESIDENCY.
IF CT FACILITIES ARE NOT AVAILABLE IN THE TRAINING HOSPITAL,

? SUITABLE COURSES AND TRAINING SHOULD BE MADE AVAILABLE TC*
GIVE THE RESIDENT AN EQUIVALENT OF ONE MONTH FOPSAL

- TRAINING IN COMPUTERIZED AXIAL TOMOGRAPHY.

9. THE RESIDENT SHALL SPEND NO LESS THAN THREE MONTHS IN
RADIATION ONCOLOGY. IF RADIATION ONCOLCGY TRAINING IS
NOT AVAILABLE IN THE PARENT HOSPITAL, A DOCUMENTED
THREE-MONTH OUTSIDE ROTATION IS RECOMMENDED. IT IS NOT
THE PURPOSE OF THIS THREE h0 NTH TRAINING IN RADIATION
ONCOLOGY TO ATTEMPT TO TRAIN A RADIATION THERAPIST. SUCH.,

TASK WOULD REQUIRE AN AOCR APPROVED RESIDENCY PRCGRN4
- LIMITED TO RADIATION ONCOLOGY. THE RESIDENT SHALL HAVE

ADEQUATE EXPOSURE TO ALL PHASES OF RADIATION ONCOLCGY
N ,- INCLUDING SUPERFICIAL ORTHOVOLTAGE, SUPERVOLTAGE ANDs

INTRACAVITARY EXPERIENCE. THIS THREE MONTH PERIOD SHOULD
DEVELOP BASIC UNDERSTANDING OF THE DISCIPLINES OF RADIA-
TION ONCOLOGY AND THEIR APPLICATION IN THE EARLY DIAGNOSIS,

ADEQUATE TREATMENT AND FOLLOW-UP OF THE CANCER PATIENT.
THIS EXPERIENCE SHOULD ENABLE THE RESIDENT TO DETERMINE
DEGREE OF INTEREST IN FUTURE SPECIALTY PRACTICE IN
RADIATICN ONCOLOGY,

3. General Requiaites:
.

1. Formal training in radiophysics, radiobiology, basic
techniques in handling of radioisotopes, radiation
protection shall be provided to qualify ~the RESIDENT
for successful application for NRC license for the
diagnostic use of byproduct macerials.~ -

..

2. If such education or training is not ava11able in a
.

given depsttment, a service affiliatien shall be re-
~ quired to enable the program to ecmply satisfactorily

with these-requirements.

3. A formal, progressive and comprehensive program mus: he
laid dcwn and followed during the training period. The
program may be developed by the PROGRAM DIRECTOR or it

-
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may be modeled after another program approved by the AOCR.
-If a PROGRAM DIRECTOR elects to develop his own prcgram,.

he shall first submit it for approval to the Ccmmittee on
Evaluation and Educaticnal Standards of the ACCR and the
Ccmmittee en Postdoctoral Training of the AOA.

. C.20ther Requisites: -

,

1. The training program in radiologic science shall require
an integration of training with other departments suc.5
as surgery, pathology, medic 1e, and pediatrics.

2. The RESIDENT shal-1 follow patients to surgery, correlating
radiologic findings. He shall participate in surgical and

J? other conferences whenever~possible. -

3. The RESIDENT shall follow cases to pathology to develop.

an appreciation of gross pathology of surgical specimens,
and he shall review gross and microscopic findings of
tissue in cases of special interest to the department of
radiology. He shall attend autapsies, especially those
of interest to the Radiology Department, and he shall
participate in clinicopathological conferences.

'
4. The RESIDENT shall, through conference techniques or other

- suitable means, be provided training in correlating radio-
logic findings with those of medicine and surgery.

5. The RESIDENT shall keep a log during his training program,
which shall be reported monthly to the PROGRAM DIRECTOR
with copies to the Director of Medical Education of the
hospital'. The format of the log may be patterned after that
recctmended by the Committee on Evaluation' and Educat mal
Standards of the AOCR or developed by the PROGRAM DIRE: TOR.
The resident icg shall document the radiation enctiogy
exposure including case volume and breakdcwn of disease
category with special listing of radium cases, formal
courses, tumor board and conference attendance, and read-
in assignments.

a. Documentation of outside training must conform to the

.

format approved by the ACCR.
1

6. The RESIDENT shall be required to p epard,cne paper
annually nd send a copy to the Secretary of the College.

. -

- 7. IT IS RECCMMENDED THAT THE RESIDENT APPLY FOR CANDIDATE
MEMBERSHIP JN THE ACCR DURING THE FIRST" YEAR OF RESIDENCY.

8. THE RESIDENT, AT THE INITIATION OF THE RCGRAM, SHALL
RECEIVE A CCPY OF THE PROGRAM SYLLABUS AND THE DOCUMENT
OF MINIMAL STANDARDS FOR TRAINING IN THE RADIOLCGICAL
SCIENCES.

.
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Candidate Selection:

1. Candidates shall be graduates of Colleges of Ostecpathic
Medicine approved by the American Osteopathic Asscciation.

,

2., Candidates shall be members in good standing of 1ccal,
: state and national osteopathic societies.

'

3. Candidates shall have completed at least one year of intern-
ship approved by the'A0A.

4. Candidates shall exhibit cne following qualities that are
known to be requisite to the successful practice of the
specialty of Radiology: _

.\
,

. s

- Candidates shall be well-motivated and well-rounded
i, . physicians, hava a desire to read and keep abreast

of the times in a rapidly changing specialty, an
interest in research, and possess a broad philosophy
of diagnosis and treatment of disease. This will pre-
clude a narrow concept of Radiology. The., candidate
shall have an adequate understanding of the osteopathic
concept.

5. Candidates shall be thoroughly grounded in the Code of Ethics
of the ACA, which shall be a guide for them in their practice

'- of Radiology.

VII. Educational Objectives:

The training program in adclology is a full-time, three-4

year residency. The educational cbjectives of this training
program are as follows:

1 1. Basic and advanced training in radiology on a post-
'

graduate basis.

2. Certification by the American Ostecpathic Coard of
Radiology.

..

'

-
...

.

':
:
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Approved ACCR .../9/79
.

MINIMAL STANDARDS FOR RESIDENCY TRAINING
IN DIlsGNOSTIC RADIOLOGY~~

Foreword

The purpose of this document is to: - ?

1. Define specialty training in Diagnostic Radiology.
2. Establish minimal standards and regi.irements for specialty

training in Diagnostic Radiology.
3. Offer suggestions for the implementation of these standards

and to encourage the highest standards of education and
practice in the specialty of Diagnostic Radiology.

- :,
'

. .
*

" Time Recuireme'nts

DIAGNOSTIC RADIOLOGY RESIDENCY PROGRAMS ARE OF 36 MCNTHS' DURATION.
IN ORDER FOR A PROGRAM TO CARRY THIS DESIGNATION, IT MUST CFFER THE
RESIDENT A MINIMUM OF 22 MOUTHS IN DIAGNCSTIC RADIOLCGY, 3 MONTHS
IN NUCLEAR MEDICINE, 1 MONTH IN DIAGNOSTIC ULTRASOUND, 1 MONTH IN
COMPUTERIZED AXIAL TCMCGRAPHY, AND 2 MONTHS IN PEDIATRIC RADIOLOGY.
THE REMAINING 7 MONTHS MAY BE SPENT IN DIAGNOSTIC RADIOLCGY OR IN
SUBSPECIALTY APIAS OF RADIOLOGY.

Approval
y

Training programs in diagnostic radiology come within tha purview
of the Cgmmittee on Pcstdoctcral Training (COPT) of the American
Osteopathic Association (AOA) , and they must also be approved by
the Soard of Trustees of the AOA.
The American Osteopathic College of Radiology (AOCR) through its
Ccmmittea on Evaluation and Educational Standards, works closely
with the CCPT to maintain high standards for training programs
in Diagnostic Radiology. The AOCR also has direct represenration

on the COPT.

College Role -

The ACCR has as its primary goal quality educati,on in the
Diagnostic Radiology Residency Program. The Soard of Directors

. of the ACCR strongly feel their respcnsibility regarding evalua-.

- tion and educational standards. It is their consensus that-train-~

ing prcgrams as recommended by the College and a'pproved by the IJA
offer a diversifiq,ation of training and adequate preparation for

- Certification in Diagnostic Radiology and the practice of this
specialty.

,-

.
.
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I. Qualifications of' PROGRAM DIRECTOR

A. Professional:
.f

s

1. The Chairman of a Det.artment of Radiology may designate
a responsible PROGRAM DIRECTOR, However, thir designa-
tion of authority does not. relieve the Depa:t::e..:.

-

Chairman from the responsibility of assuring that the..

residency program meets or exceeds, the recommended
" minimal standards."

2. The designated PROGRAM DIRECTOR shall be certified i

Diagnostic Radiology or Radiology.

3. The designate'd PROGRAM DIRECTOR shall be a full-time
specialist in Diagnostic, radiology, capable of conduc, ting

,

- a broad program in radiolbgic science, including the'' *

clinical aspects of Diagnostic Radiology.
-;

.

4. He should have at least five years of post residency
experience in hospital Diagnostic Radiology.

5. He shall-be a member of the American' Osteopathic College
of Radiology.

.'
6. He shall meet and continue to meet, the Continuing

Medical Education (C4E) recuirements of the American
Osteopathic College of Radiology and the American
Osteopathic Association.

V
B. Responsibilities:

1. The. PROGRAM DIRECTOR shall be responsible to provide
a complete training program in Diagnostic Radiology.
This is not meant to imply that all training must be
within the parent institution. Outside exposure of
residents is encouraged, not discouraged. Acceptable
procedures for satisfying deficiencies in a training
program may include:
a. An exchange program -

b. A visitation program outside the parent hospital
to stengthen training in special procedures, nuclear
medicine, ultrasound, and CT scanning.

c. College, university or formal course in radiophysics,
,

radiobiology, and radiation protec. tion.' -
~

d. Other recognized courses or seminars'.

2. The PNCGRAM DIRECTOR SHALL REGISTER ALL RESIDENTS with..
- the Secretary of the American Osteopathic Board of

Radiology - ( AOBR) and the Secretary of the American
Osteopathic College of Radiology (ACCR) .

.3. The PRCGRAM DIRECTOR will notify the above-named
agencies in the event of a change of status Of the ,

residents or training program.

4. The PRCGRAM DIRECTOR shall inform the Secretaries of the.
p

Training and Experience Criteria
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.

AOBR and the AOCR of a RESIDENT'S successful
ccmpletion of his program.

_

5.'The PROGRAM DIRECTOR will file annual reports with the
Sacretary of the Committee on Post-Doctoral Training
(COPT) of the American Osteopathic Association and
Secretary of AO,CR.

.

4 *

6. The PROGRAM DIRECTOR will assure that the RESIDENT'S
three required papers are of an acceptable nature.

7. The PROGRAM DIRECTOR shall be prepared to document the
post-doctoral training of all radiologists within the
Department since the last inspection.

,

8. The PROGRAM DIRECTOR will kgep a copy of all required ,

reports.
, ,

-

9. The PROGRAM DIRECTOR will assure that the resident's*-

log and other records are maintained and up to date.

II. Department Requirements
.

1. The Radiology Department shall have an adequate records
-system for all procedures performed and a satisfactory
pathologic cross file index using standard disease..

nemenclature such as that established by the American
College of Radiology.,s

__ 2. The Radiology Library shall contain a sufficient number
*

of current and established texts covering the fields of
diagnostic radiology, oncology, ultrasound, CT scanning
and nuclear medicine as well as current texts in general
medicine and surgery in their various branches. The,
Library will contain a reasonable number of appropriate
and current journals related to the radiological sciences.
The radiology library should preferably be housed within
the department rather than the general hospital library.
AN ADEQUATE UP-TO-DATE TEACHING FILE IN THE FIELDS OF
DIAGNOSTIC RADIOLOGY, NCCLEAR MEDICINE, ULTRASCUND AND
CT SCANNING WILL BE MAINTAINED WITHIN THE RADICLOGY
DEPARTMENT.

3. The Department should be physically arranged to provide
y space and atmcsphere conducive to resident study and

conferences. '

- 4. There shall be a minimum number of full-time radiologists as
follows: 2 radiologists for 1 resident, 3 radiologists for

'

2 residents, and thereafter an adequate number of full-time
radiologists to insure a successfully' supervised and
structured program.

Training and Experience Criteria
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5. The department should have available facilities for clinical
photography. This should enhance the te' aching program and
develop the RESIDENT'S interest in this activity.

6. The Radiology department work census or audit must have
sufficient scope to expose the RESIDENT to a representative
range'of procedures and pathology.

:y
a. THE MINIMUM NUMBER OF DIAGNOSTIC PROCEDURES TO QUALIFY

FOR A TRAINING PROGRAM SHALL DE 30,000 PER YEAR. A
PROCEDURE IS DEFINED AS AN EXAMINATION OR STUDY OF A GIVEN
CASE (X-RAY, NUCLEAR MEDICINE OR DIAGNOSTIC ULTRASOUND) .
A CASE, HOWEVER, MAY INCLUDE SEVERAL PRCCEDURES OR
EXAMINATIONS: FOR INSTANCE, CHEST, STOMACH AND COLON,
FOR A TOTAL'OF THREE EXAMIN1.? IONS OR PROCEDURES.

Y b. The RESIDENT shall be Exposed to an adequate cross *
*

section of special procedures to gain a working knowledge
,

of such procedures on which to build futurc experience.-

Program deficiencies in this respect shall be satisfied
by documented visitation or affiliation outside the
parent institution.

.

III. Department Equipment

. A. DIAGNOSTIC

l. DIAGNOSTIC EQUIPMENT SHALL BE OF MODERN DESIGN AND
_

SHALL MEET THE REQUIREMENTS AND STANDARDS OF FEDERAL,

( STATE OR LOCAL REGULATIONS.

2. Equipment will be consistent with the workload of the
depar.tment:

a. Fluoroscopic equipment will include image intensi-
fication, preferably with television display.

b. Generators will carry ratings consistent with the .

workload placed upon them.
~

c. At least one rocm will be equipped with tomographic
apparatus.

..

d. At least single plane, rapid cassette changers will

'7 be available for arteriographic stu. dies if performed
,

within the institution. ..

.:
- e. Mob le units will be of sufficient rating to provide

for adequate diagnostic studies."

Training an[ Experience Criteria
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3. The following equipn.cnt. and/or. facilities are desirable
but not mandatory:

,

a. Xeroradiography '

b. Computerized axia! tomography
c. Diagnostic Ultrasound
d. MicrofiL%ing

.*

e. Cine or equivalent
.

~:_

f. Video tape equipment
3, NUCLEAR MEDICINE

1. It is desirable but not mandatory, that nuclear medicine
ccme under the. jurisdiction r * the Department of F.adiology.,, -.

. 2. IT IS RECOMMENDED THAT THE ::IMUM EQUIPMENT IN A
'I

.

NUCLEAR MEDICINE SECTICN Ih0LUDE:
'

A. CA'4 ERA OF MODERN DESIGN
'

B. IMAGING. DEVICE WITH WHOLE BODY CAPASILITY, EITHER
CAMERA OR RECTILINEAR SCANNER

C. PHYSIOLOGIC TIMING - NUCLEAR CARDIOLO,GY
D. CCMPUTER OR DATA PROCESSOR
E. DOSE CALIBRATOR AND RELATED QUALITY CC : TROL EQUIPMENT

NECESSARY IN THE PREPARATION OF RADIOPHARMACEUTICALS
. F. COMPLETE IN VITRO LABORATORY EQUIPMENT ABLE TO

HANDLE ROUTINE IN VITRO STUDIES SUCH AS BLOOD
7 VOLUME, RED CELL SURVIVAL, FERROKINETICS, AND-w
'

RADIOIMMUNCASSAY.

_ G. MONITORING EQUIPMENT CONSISTENT WITH NRC RADIATICM'

SAFETY REQUIREMENTS
H. EQUIPMENT APPROPRIATE TO PREPARING AND DELIVERING

RADIONUCLIDES FOR ISOTOPE THERAPY
I. PHANTOMS AND PROCEDURES ASSURING QUALITY CCNTROL

,, -

3. Equipment capable of performing dynamic flow studies.

4. Techt icians operating nuclear r.edicine facilities should
be as ropriately trained.

,

5. If nuc lear medicine i's not administered under the Depart-
* ment of Radiology, training elsewhere ic the parent

institution must be documented as if taken outside the
parent institution.

,,
,

.
,

'

6. In the event that nuclear medicine is noE available
within the parent institution, an adequately documented

- ' . ,
, outside program must be developed. Documentation o f

outside training in nuclear medicine must conform to
the format ~ approved by the American Osteopathic College
of Radiology.

.

.
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-C. LLTRASOUND4

_

l. THE ULTRASOUND DEPARTMENT SHCULD COME UNDER THE JURIS-
DICTION OF THE DEPARTMENT OF RADIOLOGY.

2. EQUIPMENT (MAY INCLUDE DOPPLER AND ECHOCARDIOGRAPHY)
SHOULD MEET THE STANDARDS OF MODERN TECHNOLCGY.

3. ULTRASOUND TECHNICIANS SHOULD BE APPROPRIATELY T: ''TD.

. 4. THERE SHALf BE PHANTOMS AND PROCEDURES ASSilhn.C y.... MY
''

-

CONTROL. .

'

D. COMPUTERIZED AXIAL TOMOGRAPHY

1. THE COMPUTERIZED;KIAL TOMOGRAPHY DEPARTMENT SHOCLD COME
UNDER THE JURISDICTION OF THE DEPARTMENT OF RADIOLOGY.

2. THE EQUIPMENT SHOULD MEET THE STANDARDS OF MODERN
TECHNOLOGY..

3. TECHNICIANS OPERATING ECUIPMENT SHOULD BE APPROPRIATELY' ;
TRAINED.

.
4. THERE SHALL DE PROCEDURES, PHANTOMS, AND PHYSICIST

SUPPORT TO ASSURE QUALITY CONTROL.

IV. Safety Program

1. A radiological safety officer will be desi~gnated.

2. Adequate protection for all personnel and patients exposed
to radiation shall be maintained.

[''' 3. Standards for protection of personnel and patients shall
equal those established by the Public Health Service and
the Bureau of Standards. Where state law requires, standards
will be in compliance.

4. Fluoresccpy records will be maintained in accordance with^

ACA requirements.

V. Educational Program

A. Minimum Basic Science Requisites:

1. It is assumed that the RESIDENT ~h;a a background of
physics, obtained through pre-osteopathic professional
education. .

.

2. Ideally, a formal training program of 80 hours of
..
- * instruction in basic electricity arid x-ray, and

nuclear physics should be given. Wh&n this 80-hcur
progbam cannot be given, a minimur. of 40 hours of
intensive training shall be given by a qualified
physicist. This should he'suppleme'nted by regular
weekly instruction in the department to establish
a meaningful relationship bet < en the training
and the problems encountered in clinical radiology.

/

Training and Experience Criteria.
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3. A minimum of 24 hours of formal instruction in
radiation biology should be given. This includes

- cellular and subcellular effects, tissue kir.etics
,

. and responses, facters modifying effects, total body
effects and h.i stopathological responses.

4. The RESIDENT should rei:eive oncology traininc; thrt .v h
collaboration of the rt.diation oncolcsy service with

.

the departments of pathology, medicin'e, and surgery.'
He should correlate his oncology experience thrcugh
clinicopathologic conferences and autopsies. This is
best done by integrated conference programming.

5. THE MINIMUM TIME REQUIREMENT FOR SPECIALTY TRAINING IN
NUCLEAR MEDICINE SHALL BE THREE MONTHS. THIS JULD OFFER
APPROPRIATE'TRAININ.G IN PHYSICS, INSTRUMENTATION, RADIO-

i lf PIFJUIACOLOGY , RADIATION PROTECTION, CLINICAL EVALUATION
O! PATIENTS AND PARTICIPATION IN PERFORMANCE AND INTER-

d. 2?2TATION OF NUCLEAR STUDIES. THESE THREE MONTHS NEED2

NOT BE CONTINUGUS. IT IS RECObt4 ENDED THAT THE PRCGRAM
QUALIFY THE RESIDENT FOR LICENSURE BY THE NUCLEAR
REGULATORY COMMISSION. THE P2SIDENT SHOULD BE TRAINED
IN BASIC RADIOPHAPRACY PRINCIPLES IN , DOSE PREPARATION,
HANDLING, ADMINISTRATION AND DISPOSAL. THE RESIDENT
SHOULD BE TRAINED TO OPERATE THE EQUIPMENT IN ORDER TO

.
PERFORM RCUTINE RADIONUCLIDE ORGAN IMAGING.

- 6. PEDIATRIC RADIOLOGY SHOULD BE INTEGRATED OVER THE THREE
YEAR PROGRAM. HOWEVER, WHERE THE TRAINING HOSPITAL
PEDIATRIC CLINICAL FACILITIES ARE LACKING IN SUFFICIENT
PEDIATRIC CA3E MATERIAL AND PROCEDURES, OUTSIDE ROTATION*

FOR.TWO MONTHS IN A PEDIATRIC RADIOLOGY DEPARTMENT IS
PICC,'MMENDED .

7. TRAINING IN DIAGNOSTIC ULTRASCUND IDEALLY SHOULD BE
INTEGRATED OVER THE THREE YEAR PERICD OF THE RESIDENCY.
DURING THIS TIME, THE RESIDENT SHCULD OBSERVE AND ASSIST
THE PERFORMANCE AND INTERPRETATION OF THE VARICUS PRCCED-
URES AND SUPPLEMENT THIS WORK WITH A CORFELATED, DIRECTED
READING PROGRAM. IF ULTRASONCGRAPHY IS NOT AVAILABLE IN
THE PARENT INSTITUTION, SUITABLE COURSES AND EXPCSURE
SHOULD BE MADE AVAILAB'.2 TO GIVE THE RESIDENT AN EQUIVALENT
OF ONE MONTH'S TRAINING. THE RESIDE:tT SHOULD BE TRAINED
TO PERF0Foi AND INTERPRET ROUTINE PELVIC AND ABDCMINAL
ULTRASCUND STUDIES.

.-
,
,

8. TRAINING IN COMPUTERIZED AXIAL TCMOGAAPHY SHCULD BE INTEGRATE
OVER *4IE THREE YEAR PERIOD OF THE RESIDENCY. IF CT FACILITIES
AP2 NOT AVAILABLE IN THE TRAINING HOSPITAL, SUITABLE COURSES'

-

AND TRAINING SHOULD BE MADE AVAILABEE TO GIVE THE RESIDENT
AN EQUI'ALENT OF ONE MONTH FORMAL. TRAINING IN COMPUTERIZEDV
AXIAL TCMCGRAPHY.

ATTACHMENT HO. 4
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- B. General Requisites:

1. Formal training in radic; hysics, radiobiolcgy, basic
techniques in handling of radioisotopes, radiaticn
protection shall be provided to qualify the RES!:C:/.'
for successful application for NRC license for uhe.

*' diagnostic use of byproduct materials.

2. If such education or training is not available in a
given department, . a service affiliation shall be required
to enable the program to ccmply satisfactorily with these
requirements.

.

3. A formal, progressive -and comprehensive program must be laid
2; down and followed during the training period. The prograb may

be developed by the PROGRAM DIRECTOR or it may be mcdeled
, '' after another program approved by the ACCR. If a PROGPAM DIR-.

ECTOR elects to develop his cwn program, he shall first submit
it for approval to the Committee on Evaluation and Educaticnal
Standards of the AOCR and the Committee on Postdoctoral Train-
ing of the AOA.

C. Other Requisites:

'

l. The training program in radiologic science shall require an
integration of training with other departments such as surgery,

/
.'

pathology, medicine and pediatrics.

2. The RbSIDENT shall follow patients to surgery, correlating
radiologic findings. He shall participate in surgical and
other conferences whenever possible.

3. The RESIDENT shall follow cases to pathology to develop an
appreciation of gross pathology of surgical specimens, and
he shall review gross and microsecpic findings of tissue in
cases of special interest to the department of radic1cgy.
He shall attend autcpsies, especially those of interest to the
Radiology Department, and he shall participate in clinico-
pathological conferences.

4. The RESIDENT shall, through conference techniques or other
suitable means, be provided training in correlating radiologic

- #indings with these of medicine and surcery.

5. The PESID,ENT shall keep a log during his' training progran,
'

which shatl be reported monthly to the PROGRAM DIRECTOR with
copies to the Director of Medical Educa. tion of the hospital.
The format..of the log may be patterned af ter that recccmended
by the Ccmmittee on Evaluation and Educational Standards of
the ACCR or developed by the PROGRAM DIRECTCR.

a. Documentation of outside training must conform to the
format approved by the ACCR.

.
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6. The' RESIDENT shall be required to prepare one paper
- annually and send.a copy to the secretary of the

College.

7. IT IS RECOMMENDED THAT THE RESIDENT APPLY FOR CA"DICATE
MEMBERSHIP IN .THE ACCR CURING THE FIRST YEAR GZ .5.~.L ; . ;;CY .

. .-
~

8. The RESIDENT, AT THE INITIATION OF THE PROGP&l, SHALL
RECEIVE A COPY OF THE PROGRAM SYLLABUS AND THE DCCUMENT
OF MINIMAL STANDARDS FOR TRAINING IN DIAGNOSTIC RADIOLCGY.

Candidate Selection:

Candidates shall he graduates of Colleges of Osteopathic
Medicine approved by the American Osteopathic Asscciation.:;. ,

2. C=-didates shall be members in good standing of local,
s .te and national osteopathic societies.''

-

3. Candidates shall have completed at least one year of intern-
ship approved by the AOA.

4. Candidates shall exhibit the following qualities that are
kncwn to be requisite to the successful practice of the

, .. specialty of Diagnostic Radiology:

- Candidates shall be well-motivated and well-rounded
physicians, have a desire to read and keep abreast-
of tbi times in a rapidly changing specialty, ansms
interest in research, and possess a broad philosophy-

of diagnosis and treatment of disease. This will pre-
clude.a narrow concept of diagnostic radiology. The
candidate shall have an adequate understanding of the
osteopathic concept.

c. thics5. Candidates shall be thoroughly grounded in the CoJ(
of the AOA, which shall be a guide for them in their pt_ ;tice
of Diagnostic Radiology.

.

VII. Educational Objectives:

The training program in Diagnostic Radiciogy is a full-time
three-year residency. The educational cbjectives of this

7 training program are as follows: .

,

I 1. Basic and advanced training in Diagnostic Radiology at
: (

- the posEdoctoral level.|

2. Certification by the American Ostecpathic " card of Radiolcgy.
.

.
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MINIMAL STANDA.DS FOR TFAINING
IN RADIATIC;; ONCOLOGY

,

.

I. Definition - The practice of Radiation Oncology consists.

of treatment of human disease by the use of roentgen rays,

radium and natural and artificial'radioactiv,e substances.
:

.

II. Purpose of this Document

a. To establish minimal standards and recuirements

for specialty training in Radiation Therapy.
.

b. To encourage the highest standard of education
. .

.
and practice in the specialty of Radiation Oncology.

.

. : .- Duration of Training Period - The minimal training period

an Therapeutic Radiology shall be three years.
.

IV. Approval - The training programs in Radiation Oncology
, come within the purview of the Committee on Postdoctoral

_ training of the American Osteopathic Association and must,_

(- also be approved by the Board of Trustees of the A.O.A.

V. Program Director

1. The chairman of the Department of Radiation Cnce logy,

may designate a responsible progran director, nowever,

this designation of authority does not relieve the_

department chairman from the responsibility of assuring

that the Residency program meets or exceeds the reco-

mmended minimal standards.
-

.

2. The training program should be under the" supervision of

a full time' Radiologist who is recognized as a specialist

in Radiatich Therapy. .

3. He shall have at least three years of pcs: residency ,

1

experience in hospital Radiation Cncolog;.
.
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|4. He shall be a member of the American Osteopathic College
.

.

of Radiology.

VI. Responsibilities of the Program Director

The program director shall be. responsible to prc' tide aa.

#
'

complete training program in Radiation Oncology.

This is not meant to imply that all training must be

within ' the parent institution. Outside exposure of

residents is encouraged, not 'iscouraged. A<:t.eptable

?
~procedures of satisfying deficiency in a training pro-

- gram uay include:

1. An exchange program

2. Visitation program outride the parens hospital
3. College or University Course in Radiation Physics,

.

Radiobiology, etc.
(-
( 4. Other recognized courses or seminars

b. The program director shall register all residents with

the secretary of the American Osteopathic Beard of Radio-
'

logy and the Secretary of the American Osteopathic Cctlege
1

of Radiology.

~

The program director will notify the_above named agenciesc.

in tie event of change in status of the resident or
.

trait .ng program.4

-

d. The program director shall inform the segretary's of the

A.O.B.R. and the A.O.C.R. of a residents successful
.

completion of his program.
.

Training and Experience Criteria
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. . .
'

e. The program dircctor will file annual reports with the

'

Secretary of the Committee on Postdoctoral training of

p the American Oste ,athic Association and Secretary of

the A.O.C.R.

f. The program dire' tor will assure that the,- residente

required papers are of an acceptable nature.

g. The program director shall be prepared to document the

postdoctoral training of all Radiologists within the

department since the time of the last inspection.
, .
,

.

h. The program director will keep a copy of all required
.

reports.

i. The program director will assure that the_ residents log
'

and other records are maintained up to date.

VII. Decartment Recuirements
,

a. The Radiation Oncology Department shall have an adequate,-s

record system for all cases in which consultation or

therapy has been provided and a satisfacto.y pathologir

cross file index using standard disease .tomenclature.
.

b. The Department Library shall contain a sufficient number

of current and established texts covering the fields of
,

Radiation Therapy, Oncology, Radiology, Pathology and

other current texts in general medicine and surgery in

their various branches. The library will contain a
~

- reasonable number of appropriate and curr.'ent journals re-

. lated to this' field
,

(the radiology library shou'.d preferrably

be housed within the department, rather han the general

hospital library).

! Training and Experience Criteria
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CF Tha dGpartm nt should b2 chysically arranged to provide

, space and atmosphere condusive to resident study and

conference.

d. Patient case load should be of sufficient magnitude to

provide a broad experience in ' actual treatment and
-: .

followup of the various types of cancer amenable to

Radiation Therapy.

e. The Institution offering the Residency should have active

programs in cancer surgery and cancer chemotherapy as
. . .

well as-in radiotherapy.

f. Radiation Therapy Equipment shall be of modern design'

and shall meet the requirements and standards of Federal,

State or Local regulations. These include superficial,

orthovoltage and supervoltage teletherapy. A sufficient

amount of radium or its equivalent should be available

(s j along with a variety of applicators for both interstitial

and intracavitary therapy.

g. A full time radiological physicist must be available.
,

VIII. Educational Procram
i
'

Allied basic sciences - A_1 Allied Basic Sciences pertinenta.
_

to Radiation Therapy including Radiarion Physics, Radia-;

tion Biology and Pathology with emphysis,on neoplasm and

medical statistics. Radiation Physics and Radiation
_

! Biology including treatment planning and ' dosimetry may

betaughtkntheformofdidactivelectures, seminars
,

and practical laboratory excercises. Th,ese are to include

T~
training in basic radioisotope handling techniques (200 hours) :

.

~

Training and Experience Criteria-ATTACHMENT NO. 4
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l.. Ridiatien physica and instrum:ntation (100 hours),

2. Radiatr'n protection (30 hours)

._ 3. Mathe.natics pertaining to the use and (20 hours)
,

measurement of radioactivity

4. Rt.diation biology (20 hours)

5. Radiopharmadeutical chemistry ; (30 hours),

b. Allied Clinical Fields - Paramount Allied C.linical Fields
are diagnostic Radiology,, Oncological surgery, and cancar

'

chemotherapy. The resident should become familiar with

the methods, techniques and results in these fields.
, ,
.

c. Patient material should be of sufficient magnitude to
.

provid2 a broad experience in the actual treatment ande

followup of the various types of cancer ameanable to

Radiation Therapy.

. d. The resident should have experience in the actual use of

,e 3 all accepted common modalities of Radiation Therapy of
!

the various types and locations of cancer.

The resident shall keep a. log of his training p.cgra=e.

which shall be reported monthly to the program director,

with copies to the director of medical education of the

hospital. The log shall include a statistical report

of the work and activities of the resident as well as
meetings attended, reading assignments,. conferences, etc.

f. Documentation of training outside the parent institution
,

,

.

must conform to the format approved by the A.O.C.R.

The resideht shall be required to prepare one paper'

g.-

annually.
'

.

i
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h. It is recommended that the residen: apply for candidate

membership in the A.O.C.R. during the first year of his

residency.
.

The resident at,the initiation of the program sha:11.

receiveacopyofkheprogramsyllabusanddocumentof#
.

minimal standards for training in Radiation Oncology.
IX. Candidate Selection

.

Candidate shall be graduatas of College of Osteopathic1.

JMedicine approved by the American Osteopathic Association. ~

b. The candidate shall be members in good standing of local,-

state and National Osteopathic Society.

Candidcte shall have completed at least 6ne year ofc.

internship approved by the American Osteopathic Association.
d. The candidate shall be knowledgable of and abide by the

-

.

ethics of the American Osteopathic Association.

X. Educa' tion objectives

The training program in Radiation Oncology is a full-time

three year residency. The education objectives of this pro-.

graa are as fo11cws:

l. Basic and advanced training in Radiation Oncology_

cn a post-graduate basis.

2. Certification by the American Osteopathic Scard of

.- Radiology. ."
.
.

.

.
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MINI iAL STANDARDS FOR SPECIAL STUTi IN
* NUCLIAR MEDICINE

.

I. PURPOSE:
.

,
.

Td identify and recognize an area of radiologic practice in
which the knowledge and performance of nuclear medicine procedures
are an extension beyond the practice cf general radiology. Minimal
requirements are proposed to qualify a physician for recognition
of special competence-in nuclear medicine.

II. OEJECTIVES: -

To improve the quality of radiologic practice through additional
study and experience gained with special training in nuclear

. medicine.

To establish a standar upco which individual ec=petence can be
develcped and subsequently evaluated.

III. DEFINITIONS:

Nuclear medicine is that body of knowledge and special practice
"which requires the application of radicactive materials to the

_ diagnosis and treatment of patients and the study of human disease.

IV. BASIC REQUIREMENTS OF A PROGPM1:
i V

.
'

A. Institution. The training program =ust be carried out in an
institu:len where a sufficient nu=ber of nuclear medicine
procedures are performed.

The institution shall have an educational atmosphere with
more than one training program functioning in postdcctoral
studies. Application for intern and/cr resident education
is necessary.

_
,

i

3. Procram Director. The Director of the training pregras. shall
'

be cerei: led in nuclear medicine or other specialty with
recognized ccmpetence in nuc., ear mec..acine.. .

The Dir.ector's credentials shall include specialized post-

doctoral training and evidence of continuing' medical educa-
tion, predeminantly in the field of nuclear medicine.

,

*C. Facilities. There : ball be sufficient equipment of modern
design to perform all i.ttelear medicine diagncstic precedures
and the application of radionuclides for therapy in a ec=pe-
tent, efficient, and safe manner.

Equipment should include, but not be limited to, rectilinear |
scanner, ga=ma camera cf modern design, cceputer dedicated to
nuclear medicine procedures, ins tru=entatien for insuring- -

[ Training and Experience Criteria
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radiation safety, and adequate dose calibration, laboratcry
- equipment dedicated to the usually performed clinical radic- i

assay in vitro studies. Equipment dedicated to the perfc =-
ance of blood volumes, G.I. blood loss, fa: ab s orption ,
hematologic procedures including ferrokinetics.

General facilities should include adequate' space for inter-:
pretation of studies, consultation with other physicians, and
:Ldiovisual materials and an :raa for quiet study.

An intra-departmental library should be in the depart =ent
containing current texts and journals related to nuclear
medicine.

.

. .
The program shall'includ~e cooperation and experience with .

'

the Department of Internal Medicine, Pathology and Surgery
conducive to a broad knowledge and understanding of the utilizatic-

*

and performance of nuclear medicine.

V. QUALIFICATIONS WITHIN THE PROGPJJ4:
e

A. A YUlk-time Fellowship in Nuclear Medicine will be no less~

than ene year of for=al concentrated study.

mt
3. A part-tima Fellowship or Preceptorship will include a minimum

of three years which need not be continuous, but must represent
an integrated educational program in Nuclear Medicine.~-

N - C. One year of concentrated study with a broad progra covering
the entire field of nuclear medicine.

D. An equivalent of three years of study which need not be
continuous with adequate documentation of study, experience
and achievesent in preparation of radiopharmaceuticals with
emphasis on quality control, evidence of understanding
instrumentation for the measurement of radioactivity in
practical applications directed toward radiation safety,
dose preparation, radiation hazards, radiation safety protoccis

~

to be followed in case of radiation accidents, and the appli-
cation of radionuclides in some area of biomedical research.

E. An original thesis suitable for publication upon completion
of the program.

,
,

'

VI. EDUCATIONAL PROGRAM:
~

'. A. Basic Science. Evidence of formal course of study relcted to:

Basic r'adiation protection .

Radicpharmacology
Instrumentation with emphasis on quality control
Radiation biology
Radiation physics
Clinical radioassay procedures_,

Training and Experience Criteria
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b
Radionuclide therapy, indications, treatment,

proteccis and follow-up radionuclide applicatiens
in cardiology

3. General Recuisites. Academic study and pracr.ical experience
snould be adequate to develop a thorough k'newledge of nuclear:

medicir.e in the performance of the following:

General organ scanning techniques of brain, liver,
spleen, lung, pancreas, thyroid, bone, kidney,
heart, pericardium, cisterns.

'

Experience and formal training should be adequate to fulfill
the requirements for NRC licensure.. -

Clinical radicassays including cortisol, digcxin, folates, TSH,,.

312, rennin.

Radioisotope tracer techniques to evaluate blo"d volumes,
G.I. bloed Icss, ferrokinetics, fat absorption, T3, T4, TSH.

Adequate case documentatien of treatmenu experience with I-131
for hyperthyroidism, thyroid carcinema, P32.

.

Training should be adequate to prepare the candidate to
operate a nuclear medicine deptrement in a 300-500 bed
ger.eral, non-training hospital.. ,

Training program should be restricted to those institutiens
where at least one of the senior physicians administering
the program is devoting at least 50% of his time to the
practice of nuclear medicine.

C. Ancillarv Parameters. Review and practical experience in the
performance and correlation of diagnostic nuclear medicine
procedures and there correlation with general radiclogy,
ccmputerized temography and diagncstic ultrascund should be
an integral part of the program.

D. Festonsibilities. The student or candidate requisites should
be such that will lend support to an educ tional program which

. should include at least the follcwing:
,

"

1. Maintain,a log identifying educational program, documentation
of cases participated in and personally performed.

2. Evidence of active participation in teaching program for
resident, interns, and students. -

| 3. Formulation and preparation of original thesis based upon
! study and experience gained in the program.
|

- E. Sueclemental Education. There should be sufficient time
allowed without detracting frcm the core program in crder to j
gain additicnal experience in institutions recogn.tzed for
their leadership in a subspecialty area cf nuclear medicine,

ATTACHMENT NO. 4 Training and Experience Criteria
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such as cardicrascular, endocrine, neurclogic, pulmonary
'or renal studies.

VII. APPROVAL:

IA..Progrmn:
.

i. Request for an approved program will be made oc forms
chat will identify the following:,

a. Institution maintaining the program
b. Credentials o,f responsible Program Director
c. Departmental' volume statistics
d. Facilities and equipment. data, .

e. Outline of proposed educational program
-

.

2. The above information must be submitted to the Cc=mittee on'

Evaluation and Educational Standards of the American Osteo-
pathic College of Radiology and the Committes; en Postdoctcral
Education of the American Osteopathic Association.

3. Student:

. 1. Must have had an A.O.A. approved internship.
' ^ 2. Must have a minimum of two years formal (resident) post-'

doctoral training beyond internship in an A.O. A. approved
program covering the basic fundamentals of radiology.

3. Application for Fellowship shall be made en an official
forn ind in advance of the training experience.

4. Upon completion of the approved training program an a. aual
report of the Progra= Director and an annual report of the
Fellow including documented cases shall be submitted for
approval of the trainin; experience. For part-time Fellow-
ships, annual reports for each yearly interval are to be
submitted.

5. Until January 31, 1979, individuals meeting the afere-
mentioned criteria of 'these " Minimal Standards", but who
have alreadv completed their studies, May upon submissien.

' . ~ of all information required, be considered for and receive
approval.

\ -

t .
-

'

! -
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* HOW TO INITIATE A RESIDENCY

~

1. Secure approval of the hospital governing body who is
responsible for the overall program.

2. Secure approval of the Staff in embracing a teaching
responsibility.

3 Establish a residency training program considered current
with todays concepts. In the event the training program is
not complete, document the methods by which the program will
be complete for example (e.g. exchange lectures, special
courses, special lectures and coursca, exposures to proce-
dures and methods not provided in the parent hospital, etc. )

4. Submit the training program to:

A. Those responsible . for the teaching in the hospital
(Intern-resident committee. Medical Education Directors,
Department heads, etc.

B. The committee of Postdoctoral Training after obtaining
an application form from the Office of Hospital Affairs
of the A.O. A. (applications for new residencies are

[ received by the C.O.P.T. in January of each year. )
-

C.* The Evaluating and Education Committee of the A.O.C.R.
for evaluation and recommendations to the C.O.P.T. of
the A.O.A.

D. The A.O.C.R. for informational purposes and hopefully
approval

E. The A.O.B.R. for informational purposes.
'

5. The X-ray Department must have sufficient professional and allied
personnel in the department to conduct a residency and to operate
independent of the presence of residents.

.

6. Make sure that the professional persons in the department wish
to assume the responsibility of a training program, i.e. to
teach, encourage and develop radiologists.

7. Make sure that there la space for the resident in the professional
area of the department, e.g. a fesk and a chair or some suitable
place for him to ' study other than the library. Provide adequate
viewing box space so that the resident may study cases and films
preferably without interferring with the normal functioning of the
department .

8. The department library must have sufficient current books and
- journals for residency training.

ATTACHMENT NO. 4 ^#dWliningandExperienceCriteria 1
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GUIDELINES FOR STARTING A RESIDENT IN TRAINING
'

1. Carefully screen applitants for motivation, interest and
potential as a radiologist insofar as such may be possible.

2. Check references carefully by letter and also by personal
communications whenever possible.

3 Interview the potential resident and outline the training
program and the training period indicating what portion of
the program may have to be taken outside the hospital is
indeed such is the case.

4. State policy regarding a 3 year program, (subject to annual
renewal during this period of time) and also discuss the possi-
bility of more than 3 years being required for preparation of
a resident for recommendation for examination and board certi-
fication.

5 If exchange residency experience is required or if there is
work to be taken outside the institution discuss with the
resident the tima periods involved, the expenses concerned,
etc. These might include:

f a. Special courses in radiophysics and radiobiology.

b.' Special course at Armed Forces Institute of Pathology.
.

c. Special work in r obalt or with high energy sources.

d. Special work at Children's Hospital for pediatric radiology.

e. Special work at.a neurological center for neuroradiology.

f. Special work in angiography if needed.

g. Special work in radium and/or brachy therapy if needed.

6. Discuss attendance at conventions and other radiological meetings
and courses e.g. A.O.C.R., Roentgen Ray Society, Radiological
Society of North America, Soecial Courses of interest such as
are out on by various university groups in Florida, Kentucky.
Ohio.' Michigan, New York. etc. as may be deemed accroariate.

7 Make it clear that the resident is on probation for periods or
increments of 3 months during the first year and subject to
review ard decision for continuing at the discretion of those
responsible for training. Likewise the hospital and the'

department are on probation with the beginning resident who
may indeed wish for good sufficient reason, to terminate>

bis residency at least during the first year. It should be
-

made clear that the resident must be recommended to the hosoital
administration for continuance in the residency on a annual basis.

APP'd 7/75 Training and Experience Criteria 3ATTACHMENT NO. 4 Page 67 of 105
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HOW TO INITIATE A RESIDENCY

8. Set up a quarterly reporting system by the trainor to the admin-
istration and or the Medical Educational Director. indicating
special assignments, if any, conditions to be met during the
coming quarter if any and in summary indicate that the resident
is aware of his strength :rd his weakness and is current on all
aspects of his training. This should include his strength and
weaknesses in his progress and 11cluding whether or not his train-
ing may require more than 3 yeart. A copy of this quarterly report
is to be filed in the resident's log as well as in the Administrator's
Office and or the office of the Medical Educational Director.

9 Suggest early in the resident's training that thought be given to
the topic for a paper which is required by the American Osteopathic
Board of Radiology as part of his qualification for examination --
give'all proper aid and assistance with such a paper.

,

10. The resident is required to prepare a yearly paper or treatise on
subjects of current interest. Use this technique to teach the
resident in the art of thought, organization, presentation outline
and eventually medical writing.

11. As soon as a resident has begun his training propose his name for
(~ candidate status in the A.O.C.R. and write the appropriate letters
I of recommendation for such application to the Secretary of the Amer-

ican ,0steopathic College of Radiology.

12. Keep the College Secretary and the Scard Secretary appraised of the
resident's progress at least annually.

13. At the beginning of the resident's final year, communicate with
the Secretary of the A.0.3.R. to be sure that all steps necessary
for his consideration as an examinee are met.

14. The resident 's application for examination by the American Catcc-
pathic Board of Radiology should be made to the Secretary of the
American Osteopathic Board of Radiology before September 1st of
the 5 ear prior to the examination. Examinations are aiministered
annually, during March or April at the headquarters of the American
Osteopathic Association in Chicago or at such other location desig-
nated by the A.O.B.R.

Training and Experience Criteria
Page 68 of 105

ATTACHMENT NO. 4

' App'd 7/75 5

. -



P

.

. 9) ' If more than one inspector is assigned to an on-site evaluation, one
inspector who fulfills all the qualifications should be designated as
senior, or chief inspector. His assistant then need not necessarily
meet all the basic requirements, such as the minim a of five years of
organizational experience in his own hospital, the A.O.C.R. or A.0.B.R.
The inspection trip or trips might then serve as working experience to
qualify as a fully qualified inspector. However, the criteria of certi-
fication and association with a residency training program which has not
been cited for serious deficiency should be required for an assistant
inspector.

10) Inspector's qualifications should be reviewed and approved by a designated
procedure within the A.O.C.R. , possibly by the Education and Evaluating
F-ittee and subsequently by the Board of Directors, prior to recommen-
dation to the A.O.A.

..

L
.

.

.
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RADIOLOCT I

~

INSPECTION REPORT
.

(Date of Inspection) (Hospital)
.

TYPE OF INSPECTION:

Intern Training

Residency Training *
4

INSPECTORS SPECIALTY OR AREA

RECCMMENDATIONS OF THE INSPECTORS TO THE COPJtITTKE ON POSTDOCTORAL TRAINING:

(
\

.

1

.

.

SUFF.ARY: (To be completed on separate sheet and shall include the following:) ~

1. Sununary sheet to be written by team captain reflecting the overall
evaluat. ion of the inspection, as determined by the entire team in
a critique.

2. Complete Inspection Outline provided by the Committee on Postdoctoral
. Training.

3. Report any other findings pertinent to inspection.

Training and Experience Criteria
Page 72 of 105
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RADIOLOGY II

REQUIREMENTS AND RECOMMENDATIONS

Hospital

Specialty c- Area

Date

I. Requirements that have not been met. (Refer to Minimum Standards)

,'
II. Reconsnandations:'- *

.

.

(

III. Inspector's Recommendation:

1. Should this program be approved? Yes No
2. Number of residencies requested:

Number of residencies recommended
for approval:

3. Sumnary sheet should reficct findings in the
inspector's opinion that recommends approval
or denial.

Training and Experience Criteria
ATTACHMENT N0. 4 Page 73 of 105 7/75
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RADIOLOGY Iff

._
SUMMARY

.

(DATE) (llOSPITAL)

N
.

.

.

Training and Experience Criteria
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RADIOLOGY IV
Idsntificatien Data

Date
-

1. Hospital

2. Name of Department Chairman

3. Date of most recent inspection (Radiology Residency)

4. Number of residents approved immediately prior

Number of residents requested this inspection

New Application Date submitted

5. Name of individual responsible for the training program

6. Professional personnel. (List r.ames, degree, certification, level, post-
graduate training since last inspection)

7.

.

.

.

7. Residents in training. (Lint names, degree, year of training)

ATTACHMENT NO. 4 Training and Experience Criteria |
Page 75 of 105
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RADIOLOGY V
Fccilitisa Data

Date
-

A. Personnel:

1. Clerical personnel

2. Technical personnel -

Are there adequate clerical and technical personnel for
pr,tient volume?

B. Department Records:

1. Indicate the type of records kept. (These should be available
for inspection.)

!

N' 2. , Are the methods of recording and retrieving records adequate?
.

3. Pathology Cross Index:

Are all cases examined, indexed for pathology?
Indicate the method (form) for pathology cross index.

. Training and Experience Criteria
Page 76 of 105
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RADIOLOGY Va
ii' h,' Fccf.11 ties and

Stgeistical Data

Dat, |
_

DIACNOSTIC RADIOLOGY EQUIPMENT:
(List number of units in each
institution available to residents)

Radiogranhic Units Only

Radiocrachic Fluoroscooic Units
Image Intensifiers: *

Mirror Inage
T.V. Eouipoed

Cine Units
T.V. Tape Units

Body Section Units

Soecial Head Units
Raoid Cassette or Film Chancers
Mobile Units

Other (Snecifv)

DIAGNOSTIC RADIOLOGY

Total patients examined

Total disenostic examinations

/'~~ Routine examinations of:
Head
Chest .

Abdomen
Snine
Extremities

Examinations emoloving contrast media:
Alinentarv Tract: *

Esophacus oniv
Upoor C.I. series

Small intestine .

Colon
Gall Bladder
Cholangiograohv

Other (Seecifv)

Training and Experience Criteria
Page 77'of 105
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RADIOLOGY Vb
Fecilitisa and
Statistical Data

Date
_

DIAGNOSTIC RADIOLOGY - CONT.

Canitourinarv Tract:
Excretorv urograms
Retrograde urograma
Cvstocrams
Urethrograms
Hysterosalpingograms
Other (Specifv)

Angiocardiocrams*
Aortograms*

(use separate sheet if necessary)
Arteriograms (selective) of:*
Head and Neck
Extremities

Venograms (selectfve) of:
Vena Cava .

Extremities |

i

Other
Lymohangiograms*
Larvneograms*
Bronchogramsn
Arthrograms*

g Sialograms
'' Myelocrams*

Ventricular eas studies *

Fiammocrams*

Other tvne scocial studios * (soecifv)

m

(
.

* Specify whether procedure is performed by X-Ray Department or Clinician.

Training and Experience Criteria
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*

RADICLOGY Vc
*

Facilities cnd
Statistical Data

Date

-

THERAPEUTIC RADIOLOGY EQUIPMENT:
(If not present, please attach documentation of facilities data from outside
affiliated institution.)

Superficial Units (140 KV or less)
Orthovoltage Units (200-400 KV)
Megavoltoce (1 Mev. or over)
Gamma Teletherapy
Simulator

Radium or Radium Substitutes (total arount available, gcueral form, etc.)

Other (specifv)

THERAPEUTIC RADICLOGY:

Total patients seen in consultation:

Patients acceoted for treatment
Follow-un Visits '

Total treatments with: ~

q, Superficial "
-

Orthovoltage
|

Mecavoltace i

Gamma teletheranv
Radium or radium substitutes:

; Sarface anolication
Intracavitarv *

Interstitial

Total treatments by all methods: *

|

Training and Experience Criteria
Page 79 of 105
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RADIOLOGY Vd
Facilitiss and
Statistical Date

Date
-

NUCLEAR MEDICINE

Please document outside source of training if not carried out in Radiology' Department.

A. Diagnostic Equipment - probes, monitors, scalers, etc. (list)
.

"ske Type M.

, . . - ,.

__

,

3. Scanning Equipment - linear, camera. (list)

.

C. Are there A.E.C. materials and ur.e licenne availabic? Do examinations
performed comply with the limitations of the license?

i
'

D OW]D 9D' |
' '

r'yjg g U]. Training and Experience Criteria :.
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HADIOLOGY Va
Facilitics and
Statistical Data

Date

A. NUCLEAR MEDICINE - DIAGNOSTIC *

4

1. Number of 'atients

2. Number of laboratory procedures

3. Ntt ,r of image procedures

Bone

Brain

Kidney

Liver
_

Lung

Pancreas

Thyroid

,. Other
(

,,

TOTAL OF ALL NUCLEAR DIACNOSTIC PROCEDURES
_..

B. NUCLEAR MEDICINE - TIIERAPY

a. Number of patient clinical exams
(Follow-up, re-check, consultation)

.

b. Number of patients treated

c. Number of treatments given

d. List type, material, number of
each

TOTAL OF ALL NUCLEAR TilERAPEUTIC PROCEDURESe

I
<

.

|
.

ATTACHMENT NO. 4 Training and Experience Criteria
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RADIOLOGY VI |

Progran

Date

A. General Program: -

1. Is this a total program supplied within thd department? Yes No

If not, please supply documentation of supplementala.
training outside the department.

b. Review the recrarded Resident Program as submitted
by the trainer.

2. Explore the teaching philosophy of the trainer as well as others
connected with the residency program.

3. Is therc evidence of periodic evaluation of the educational
progress of the trainee?

4. Is there evidence of continuing interest and motivation of
both the trainer and traince?

5. Is there evidence of progressive and continuing responsibility
by the trainee in his training as his term progresses?,,

(
.

6. Are the department library facilities adequato? Is the department
library integrated into the hospital library or is it separate?
If it is separate, is it adequate or limited in scope?

7. What is the method of instruction in the basic sciences and
correlation with clinical medicine?

8. In there evidence of cooperative assistance in the training of
the resident by the departments of Pathclogy, Medicine, and Surgery?

Is the conference system used for inter-departmental education?a.

Training and Experience Criteria
Page 82 of 105
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RADIOLOGY VIa
Progrea

.

. Date

-

9. What facilities are available for teaching, slides, projectors,
tape recorders, etc.? Is medical photography utilized in this
department and to what extent?

.

10. Is there evidence that the resident attends autopsies? Yes No

11. Is there evidence of training in the clinical application
of nuclear medicine? Yes No

12. Ask the trainer what areas of his residency training program
are unsatisfactory to him.

3. Resident Interview:-

.

1. Is the resident satisfied with his program to date?

2. Does the resident perform on his own or under supervision?

3. Does the resident participate in the training of interns,
undergraduates, educational programs, or staff education? Yes No

.

4. Does resident help maintain museum cases and pathologic cross index?

l
'Training and Experience Criteria
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RADIOLOGY Vb
PrsgrEn

Date

_

3. Resident Interview (Cont.)

5. Does the resident attend.and participate in the followin'g:

.

_YES NO
a. Staff msetings
b. Tumor Board meetings
c. Mortality Review meetings
d. Madical Audit Committee meetings

_e. Cic-4cs-Pathologic conferences
f. Department Educational meetings

6. Does the resident have any suggestions that would improve his training
program?

C. Review of the Resident's Log:
4

1. la there evidence of periodic evaluation of the educational progress
of the traince?

('- 2. Does the log adequately reflect the progress and academic exposure
o( the resident?

3. Is there documentation in the log reflecting the statements discussed
in the resident interview?

D. Exchange and/or Supplementation Program:

1. Briefly describe where and to what extent (time) spent in education
outside the institution.

.

2. Is the supplemental program under the direction and supervision of
the trainer?

3. Does the exchange and/or supplemental education program fully comple-
ment and complete the basic program to be approved?

.

Training and Experience Criteria
Page 84 of 105-
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RADIOLOGY UIe
Progras

1

Date |
e

E. Radiation Safety Standards:

1. Is all radiation equipment calibrated to meet the National
Standards?

Give the date of last report

By whom and what agency

2. Do all radiation emitting devices cot. form to acceptable standards?
(i.e., filtration, columnation, tbning, etc.)

Briefly describe any inadequacies:

!

.f
i

,

3. What is the method of personnel monitoring?

How often are reports made?
Is there evidence of over-exposure
If yes, explain:

-
.

4. Are all radiation protective davices (control booths, barriers, aprons,
gloves, etc.) readily available and in use? Yes No

5. Are radiation exposure records:
part of the consultation report Yes No
part of the department record Yes No
Are accumulative dosage records for the
patients kept? Yes No

D "D [ fdD %geJ .J, R; a Training and Experience Criteria-- e
Page 85 of 105
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RADIOLOGY VII
Department of Radiology

Date

e'
- CASE REVIEW FOR RESIDENCY I% PECTION

Review film studies of at least one case in each subcategory.

A. DIACNOSTIC

Cases should come from pathologic index file during past one to two years.
-

1. On the avera;c, are the radiographic examinations good
,

fair , poor 7

2. Are the procedures complete and adeqeste for board traini..g of the
resident in basic fundamentals as well as special procedures?

Yes No

B. THERn f

Therapy cases should come from department records.

-

X-Ray or Cobalt - Chest neoplasm
'''' Abdominal neoplasm

benign inflammatory
superficial malignancy

.

Radium - intracavitary - uterus
cervix

interstitial
)

!1. Are therapy records complete and up-to-date for retrospective review
by the resident in training? Yes No If no, explain:

.
|

.

1

2. Is there evidence of Radiology resident's participation or
observation in the therapy case records?

Yes No '

\

Training and Experience Criteria
Page 86 of 105
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R t RADIOLOGY VITA
H2spittil Medical Rscordu

Date
.

.

CHART REVIEti FOR RESIDENCY INSPECTION

Review of at least two cases in each subcategory. Patient discharged with
the following final diagnosis.

..

MEDICAL

A. Cardiopulmonary Pulmonary infarction
pneumonia
pleuritis
valvular heart disease

B. Gastrointestinal gastritis
gastric or esophageal hemorrhage

C. Urinary tract pyeloncphritis
renal cystic disease
renal or ureteric calcull

D. Osucous fracture (hospitalized)
metabolic disease

E. Neurological vascular - C.V.A.
'

Brain Tumor
Thrombophlebitis

SURGICAL

[' A. Cardiopulmonary lung resection
\ pulmonary neoplasm,

cardiac surgery
B. Castrointestinal gastructomy

colon resection
C. Urinary tract kidney neoplasm

bladder neoplasm
D. Osseous amputation

resection - laminectomy
open reduction

E. Neurological
, vascular - traumatic skull

endarterectomy
venus ligation

SPECIAL CASES:

Three cases of each category - hospitali cd

A. Radium - intracavitary - utcrus
cervix

B. X-Ray or Cobalt therapy - chest
abdomen

- Training and Experience Criteria
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RADIOLCr.;Y "t Ib
Hospital Mearcal Records

Date

-

Cl! ART REVIEU FOR RESIDENCY INSPECTION - CONTINUED

1. Do the medical records reflect the level of respect for the Department
of Radiology? High Medium Low

2. Is there evidence of correlation of the radiographic findings? Yes No
.

3. Are the medical records condusive to the educational program of the
residents in Radiology? Yes No

.

* - - . . . . .... .... . . . . .,, ................

.

. f''
- .

J

.

*
.

Train'ng and Experience Criteria
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REGISTRATION PROGRAM THE

AMERICAN OSTEOPATHIC
Registration Fee - $240 payable Thunday, January 25, 1979 COLLEGE OF RADIOLOGYto AOCR

*

8:00 a.m. Radiation Safety

Fesidents, Interns, and Students may attend
I 9:00 a.m. Personnel Monitorswithout fee if preregistered. Registration

should be accompanied by a letter from Presents
Chief Trainer, D.M.E. or Dean. 10.00 a.m. N.C.R.P. Reports

11:00 a.m. Federal, State, Local
Residents should obtain Reading and llospital Codes
I.ist from Dr. Willman prior to I

" ' ;* '"" '
( The Physics

1:00 p.m. To 4:00 p.m.
Review and Oulz Sessions

4:00 p.m. Review Exam "i .

t REGISTRATION

Nuclear Afe<licirne| 5:00 p.m. COURSE ENDS
'

Name___._______________________________

A ddre s s _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

'

Oty _____ _____________ _______________
'

Sta te _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ Zip _ _ _ _ _ _ _ , ,

i i'

| A .O.A. N u mbe r _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ .
t

Osteopathic College . _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ .

* Year __________________________________-
.

Theodore Fields, M.S.Mail To: Michael K. Willman, D.O.

Secretary, American Osteopattdc Charles R. Grillith, M.S., F.A.C.R.
,

I College of Radiology Chicago College of Osteopathic January 23, 24, 25, 1979
c

,

800 West Jefferson Medicine SilERATON-SAND KEY llOTEL
i KIRKSVILLE, MO 63501
| |

Chicago, Illinois CLEARWATER DEACil, FLORIDA
'

' Training and Experience Criteria
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i
PROGRAM PROGRAM COCKTAIL RECEPTION.

;

4 ,

Tuesday, January 23, 1979 Wednesday, January 24, 1979 CompL ::nts of Kodak

Ibersday, 6-7 p.m.*

7:30 a.m. Registration 8:00 a.m. Hasics and Practical January 25, 1979
Electsonies

8.00 a.m. 'the Atom & Nucleus
9.00 a.m. Scanners, Cameras, and

9.00 a.m. Radioactivity
^* '^' ' ''*

10.00 a.m. Principles and Practices
10.00 a.m. Units & Constants of in-Vitro Counting hours

!1:00 a.m Decay Schemes of Clinically iI:Od a.m. Principles and Practices
Useful Radioisotopes of in-Vivo Imaging

For N.R.C. Requircruents
12.00 LUNCH 12-00 LUNCII you must seek approval

on an individual basis
1:00 p.m. Interaction of Radioisotopes 1:00 p.m. Statistics .

with Matter

2.00 p.m. Quality Control and
2:00 p.m. Dosimetry of Nuclear Medicine Eqaipment Evaluation

Program Director

3:00 p.m. Principles of .

Radiation Detection 3:00 p.m. Collimators George O. Faerber, D.O.

Committee on Continuing

4:00 p.m. Scintillation 4.00 p.m. Emission and Transa.Sion Post-Graduate Education
Detectors Computed Tomography, riMR

Imagmg '

George O. Faerber, D.O.,

"
5:00 p.m. ADJOURN

Anthony Bascone, D.O.

John Agnew, D.O.

SEND llOTEL RESERVATION CARD Fred Katz, D.O.

DIRECILY TO flOTEL AT LEAST Michael Podolsky, D.O.

30 DAYS PRIOR TO COURSE (Continued) Wesley Boudette, D.O., Dean

Training and Experience Criteria
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PHYSICS OF THERAPEUTIC NUCLEAR MEDICINE
'

AND RADIOLOGY

TUESDAY
January 13 Background of Radiation Therapy

7:00 A.M. Al Basic Physics
Energy, Radiation, Spectra

.

8:00 A.M. A2 Atomic and Nuclear Physics
Atoms, Nucloi, Radioactivity

9i00 A.M. A3 Production of X-Rays
Theory, Tubes

10:00 A.M. A4 Electrical Sources
X-Ray, Accel, Generators, Betatrons

11:00 A.M. AS Teletherapy Units
Cobalt, Cesium

.

12:00 Noon Discussion~-

LUNCHEON
. . . - .

1:00 P.M. A6 Sealed Sources
Radium, Cesium, Gold, Radon, Strontium,
Californium, Irridium-19. Iodine 125

2:00 P.M. A7 Interaction of X and Gamma with Matter
Photo, Compton, Paid Prod.

3:00 P.M. A8 Basic Principles of Radiation Biology
Ion, LET, Oxygen, Hit, Calls, NSD -

WEDNESDAY
January 14 Practice of Radiation Therapy

7:00 a.M. BL Principles of Radiation Oncology and Cancer Radiotherapy

8:00 A.M. B2 Treatment Planning
Fixed field modalities. Iso dose

9:00 A.M. 33 Treatment Planning
Rotation Multiple

Training and Experience Criteria
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10:00 A.M. 34 Treatment Planning
Breast, Hodgkins, Special, Computer

11:00 A.M. 35
-

Treatment Planning-Sealed Sources
Radium, Cesium, Strontium

12:00 Noon Discussion
LUNCHEON

1:00 P.M. B6 Treatment Planning-Superficial e

2:00 P.M. B7 Radioactive Isotopes in Therapy
I-131, P32, Au-198

3:00 P.M. 38 Problems & Pitfalls in Radiation Therapy

THURSDAY
January 15 Safety in Radiation Therapy

7:00 A.M. C1 Measurement of Radiation
Thimble chambers, Survey meters, TLD, Calibrations

8:00 A.M. C2 Radiation Safety - X-ray
Shielding, Tima, Distance, Surveys, Periodic Tests

i

9:00 A.M. C3 Radiation Safecy-Radioactivity'- '
Receipt, Storage, Usage, Surveys, Checks*

10:00 A.M. C4 Establishment of a Radiation Therapy Facility
Design. Equipment selection, Staffing, Licensing, Certificate of Need

11:00 A.M. CS CRT Image Recording '

12:00 Noon CRT Discussion
LUNCHEON

.

1:00 P.M. C6 Review

2:00 P.M. C7 Written Quiz

3:00 P.M. C8 Review Quiz

ATTACHMENT N0. 4
Training and Experience Criteria
Page 93 of 105
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1 MR. CUNNINGHAM: Dr. 31ahd, on behalf of the

'

2 American Board of Nuclear Medicine,
i

!3 DR. 3LAHD: Thank you, Mr. Chairman and members c'
I

I

4 the ccmmittee. }

g 5,. I wanted to make a statement en behalf of the American
n
N
,

g 6 Board of Nuclear Medicine. This statement has been forwarded to
R
$ 7 you, and I presume distributed to the cce=ittee and, of course ,
,
N

". 8 it has to do with the licensure ,fer therapeutic ad=inistration of,

d
9 radicactive materials.

$
@ 10 The American Scard of Nuclear Medicine reccacends
z '
=

@ 11 that physicians certified by the beard,as specialists in nuclear '

12 medicine recognized by the Nuclear Regulatory Ccemissicn as
=

,

(a) j having satisfied its requirements for licensure for therapeueic13
= .

| 14 use of unsealed sources of radicactim materials in categories

E /AI |
15 :j IV and V in the Regulatcry Guide +we, for the follcwing reason:

|=

g 16 Training and experience in the therapeuti: use of !

w
.

tvt 4
.

-

y 17 radionuclides ama r,equired two-year residency programs approvedg
= . ;

} 18 by the Liaison Committee en Post-Graduate Medical Educaticn, andI
-

'

i- i
te 'l9a leading to certification by the American Scard of Nuclear
M ;

20 Medicine, meet or exceed the Nuclear Regulatory Commission f
21 requirements. A recent survey by the beard of required two-year '

22 residency training programs indicates that these programs

23 provide apprcximately 125 := 350 experiential and insmetional

24 hcurs in the diagncsis, treatment and management of therapy ,

i

~

25 , pacients, and these Orcerams, averaged over a tvc-year period,
i

.-*

|
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!1, experienced with approximately 150 therapy patients, roughly
I

i

2 '120 patients with hyperthyroidism, and 20 to 2S patients with
^

|
3 thyroid cancer. That substantially exceeds the requirements in i

i

hgulatoryk'ide10'.3, Appendix4 the Nuclear Regulatory Cemnission t

g 5 A.
A

j 6, Furthermore, the American Scard of Nuclear Medicine
R n

$ 7 certificatien, which is a seven-heur, 250 cbjective type
.
N

! 8 questien examination, devotes 22 percent of its questions cd
d
2 9 basic science and therapy application, and more than 6 percent
?,

5 10 of che questiens specifically to therapy of radioactive materials,.
z
-

|

{ 11 Therefore, since the residency training programs '

a

I 12 aperoved by the Liaisdn Cc=mittee in Graduate Medical Education,
=
-

13 leading to American Board of Nuclear Medicine certification,
~

(. -
=

!. 14 provides training ini therapeutic use of radioactive materials, ,

c i
1=

15 and since these pregrams provide experience in diagncsis, jg
- ,

.

j 16 treat =ent and management of tharapy patients in numbers that !
* ij exceed those required at NRC's /(egulaterydkuide 10.8,

'
F 17 and
=

~-

18 since the American Scard of Nuclear Medicine specificallyw
.*=

- .

"g 19 certifies its Dipicmates by examination in therapeutic use of
n ,

I
20 unsealed sources, and is the only certified beard that issues |

!21 a special certification -- I have asked that a sa=ple of our
\

|

22 certificate be distributed to the cerm4 ttee -- it is the

23 i cententien of the beard that its Dipicmates are qualified cc be

24 licensed for the therapeutic use of ur. sealed sources of radio-

- 25 , active materials, and should be so recceniced hv the Nuclear
!

'

,
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1
- I Regulatory Ccemission.

2
1

{ Thank you, Mr. Cunningham, for allowing me to =ake these
3,

ccmments, and I will try to deal with any questions.
4

MR. CUNNINGHAM: Thank you, Dr. 31ahd.
< 5
% Questions frem members of the ccmmittee?a
3 6e

E Dr. Walker wants to make a comment.
M 7

3 DR. WAI.KER: We have reviewed the information that you
.q 8

d sent in. The Staff had a ecmment, and that was that most of
t 9 p
Y the administratiens we see concern the use of /-32 in solubleh 10
E
5 form. We notice that in your submission 'fou say that many of
a 11<
8 the pr= grams don't include this any more as a modality that is

,

12
z

x 3| not in current use, and I notice Dr. Griem has said that scme of
2 13(- | this is now coming back into favor.
= 14'

E. We were a little concerned that some of the problems
: 15
a

here could be headed off, and I think the statements by the Staff8 i
,

- 163
were such as one simple solution to scmething of this type would"

y. 17
u
5 he to include specific training, such.as laboratory clinical I

w 18 |
i-

: experience without the actual administration, but to include .

3
19

2

* at least such things as specific *. raining and what the different
20

solutions lock li'<a, how they are applied, and some of the radia-;
21 i

'

;

tien safety precedures which are quite differen'- for the 32 ! l
,

i 22 !

ccmpounds and many of the other ones, and how these are applied. ' |
5 '23
I

We don't see this in any training programs, and it's one of the i
24 1

things that concerned us. i

25 |-

i -

I
.
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I DR. BLAED: Well, this review of seme 22 training
;..

2, ' programs was just done. It appears that during a year's time
I

i

!3< there were only 29 procedures done for malignant effusiens in

4 this entire group, and only eight of the 22 programs actually
i

g 5 had this kinc of activity go en in the ~ ., . am .
n
N

g 6, My feeling is that these procedures, with the use of
,

# 7
$ 7 chromicphosphateand/-32arenotaswidelydoneastheyused
Nj 8 to be, and I wculd believe that instructions that you are suggestan-
J

9
z.

as'to the use of these ecmpounds, their appearance, their
^

-

@ 10 =etabolism and so on, might be sufficient in these programs
z
=

'

3 II where these precedures are nce widely dene.
a
j 12 I think the board is most concerned wi.th the managemen:

of patients de O_jptrkredd4SthM h6' !
i -5 13 .... _n and cancer, but on the other hand,
\ A.-

x
14

i.
it wenIdr.also like to be able to include these ether precedures,

.

s
j 15 even though thev are act widely used. I

*

e_
16a MR. CUNNINGHAM: Dr. Griem? ,

4e

What concerns me is a little bit of what- I$i- I7 DR. GRIEM: '
i
i= .
.

.

3 18 the depth of the training in radiation biology, particularly ,

t j
f*

g when one starts to deal with potentially lethal damage, sub- I19

i"

20 letbal damagn, slew repair, and many of the things that are

2I in the therapy radiation biclogy program. And in particular,

!22 when one censiders that cancer =aat=ent no longer is single

23 medality, but multi-medality, and invcives adricmycin which ;

i

24) may effect sublethal repair. The questien o f whe^.er the
i

25j radiat:.cn c2.cicey, which deals with carcincgenesis and . acme of !
-

'
!

i
i
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! ;
,

I the other things which a:e involved in,the standard nuclear

2 medicine program are sufficient frcm the standpoint of therapy.

3 I would say I doubt it.

4 And particularly as ene moves into the area of the

g 5 = ore current and new interest in the colicidal materials,
2
j 6' particularly in cancer of the cvary, and treating and so forth.
; ,

& 7 Now I don't think we have used P-32 for treating
';;

j 8 effusions for years, because of nitrogen mustard and other
d
2 9'
3,

spiresing agents are used.

5 10 But on the other hand, P-32 has beceme quite fashionable
z

-=
@ lI and I am amaced that your review didn't uncover this.,

3

[- -- $
I2 DR. BLAED: I am not sure hcw to answer this question.

-

' 13 ' It's a very profound question. Cnly to say that our programs5t

.

m
i 14 involve a veri extensive course of radiation biology, and I
c
- i

.j 15 can speak frem my cwn experience in my own pregram, we work very i
=

g 16 closely with the encologists and also the radiatien therapists
a

$ 17 in =atters of this kind, as far as joint therapy is concerned.
a
i: .j 18 The residents :.n our programs have substantial experience in
..

e. I9g this area.
5

20 MR. CCTNINGEMi: Any other comments or questions

2I frem members?

22 Thank you very =uch.
i

23 Perhaps I will take a crack at summarizing where we
4

!24 seem to be f cm the Staff's standpoint. In order :0 accept

25 i board certificatien as evidence of training and e:c;:erience to
.

ALDERSON REPORTING COMPANY. INC. !.
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1 qualify for NRC licensure, we will need two things: I
I

|
2

'

First, the extent of the training, the number of i

i

3 hours of the training, and so forth. I think that's pretty |
,

4, clear.

g 5 The second thing we will need is seme information
n
N
,

a 6 which will allow the NRC, with the aid of its consultants, to
R
*
". 7' establish the folicwing :
.

,
M

j 8 To somehow assess what individuals who are board-
d s

z_.
certified really know, and what the expected quality of theira

9 i-

,

g 10 work is likelv to be.-
z
_
-

4 Il With that as a basis, I think we can preceed with
-

a
'#

E evaluating various proposals for acceptance of board certifica-12
|'=

_

13
~

(.. E tien. J

=a
.

E
::i What I think we could do would be have the StaffI4
b , ;

'-

15
-

g review these with the assistance of the AdvisorI Cc=mittee.
_.

j 16 Where we have not satisfied this informatien, we would ask for ! |
I

a
Y 17 more information.

-

4
:a
-
-

j 18 I think as a matter of principle the Staff wants ; i
l: | I

"e 19 to the extent cessible, board certificatien as !to acceot, |jM
' ~

,
'

20 evidence of appropriate qualifications for licensure. This I
.

:

21 obviously will save us and the licehsees a fair amount of -

,

22 administrat ve tir'e.
-

23 We will have to reexamine these various certifications

24 in light of any rearrangement of cur training requiremenos also. ,
!,-

D This is scmething that we will be working en over the ecming
i I
'

|

|
|
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I months.

2 Are there any comments frem the ccmmittee?
,

,

3 Is there anything else we shculd be seeking ou this? ;

!,

4 Dr. Webster? i

e 5 DR. WE3 STER: Well, I think you su=marized it very
n
M
,

g 6 well. I think, however, even if the centents of the three months !
i

E
O 7" residency in nuclear medicine is spelled cut in some detail,
N

| 8 there is the overall questien that in connection with other
-J
* 9 specialties , that hasn't been found adecuate, and that one ,

z, i

h 10 !would ha"4 to document indeed the actual amcunt of traininc
z
:

@ lI received. That 's the state of the art right acw..

3
i

j- 12 Let us say not the Board of Radiology, but with the
'

=
-

( j 13 American Scar:i of Radic1cgy, the products of those three months'

I4 programs do not get an autcmatic issuance of a license. It j
- . .

.f 15 ebviously has to be into rather sericus account.
|=
t

f 16 MR. CONNDIGHAM: Any other cem=ents? |
m

k I7 DR. WALKIR: I have one quick questien I would like
: i
c i.

183 to bring up to the ccmmittee, and that is in chese certir cat cnsi
- .

Y t,e-
l9a hv the American Board of Nuclear Medicine, how much e==hasis -

;

|*
A 1

20 should we place en the a:tual numbers of cases and whether er

21 not each individual has actually worked with patients in these ! |
t

ftwohoups,22 in IV and V?b'

23 MR. COINDIGEAM: Dr. Work nan? l
I

|

24 DR. WCREMAM: We should have the numbers, I think,

- 1

25 | the numbers of cases, even thoug.: you have the certification en :

'
!

|
| ALDERSON REPORTING COMPANY, INC. t
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1 the beard, you shou _ still put down the number of cases. This

'

2 would answer the problem about the intracavitarf use of phosphates,

3' for instance. Ycu might have the American Soard of Nuclear

4 Medicine having never seen a chrcmic phosphate patient done,

g 5, I don't think you shculd just be able to go out and do one of
R
,

g 6 these until you have at least been in on three of them as is
; i

$ 7, required.
Aj 8' MR. CCNNINGHAM: Any other ccmments? If not, we

d
n; 9 will move to the next agenda item. I think the Staff has some

?.
y 10 guidance on this one.
3

k II I want to bring up again the issue of treatment of
;

a

j 12 cardiac dysfuncuicn. Very briefly, you may recall that the FDA
=-

r

( g 13 request about the use of iodine for cardiac dysfunction has
E .

n

5 ' 14 lacked substantial evidence of the effectiveness. This use has ,

9- |
5 i

5 been in existence for years. The basis for the lack of evidence '15

=

g 16 is that no manuf acturer has ccme forward with the informatien
s

N I7 normally required in an IND to establish effectiveness, and
a i

tj -

3 18 the reason, as nearly as we can ascertain, that the industry |
;

t it- I9 I
g hasn't steeped forward to do this is that there is very little
n

20 demand for iodine for the treatment of cardiac dysfunction.
|

2I This has been reviewed when the issue came up

22 whether or not the NRC should centinue to permit its use in |

23 light of the FOA position en this matter. It was reviewed at

24 least twice by the Medical Advisory Ccmmittee with everybody !

.

t

25 agreeing that its use was very small, but there ar? icme j

:
,

1
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1 occasiens for its possible use, and that the physician managing ,

!

,

2 'the patient should at least have the optien of using this, if !

l.

!3 he chcoses.
!
i

4 This position was brought up to cur Comission again |

e 5' in a Staff paper, and they have asked the Staff to obtain frem
n
N
,

2 6 the Advisory Committee a formal reccmmendatien about the use of
R
3 $

7 iodine-131 for the treatment of cardiac dysfunctien, and to"

.
Mj 8 include in that recc=mendation our basis for the reccmmendation.
.i

z.
New in order to acccmplish this cbjective, I believe9~

i

-

5 10 that there are possibly three positiens that we might take.
z
=
@ II The first is to delete the treatment frem the licensing.
3
..r 12E The second is to retain the treatment as it new

! $N
13

(- g sh, or to retain the treatment, but limit its use to
-

n
5 I4 scme stater =.nt about limiting its use to appropriate cases.
_c |
~

j 15 Bill, do you want to expand on this before we try
=

j 16 to reach scme consensus of whether it should be in or cut? And
n
*

.G I7 if it's in, the ccnditions under which it is in, and the basis
a
5 ~

E 18 for it. i
.

- t.
.- -e- I9g DR. WALKER: Not really. !

|n

D (Laughter.)
;

2I MR. CUNNINGHAM: Okay, you have anceered my questien.
!

22 DR. WALKIR: I think it is pretty straightforward, |
!

23 as most of the cccmittee members have already discussed this, -

!
.

24 and I think mest of them have pretty set opiniens en it. ;

~

25| MR. CUNNINGHAM: All right, then, I will call for I

,
1
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I
1 members of the committee to give an opinien, and this is one that;

:

I2 we do need some opinion put forward on with regard to this. !

:
1

3 Dr. Holman? f
|4 DR. ECI. MAN : I preface my statement by certainly '

g 5 realizing that iodine-131 imetreatment for cardiac dysfunction
n

disease rarely ,O
"

dg 6 at the present time; but on the other hand, that
n ,

6, 7; IJiba- issue does raise certain cuestions of precedence. And in
;||

j 8 that regard I found Ccemissioner Kennedy's memorandum to be a
:.5

& 9 highly succinct and to very effectively reflect my position en
Iz

c
y 10 the matter, which is that in fact, as opposed to the FDA
z
: i

j 11 dropping a particular pharmaceutical frem a specific applica- '

3

f 12 tien,
,. _

in which case the pharmaceutical can still be applied
-.

j 13 by a physician at his discretion, if the benefit-risk ratio is
E

.

n
5 14 suficient. to justify it, in the case where the NRC drops a .

b' |=
iz; 15 particular radiepharmaceutical frem a specific precedure, this

:a
=

f 16 is no lenger the case. It is new illegal tc use that radio-
'

*

N 17 pharmaceutical for an apclicatien unless the individual acclies ,

6
-

!

i

C
o 18 for an IND.

'

:
.!-.

f*
19 i

s Cn that basis I feel cuite strongly that the NRC
5 ,

I20 should take a position of opticn No. 2, which wculd allcw the |
;

21 physician the prerogative to use iodine-131 for cardiac dys-
,

,

22 function if the physician feels that this is the mest effective |

23 treatrent for that patient.

24 MR. CUNNINGEAM: Dr. Holman, you are basing your !

.

25| reascn for keeping it up on the difference between the way NRC
:

ALDERSON REPORTING COMPANY. INC. ;
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1 and FDA laws would work?

2 DR. ECLMAN: precisely. |
| 1

i
3 MR. CUNNINGEAM: And that you feel thr* the physician '

4 should have the option of access to this treatment, if he chose j

l
4

g 5 it, without specifying the conditions under which he would use it?
N

] 6 DR. HOLMAN: Exactly.
R
R 7 MR. CUNNINGEAM: Do any other members of the ccmmittee
Xj 8 vant to make comments on this?
J
n 9 Dr. Webster?
Y

@ 10 DR. WE3 STIR: Well, I'm not sure I'm really the
3

! Il persen to speak to this, but I did read very carefully the three
a
y 12 cptiens which were placed before the ecmmittee , and Dr. Holman
=
-

N ,, g 13 seems to have elected option 2.
-

.

w
5 , 14 On the other. hadd, option 3 would allow the same thing 7
c *
_ ,

.}
15 but in a more cauticus way, and my preference was cptien 3, whichi

i=

j 16 says to retain the use of iodine-131 for therapeutic treatment |- ,

I.

17U, of cardiac dysfunction in e.rcuo IV, but limit the treatment in I
. - ,

-
. I

~ '

$ 18 cases in which it is the preferred methed of therapy, and in |
t i

"a 19 '

n
. the pctential benefits to the patient far exceed the risk.s

20 That's a little bit more enclosed, restricted than
i

21 cption 2, which is sort efwide open. It says retain the use of | |

22 iodine for therapeutic treat =ent, pericd.

23 I'd like to hear some further discussion on this. |

24 MR. CCNNINGHAM: Dr. CeNardo? !

~

25
i DR. DE NARro: Well, there is nothing wrong with
1 i
1

1 I
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1 that statement, except I lape that it is true of everything we

|2< 'do, and I don't think -- you know, it seems somewhat icing on
|

3' the cake to make that ccmment, in that the therapy you are

'

4 giving has less risk than what you are giving it for.

g 5 It seems like a ecmment that should be present en
n i
n I

j 6 everything, if we need to put it on. !

R
3, 7, Also ! might just comment on No. 3, as well, in cases
,
Mj 8 where nonradzcactive drug therapy is not effective, I don't
d
- 9 believe a suitable claim to impose upcn the practice of medicine.
Y

5 10 There are some people who believe thau nenradioactive drug
iE i

i-

j 11 therapy may be indeed more dangercus to many patients than radio i
Ia

d 12 active iodine-131 therapy.z
,m f

g 13 MR. CUNNINGHAM: Any other discussion on this point? |
=
m

14 If not, I will try to summarize the position of the ccmmitteej ;
--

,

E !
= 15 to see if we have a consensus on it.a t

= i

16
.. i.

g The first point is that use cf icdine-131 for treatment
a ;

cf cardiac dysfuncticn has been in existence for a number of years!.d 17
E i

'c -

18 The second point is that its use is very limited today',3 '-
- .

$ 19 but nevertheless some physicians will want to use this in
M

20 certain circtmmtances. ,

!-

,

21 Number three, the committee feels that physicians
'

|
,

1

I22 should have the optien of using this if they feel it is in the

23 interest of the patient, for patient care.

24 Number fcur, under the FDA rules, particularly these i

25 rules under which they withdrew the drug as an effec *.ive drug,
,

,
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1) a physician still has the option of using this in patient managemen-

2 'without violation of FDA rules. If the NRC were to take a
,

I
3 similar action, it would in fact remove the option of the

i

4' physician to use this as he chose, because he would either have

e 5 to have a special license amendment, which wo11d be difficult to
M
n
] 6 obtain for the patient he has to treat immediately; or he would

, g
6 7 have to file an IND for the FDA rules which, of course, we
;

j 8 recognize again all this happens too late to treat the patient,
d
8 9 when such a need is indicated.
3,

@ 10 I might add one point to this, that is that the
3
_

j 11 ccmmittee in general believes that the use of icdine-131 for
it

i

j 12 treatment of cardiac dysfuncticn is safe and that there may- be
,. =

,

j 13 instances where its use might indeed benefit the patient better
- =

.

n
i 14 than alternative uses.
b~
_j 15 That is where I'm ccming out. Do we have scme cen:sensus
=

g 16 frem the ccmmittee en a statement like that, to go back to *:he
a

$ 17 Ccmmissien? Any discussion on this?
E

-:
3 18 Capt.' Briner. !

: I

i~ 19 's CAPT. BRINER: I think there is one other thing
a

20 that has not been addressed and that is the overall feeling, I
I

21 think, in nuclear medicine that wherever possible, so long as |
I

22 safety is not impaired, there should not be any dichotemy in

the regulations, in the Food & Cung Administration and chose of !23
I

i

24 the Nuclear Regula cry Ccmmissicn. i

I i
rj

;
~

25
i That is te say, they shculd not be in cpposition to |
!

l .

6
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- 1 each other. In this case, where safety is not really an issue,

2 'that the issue exists, it may be an issue of effectiveness. |

3 I could certainly support Dr. Eciman's cpinion, that

4 when a physician chcides that in a specific patient it would be
!

!

g 5 beneficial, I think that right cught to exist for the physician, I
n !
n a

$ 6 without the filing of an IND or an exemptien. I

R \

$, 7 MR. CUNNINGHAM: Any other ccmments? I see nods of
,

3 |

|| d agreement. ;

J
9 Dr. Gccdrich?

~

Y

$ 10 DR. GCODRICH: I would just ask under altaanative 2,
3
- ,

j 11 what is the intent or what is the need for publishing this for I
ia

f 12 public ccament in the Federal Register?
'=

,

(_j 13 MR. CUNNINGHAM: I don't know the exact status of
_

,

x
5 14 t he rulemaking, but -- do you knew the answer to that, Bill? i

b |_

2 15 DR. WALKER: I think this O.rchably is because thisg
=

f 16 probably infringes a little bit en the medical policy statement
'

s

!! 17 and therefere we would have to say that we are making an
a
= - :

3 18 , exceptien in this case. !

: I
-
g MR. CCNNINGHAM: I think if ycu go back co our medical!19 '
n

20 policy statement, a number of these things, we have included in

21 that statement was the fact that we were act going to examine !
I

'22 on safety and efficacy, provided there was an effective 'ND

23 frem FCA. Tney don' t have an NUA for this, so we are really

24 going in che face of our policy statement. So we need to ,

!

25 publisa something, and that's why the Ccemission needs this
i

,

t

.I +

*
4
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1 statement.
i

'

2 Are there any other cccments en i~' neu, we w3.ll
|

'
t

3 use a statement scmething along the lines that I summarized as I

4' representing the censensus of this ccmmittee. and I see neds

g 5 as I look up and dcwn the line here.
n
N

j 6 If that is satisfactory, we will move on to the next I

,

$, 7; subject.
,
*9

T.6 j 8, The next subject that I want to cover, very briefly, .

Id
@ 9 is the werk we are dcing to amend our regulations to provide !

z
-

5 10 scme relief in disposal of waste generated in medical and .

z 1
= -

@ 11 bicmediesl research. ;

a '

Iy 12 ' By way of background on this, when waste disposal ground.
*

*
1*
I

F, 13 ! started to close down, there was a squeece affecting mainly
a
n
5 14 bicmedical research en storage capacity, and there was scme
-

|3:

,E 15 questien wheuher or not this was leading to curtailment of i

|=

g 16 research work.

f- 46esb !
I, In examining the problem, we find that - 50 percentE /

u .

=
.

r

5 18 by volume of wastes generated in bicmedical work that gces to
.

$
19 ,

.!
,-
-

burial grcunds is either the scintillatien fluids used in |
A

SHO'% |
20 scintillation, mainay toluene, slightly centaminated with tritium',

,

4 ; 1

|
'

21 carbon-14, a few other things used to a lesser extent, and 1

22 animal wastes, animai carcasses. Again, slightly centaminated |
23 with tritium er carbcn-14, in the main. I

Mt
24 We researched this scme and have found thac h

(Adjeet.Nsh s'en $& | |.-

25 | A
--m --- - - -scintillacion fluids weed in animals would amounc| !

,' I.
: ,

I '

| 1
'
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:
i

3
I to about, I think, 23 curies of tritium per year, around the i

~ |
~

!2 country, and about 6 curies of carbcn-14, and all scintillatien

3. fluid and all animals, to give you some idea viC: respect to wha:|
1

4 we are talking about, 8 3 million scintillation vials per year. i
i
'

=, Based on this, the Staff is in the process of5
:
N

j 6 trying to develop a regulation which will essentially release

i pahreNon
2 7; f rem control purposes, for purposes of radiation deoeeemen,
.
-.j 8 scintillation fluids containing tritium or carbon-14, whose !

d i

z,
rad.ioacuivity content is less than .05 micrecuries per gram. |2 9

i

h 10 ' The same would apply to the animal carcasses. This
z ,
_

! 11 is not to say.that they night not ccce under other federal, |
3 i

j. 12 < state and local laws for disposal of nenradioactive materials.
-

- :
g 13 Toluene is a carcinogen, a suspected carcinegent at least e
a

Ma
8, 14 scme of the animals apathogenic.
b_
9 15 We are also considering raising the 1 curie cao in i
:a

-
:

= !

I
j 16 disposal to sewer systems ec allow 5 curies of tritium and 1

,iA

U. 17 curie of carbcn-14, in additien to 1 curie of all other radio- !
.a

!-
-

!5 18 isetcpes.
:
- .

$ 19 We have reviewed this proposal with a newly-formed
iM
!

20 cask force on low-level radioactive waste disposal at the j
i

21 Federal Radiation ?clicir Council. That task force report that '

22- is new cut supports the approach to eliminating these f cm

23 control purposes, for purposes of radiation centrol. ,

sew 64t,bb '

24 We have been working with a group of sessmenes. Dr.
,

'

25j nahd has worked en this, as has Capt. 3riner, and scme others"'

i
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1 to prepare our rui We hope to go to the Commissien with thism.

2 ' rule in fairly short order.

3 Ou p roposed ruleg-I think /.se the = ambers o f the
,

Nccmmittee p & an earlier version. It has scme of the data4

3 5 and seme dose estinates on there. We have picked as a worst
n
N
,

g 6 case for calculati:g impacts that the materials would be
,

E 4Mten
and we have5, 7 incinerated as the =ost success ful way to handlen

,
Mj 8 calculated that for the largest type of icility, we could suspect
J-

I 9 scmething frem a large medical institution like NIE, doses
2
= Moend
5 10 would-be scmewhere on the order of .01 millieseos per year, and
Z -

_-

j lI add that cc food grcwn in the immediate vicinity if this material
3

Y_
12 vent into the ground, ses no more than 5 milli per year.

_ :.-

j 13 But, really, it is beggling to try to apply the
_
-w .
n
5 14 scenario that would really expose people to as much as that per
i- i
-

t

j 15 jvear.a - ,
,

~-
|.

16g I would like to get sc=e statement frem the ecmmittee :
i

a .

..

G 17 today, and any cther group who represents a professicnal
a
F -

{ 18 organization, en the utility of such a rule. Now in seeking
,

=.
,
8

"s 19 such a statement, I would not sk you at this time to verify cur j
9

|
20 nu=bers or ccmmit ycurself to the accuracy of our numbers as '

|
.

|
t

21 the quantity of radioisotopes involved here; nor do I ask you 1

I22 to make a ecmmitment on the accuracy of our dose calcula:icns.
|

23 i But given that we are correct in the assessment |
! i ,

' : 1
'

24| of the quantities of radicactivity involved, and that cur dose
!

25 ; calculat:.ons are appr=x:.mately right, I would like you ce j |
,,

4

)
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1 address -- well, a couple of things, but let me add one more |
.

2 ' thing before we proceed here. We estimate that the dollar

3 savings in not recuiring scintillatien vials as is presently done |l

i !

4 today for most of the animal carcasses, the dollar savings would I

g 5 be about $16 million. If one suhtracts frem that abcut S3
!.r,

M

3 6' million to dispose of it in more conventional means of non-
R
$, 7 radicactive materials of the same chemical ccmpositien, there

.

;

j 8 will be a dollar savings of about S13 million per year, realized
d
2 9
?,

largely in the area of biemedical research.

@ 10 Now, with that as a backgrcund, I think last Saturday
E
= , ,

4 II Dr. Rosalynn Yal/cw, I believe -- well, all members of the
3

y 12 committee, and prchably most people in this audience knew
=
--

13 Dr. Ya cw is the 1977 Nchel Laureat in physiology and medicine --
s_. .,,

5 14 has supported the written statement that supported the prepcsed
,,

t -
' e ,

t 15 rule for three =ain reascns, and I would like to read those |
= i

j 16 reasons, because I believe that they are the i=portant enes, )
w

f I7 and perhaps we can get scme censensus frem the cc=mittee on
=

~

|} 18 these things.
--

? 39 ;
s She stated the three reascns why she supported
n

20 this are as fc11cws:

21 Based on the calculations in the report and her cwn j
i

22 ' analysis, the risk to the public would be undetectable, since !
I

23 these had a negligible amount of radiation to the natural back-

ground. !24
,

I i

- 25 The second point, the professional time lost in
i

i
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1; acccunting for and packaging of waste represents an enormous
,

2 ' drain in the scientific ccmmunity. This drain of talene is !
i

3 serious, particularly in view of the decreasing participation
i

4 of the medical community in bicmedical research.

g 5 ! And third, at this time, it is essential to preserve
'4

j 6 research resources -- when it is essential to preserve the
R
R 7 research resources, tens of millions of dollars cocid be savedj

3j 8 for useful investigative studies, rather than being dissipated
d
8 9
I,

because of regulations.

5 10 In other words, she is saying this $13 million a year,i
E i

! 11 instead of going to disposing of waste, could be used for
3

y 12 bicmedical investigatiens which would result in much greater
=

.. m =
13 benefit to the public./ 5

2
- m

i I4 So en these three points, I would like some discussicn
:.
* 1

15 f cm -he ccamittee. First with regard to the risk; secondly I

|

j 16 with the staff time lost of just packaging these materials,
a

p 17 acccunting for waste disposal; and third, the resources and jw
=

_ tj 18 funds dedicated to this.
'

!
,

:
-

19m Does any member of the ccmmittee wish to ecmment en
a

20 this? Dr. Wecdbury?

21 DR. WCCDEURY: The information essential -- I just .

I
i

22 wendered why we hadn't done it years ago. We had to run into a j
!

23 crisis before action was taken. Certainly the documents and |
P

1

24 " the figures that we have lend credence to the f act that the riskSj

are minimal, and certainly at our insticution, the time we have I- 25 '

I. J
'

.
'

! |
i

'

! ALDERSON REPORTING COMPANY, INC. | |
. !

!

r

I

i-
, _ _ . _ _



ig t,

141 i

I spent on waste handling and waste management, in terms-of | |.
-

_ i

2 ' manpower and manhours is a heavy expense.
!

3' The only caveat that I would raise is the cuestien 1

4 as to whether the individual handling of the waste material, if

e 5 there would be the state surveillance ~ or just what type of
M.v

] 6' s urveillance, just to make sure that there is no exposure,
R
@, 7 untoward exposure of people. To just give an example of one
X

) 8 peried in . Michigan where there was a disposal site and seme

J
= 9 children were playing at the site, and that sort of thing. But :

I

@ 10 this could still be handled through adr te sutveillance of
z i= .

j 11 the method and means of disposal at the site.
m

y 12 So, number ene, yes, I am all for the rule, per se,
=,c .

/ g 13 as long as there is seme safeguards in terms of disposal at
.=, -

,

g 14 that individual site. |
-- ,

E '

= 15 .MR. CUNNINGFAM: Well, I fear we can't have it both
a i

= |
|

y 16 ways. Either we say it is safe because of the nature of the j
*

f

d 17 radioisotepes and concentratiens allowed and cur analysis in
'

,
. a
| E '

E 18 which we try to pick the cases. We did look at land burials,
I

,

h 19 landfill, that kind of thing. That would be included in the
a

20 analysis, even thcugh it isn't in the ene that you have, but ;

I

21 we can't do it both ways. We can't say it is safe, and by the |
t.

22 same teken, say, well, we're really not sure and we should i

i

23 monitor this. It's got to be rather clear one way or the other. !,

|
|
: 24 CR. WCCDBURY: Under the circumstances , I have no !

!
- 25 questions en the rule as it now stands.

>

'
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1

.

I MR. CUNNINGHAM: Dr. Griem?

'

2 DR. GRIIM: Two ccmmenes:

I3< The University of Illinois was one of the first to

propose combustien of the scintillation fli:id, the toluene,4

g 5 and the University of Illinois was burning it at Champaign 7
n
M

] 6 Urbana, to decreasc the cost of their heating bill a little bit,

R
R 7 and it seems that the state has not been upset abcut that.

.

A
j 8 The second ccmment I have is one would like to knew
d
::i 9 through natural p;cduction of carbon-14 from cosmic radiation,
I

@ 10 how many curies are made, and maybe this 6 curies is 6 against
z
=
j 11 6 million over the top of the United States, and it probably is a
m

y 12 pretty gced figure as to her many curi e' *-4" um -- not
_

::; -

g 13 tritium, but carbon-14 are made by natural producticn.
.=.~ m

5 . 14 MR. CUNNINGHAM: Well, the steady state environment
u .

'

!!
r 15 is 200 millien curies of carbon-14. That is steadv. state. So ,

<a
'=
!f 16 if you want to do the calculation en hcw much decays, you can

i i=

d 17 figure out how much: tritium is 28 million in steady state. I | |
* I |= . I

iii 18 think it's about four megacuries per year of tritium. I jus
,

- , ,

39
..e.

g don't remember. j

, M :

20 Any other ccaments frem the committee?

21 Dr. Webster? )
Iwouldsimplyliketocongratulateyou.{ l22 DR. WE3 STER:

i
1

|23 I think this is a very intelligent thing to do, and an excellen:
'

4

24 solution to part of the waste problem for a lot of people. I I

25| think it is outstandingly successful frem a cost-benefit point
'

i
4

,

.
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1 of view. If you make the assumption that one rem of radiation ,

I.

2 might produce 100 fatal cases of cancer in a million people, and

|3 you applied those kind of nr hers to the analysis that we have

4 here, that is how many people are likely to be within 40 meters
\

3f the incineration point, for example, you can work cut a kinds 5
,n

N

j 6 of rough and-mas (s. number of a cancer case that you might produce
R
$ 7 if you were going to save S500 billion. That is a fantastica 11"
,
M

$ 8 large advantage, costwise, versus the hacard.
d
t 9 MR. CUNNINGHAM: You see, Ted, I felt we had to do
:i
.

5 10 scmething like this after all the heat we get from you en ALARA.
z
= t

] II (Laughter.) |

|
f

| 12 DR. WEBS *ER: Toucht. ;

=
'

h 13 MR. CUNNINGEAM: Any member in the audience who would
n

- .

5 14 like to =ake a stateuent en this proposed rule? I see Dr.
,

-
.

'

i=
E 15 Smi:c frem the Veterms Administratien Ecspitain

I
'

:s
=

g 16 DR. SMITH: Jim Smith, Veterans Administration. ,

f

si !

( 17 IthinkRosalynnYajcuputsthething=cstgraphically
= . j

{ 18 when she says the ordinary crganic garbage discharged from the ;
i

- ,
** 4

P
19s 3ronx Veterans Hospital every day contains =cre decaying K-40

M

20 than all of the discard frem the varicus laboratories. We abhcr |
t

i

21 this, Dick. It's another instance from my point of view, workingt
i

22 with NRC, representing the VA, of the intelligent andcooperative!

23 action we get from you people. I would like to thank you for

24 thinking of it. ,

i

- 25 MR. Ci*NNINGHAM: Well, thank ycu for that ecmment. '

I

j*
i
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1 Any other ccmments, perhaps not so kind? Anybody else|

f2 want to add anything on the utility of this rule?
i

3 If not, I think we have enough information to proceed.i 4

1
!

4 I think we have a feeling -- my sense of what the ecmmittee is I

g 5 saying en the various ccmments is that the rule is defendable
n
N

] 6 and will be beneficial.
, g

$ 7 At this time there hr.ve been one or two more things
.

,
Mj 8 that have come up that members of the ecmmittee wish to d.scuss

,

d

% 9 and following which we will ask if there are any other agenda
z
-

@ 10 items, pecple frcm ether organizatiens want to bring up.
z i-

! 11 I think one of the issues that came up that Dr.bu7
3

I 12 Griem mentioned, as well as scme others, is the need for a guide

b on interpreting .5emeAmee,administratic(godAnak13 :ne rule that has

n
5 14 recently passed.
s-
E I

E 15 Dr.. Griem, would vou like to elabcrate on vcur views
2 - - ,

= 1
I. .

16 cn this, en whether or not we need scme guidance?si
sf

y 17 DR. GRIE4: Informally a number of pecple have
t

-

!,
-

5 18 apercached me and other members of the Adviscrv Committee
_ - -

|19 concerning this inistration rule that has been recently
.

K \=. ;

20 published in the Federal Register, and some of the people, !

,

21 carticularly the therapeutic radiclogists, have been concerned '
!-

I

22 ' because there are a number of instances where the standards !

23 set forth would be very difficult to meet. |

24 For instance, in the interstitial implantaticn of

- 25 radioactive scurces fer pe m ent implant with a eclarance of

_
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I
1 10 percent is cuite ditficult. There are other instances where

0 Neb'

2 the exact wording of what would be h. administratien -- ;3 i

i i

3 seme patients are more sensitive than others, and the radiation i
i

I
Asse64. i

4 eneclogist, as he proceeds along a moon c:. treatment, may med._:y ;

.

i

g 5 the dose upwar?s or downwards, depending upon de clinical reaction
"M

j 6 so that his original specification of dose may be mcdified.
R
$ 7 I think ene can draw a similar situation where the
-

tj 8' cardiologist writes a particular dose of digitalis dcwn, and
d
n 9 then finds his patient dcesn't tolerate digitalis at this level,
5 |

.

5 10 ' or that something else is being administered that adversely i

E :
i-

11 affects the level of digitalis, and so we knew a nu=ber of drugsj
a
y 12 now which mcdify the ~radiatien effect.

.. = s

So I think the whole cuestion or ,an. inistration,
' Je

13
~

acm one
- ._
=

14 needs a guide to the pecple going to leck at hcw this rule shculdj
-

15 be enforced, and also a guide to the practicing radiationE
a
=

g 16 cncologist, so that he understands what the intent of this is.
*

,..

E 17 And I can go en and elaborate a number of instances where the -

a t
= - ;

$ 18 intent was correct, and scmething happened that is really not
i_
,-

* i
t=

19g controllable by the physician. |
n :

20 So that we are in an informal meeting suggesting a |
:

21 guide for the standards group and for the -- that this might be !
'

22 developed by the Adviscry Cc=mittee, working with the Nuclear
.

23 Regula:Ory Cen:missien. !
I

t

i

! 24 MR. CmiNINGHAM: Ncrmally we would circulate a .

-
.

,

25 guide Per the first ene was draf ted to the ccmmittee and, of |

l

i ,
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1 ccorse, we would do that. We may want to be in touch with
1

i
.

2, individual committee members to get the benefit of their thoughts'
i

3. prior to even starting to write this thing. I think that may

4 he useful in some cases.

3 5 Do any other members of the ecmmittee want to ecmment
n
N
,

g 6 on this subject?
R
=" '7 How about other members of the staff? Do they have
;

j 8 questions or ccamener If not, I think that takes care of this
d
$ 9 sub j ect.
3
5 10 ' Dr. DeNardo, you had a proposal, I thought , en how
3_

@ II we should qualify statements about positiens we entered in en
Im

N_
II the licensing. Perhaps you would like to elaborate on that,i

[~ ;=,13 'j Both ycu and Dr. DeLand had the same. thcughu originally.
|<

- s

i I4 DR. DE NARDO: Well, I'm not sure that I have a !
=
=

15
. thought as to hcw to do it, other than the need on the actual3
=

!g 16 license or a piece of paper that the persen who has got the
A

N I7 license frem the NRC tc use isctopes in the practice of medicine,
a
= .

5 18 and thau is that there are many uses for that piece of paper, ,

.-

+
"s 19 and if indeed we feel and you feel hhat this license is for

|
3 ;

>

20 radiation safety, the safety in the use, then that should be !
| 4<

>
-

21 predominant in usually seen, cbvious, or whatever ycu care to j
,

' '

22 ' say, so that this piece of paper does say what we want ittosay,|
|
,

23 and that it won'c be misused or misrepresented as something .

;

l
I! 24 showing:ccmpetence.-

I

- 25 I am not sure the best way to do it, other than that
,

I

|
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1 I would hope that it would be on the top, on the front, and big

2 'enough to be very cbvious. j

i !

3 MR. CUNNINGHAM: Dr. DeLand, did you want to add to 1,

1

4 - that?

g 5 DR. DE LAND: This discussion started after the last |

E

] 6 NRC meeting, actually, and it's gone on in several other meetings.
R
R 7| We were thinking in arms of the preamble or an official attach-
Xj 8 ment to the licensure that stipulates that this license
d

'

|
9 !

3.
reccgnices the educationai backgrcund in the sciences and the

@ 10 ccmpetency to execute precedures with the safety of the patient
3 i

h 11 and environment in mind; that this license in no way certifies |4

'

3

f 12 as to the clinical diagnostic competency of the bearer, whcever
=
-

g 13 it might be. Make it very clear. Because we know well that
C .

m

5 14 out in the ecmmunity, particularly in hospitals, as you knew, ,

-

_c - ,

j 15
. who have broad licenses, where you have a radiatien safety i

f

=. i

16
si ccmmittee that is usually relatively kncwledgeable, but in a
m

i 17 community, no hospital--ence that license ecmes in, it is
W i

c
3 interpreted'as a more or less carte blanche to do whatever it !18

i-

H I
c. .

g
'9 says en there. !

|
20 And as we heard frem the main discussion today, i

i

II this can be erroneous. j
,

i

22 MR. CUNNINGEAM: Thank you, Dr. DeLand, f
23 What we will do is get together w:.tn cur attorneys |

24 and try to work cut an appropriate statement for a suitable '

~

25| place on the license, and circulate that to the ecmmittee for i

:; ;

)
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1

1' their review and comment.

2{ DR. DE LAND: Dick, I think this brings into
'

3 perspective what the actual charge of this Ccmmissicn is with

4 respect to licensing physicians.
I

g 5 .MR. CUNNINGHAM: It could well do that, yes.
E

,

j 6 That ccmplates the list of agenda items that I have,
R
R 7 on my -list.
;;
j 8' Bill, io you have any other items that you want to
:s
3 9 bring up at this time?
?,

@ 10 DR. WADKER: No.
z
=
j 11 MR. CUNN2TGEAM: Do any other members of the NRC
3

,

i 12 Staff have items that they would like to bring up?
.. =3

y 13 Do any members of the ecmmittee have additional items
=

s.

g 14 that they want to bring forward at this time?
b
_E 15 Dr. DeNardo?a
=

g 16 DR. DE NARDO: I don't mean to be pushy, but I do
s
d 17 find it important, and I was just going ':s ask whether we get
5
-- -

} 18 our report frcm either the Federated Council or the Staff for
:
i-

19a next Januar/'s meeting in terms of the limited license positicn !

.9

20 at that time?
'

l
21 MR. CUNNINGHAM: We are speaking of the 1: censes :cr j

1

22 limited practice, other than cardiclegy? |
!,

23 DR. DE NARDO: Rignt. t
i

24 MR. COTNOTGEAM: I wculd hope that by the time we

,

|
- 25 meet next Januar/, it will either be December or January -- |

!

i
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i

I prcbably January -- that we will meet next, we will be able to

2 'take a position en this license. I can't premise anything at
t

3| this point, because I don't knew what kind of prcblem I'm
1

!4' going to run into in getting these varicus groups together. I
i
t

g 5 just don't knew.
R

I

] 6 I want to give these groups an cpportunity to think
R
$ 7; about it. If, in' fact, they are not interested in it, of
;
j 8' course, we will preceed without them. But I do think they

d

I,
sticuld be given an opportunity to do that.2 9

@ 10 The best I can premise you new is that we will geu
z i

: i

$ 1I all of the Federated Council and various other g cups that we
a

I 12 | think might have an interest,: to see if they are willing to
=

[.
-

j 13 try to get together en the prcblem as did the cardio.'.ogists.
> =

x

5 . 14' What the results will be, I can't tell you, but we
w
sj 15 will try to deal with that the next ccmmittee meeting, one wayJ

=

j 16 or the other. But we should give them an opportunity.
a i

p 17 Do any other me=bers of the committee have agenda ! j
f

-

!

,

C
18 items they want to bring up? ;3

: | |
t. '

s All right. If net, then, other members in the l19
5 1

-

|20 audience?
,

i

II Dr. Smith.
!

22 DR. SMITE: In reflecting on what has been talked i

23| about :cday, I would like to start with cne of the principles
i i

| 24 I of the scholastic philosophist, that a persen kncws a ching in !

,

- 25 his cwn manner of kncwing it, and I can knew these things only I j
! !
I

i
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;
!

1 -as a physician. So I am therefore very sympathetic and in agreemen
!

2 'with the views expressed by Dr. Woodbury, Dr. DeNardo, Dr. De!,and
| 1

i

3 Dr. Workman. i
!

l

4 You know, whose life is it, anyway? It's the patient's

g- 5, life. I get an undercurrent in the discussions today of what
R

j 6' will we permit the physician to do, not to say what we will
R
@, 7, permit the physician to get away with it. I don't think this is

';;
j 8 the point. I think an individual whose only excursion into

e
:! 9 nuclear medicine is to do scme thyroid scans, which as Dr.
3

$ 10 DeNardo points out, will probably be unreadable, I really cannot
I

h 11 take such a persen seriously. And although he might dearly wanu -
I3
4

j 12 to do these things, I really can't see him as a sericus person I

-
=
-

[=.
13 in nticlear medicine.

s -

| t ;

5 . 14 We have had various analogies given today. If this
u
'= ,

2 15 is like that I wculd like to remind ycu tha analecies are not ;
d J

|-
i

,

j 16 identities, and that these subjects must be considered in them- |
' =

N 17 selves.
a
= . I

y 18 , Frem cur point of view in the VA, if I could set up ,

D
-

i- I
,

'

19g nuclear medicine services in the VA system in 172 hospitals, I !

a
20 ' would have, number ene, the nuclear medicine persen as the

21 basic resource person in nuclear medicine. I would advise such
i

22 a physician te have a good physicist werking with him. But I !
I

23 think he should be the basic resource persen. i

;

24 And I would go even further in terms of architectural '
i

25
; design. I would localize in ene gecgraphical area all use of i

-

!

'

;
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i
1 ionizing material to which people frem various disciplines would

2, he invited, endocrinologists, which I was years ago, gastre-
1

3, enterolegists, anybody who has a legitimate interest in pursuing
,

4' his discipline in a ecmpetent way.

g 5 From my point " view, which is that of advising
R

j 6 the VA what to do about nuclear rtdicine, all you can say is
R
R 7 that it should be done by people who are competent to do it,
;

j 8 and who can deliver the goods. They are available. They are not

:.1

n; 9 seme-time people who show up now and then.
E

5 10 These are the thoughts that I would like to leave

_3

Q lI with the ccmmittee. Thank you for your attention.
m

j 12 MR. CUNNINGHAM: Thank you very much, Dr. Smith.
_

,. ;
_: 13 Jo any other members of the public participants want

_
2 .

:n
g 14 to make a statement at this time?
9 1

i
15 If not, it is new 3:00 o'cicek, and I think most of i

a i
= t

I

g 16 you er a great number of you have planes to catch. I will |

!*

p 17 adjourn the meeting. I

a ,

=_
- ,

*

18 Thank you all for attending.g ;

: -

} 19 (Whereupon, at 3:00 p.m., the meeting was '

M

20 adjourned.) ,

!
21 :

1,

;23 * * * *

i

24 !

25

I i
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AMERICAN OSTEOPATHIC
BOARD OF NUCLEAR MEDICINE

-

CONSTITUTION

ARTICLE I-NAME
The name of this organization shall be the AMERICAN

OSTEOPATHIC BOAED OF NUCLEAR MEDICINE.
'

ARTICLS II-PURPOSES
Section 1. The purposes of the AMERICAN OSTEO-

PATHIC BOARD OF NUCLEAR MEDICINE shall be:
a) To dedne the qualidentions required of osteopathic

physicians seeking certification in the deld (or delcs) of
nuclear medicine and of any other specialty or field of
practice that may be assigned to this Board:~

{ b) To evaluate the qualidentions of those osteopathie
physicians who may apply for certification in various dis-
ciplines of diagnostic and therapeutic nuclear medicine and
of any other specialty or field of practice that may be*

| tssigned to it:

c) To conduct examinations in conformity with the
Bylaws of this Board

d) To recommend the issuing of certidentee in the var-
ious disciplines of diarnostic and therapeutie nuclear med-
icine through the Advisory Board for Osteopathic Special-

- ists and to the approval of the Board of Trustees of the
American Osteopathic Association, to those osteopathic

! physicians who are found qualified:

| e) To recommend revocation of certificates for cause
after due and legal process;

'

f) To use every means possible to maintain a high

standard of practice within the osteopathie profession.

ARTICLE III-PRACTICE OF NUCLEAR MEDICINE i
For the purposa of the operation of the AMERICAN

OSTEOPATHIC BOARD OF NUCLEAR MEDICINE. the
i following division of practice is dedned: The practice of

nuclear medicine shall consist of and include those delds
of diagnostic therapeutie medicine which utilize radionu- I

clides. excluding therapy with sealed sources. I
1

, ARTICLE IV - ORGANIZATION |

Secties I Membership j
The AMERICAN OSTEOPATHIC BOARD OF NU-

i CLEAR MEDICINE shall consist of six (6) members
elected by the Board of Trustees of the American Osteo-
pathic Association as provided for in the STANDARD

BYLAWS OF CERTIFYING BOARDS.

Section 2. Officers
I a) The or!!cers of the AMERICAN OSTEOPATHICp pl

BOARD OF NUCLEAR MEDICINE shall be a Chairman.n i
-

D0 - u 9 3 vice Chairman. and Secretary-Treasurer. whose oowers
,LL i

.

'

L and duties are as described in the STANDARD BYLAWSp* 1 .

OF CERTIFYING BOARDS.
b) These or!!cers shall be elected by this Board for a

term of one (1) year at its annual meeting.

1

i
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et Odicers shall continue to hold cdica until their sue. Section 3. This Board shall establish detail rules for
cessors are elected. conducting all aminations, in accordance with the pro-

visions of these Bylaws and shall provide for the conduct
Section 3. Committees of azaminations at least once a year, in accordance with its
al There shall be two (2) standing committees of this regulations and requirements.

Board and such other committees as may be from time to Section 4. This Board shall ale with the Advisory Board
e authorized. The irman shall appoint all committees

for Osteogthic Specialists, at the time specided b the
Advisory ard, its recommendations concerning eac ap-

b) The Standing Committaes shall be: pileant for cettidention. together with any pertinent in.
1. Credentials Committee formation required by the Advisory Board for Osteopathic

Specialists.2. Examination Committee a

Section 4. Advisory Board Representatives Section 5. This Board shall provide and recommend the
a) There shall be a representative to the Advisory Board issuing of certideates in all delds assigned to this Board

for Osteopathic Specialists appointed by and from the m accordance with the provisions of these Bylaws.*

membership of this Board. Section 6. This Board shall recommend to the Advisory
b) There shall be an alternate appointed by and from the Board for Osteopathic Specialists and to the American

membership of this Board empowered to act for the duly Osteopathic Association Board of Trustees. the revocation
appointed representative in his absence. of certiacates in accordance with the provisions of these

Bylaws.
Section 5. Meetings
The AMERICAN OSTEOPATHIC BOARD OF NU- Section 7. This Board shall provide permanent ales for

'k CLEAR MEDICINE shall hold an annual meeting and such all records.,It shall record and keep permanently on ale
-

other meetings as provided for by the Bylaws of the Board. all applications submitted to it and comple.e records oft

examination results and shall maintain a registry of diplo-
Section 6. Authority mates. All examination papers - > -- ----p"
The actions of the AMERICAN OSTEOPATHIC BOARD of applicants shall be kept on $le for a per:od of dve (5)

OF NUCLEAR MEDICINE are subject to the recommenda- years, after completion of the applicant's examination.
tions of the Advisory Board for Osteopathic Specialists Section S. This Board shall !evy and collect from appli-
,and the approval of the Board of Trustees of the Amer- cants the funds necessary to Snance the operation of thi.;
.can Osteocathic Association. Board as provided in the regulations and requirernents.

ARTICLE V- AMENDMENTS Section 9. To arrange for all mutings necessary for
this Board to carry out its functions as provided for in

Subject to the review and recommendation of the Ad. these Briaws*visory Board for Osteopathic Specialists and the approval
of the Board of Trustees of the American Osteopathic Section 40. This Board shall appoint two (2) membersAssociation, this Constitution may be amended by a vote from the Board one of which shall function as a representa-of two-thirds of the total membership of this Board at an7 tive and the other as an alternate to the Advisory Boardmeeting, provided each member has been notiaed at least for Osteopathic Specialists. One of the two members mayafteen (15) days prior to the date of the meeting and of be the Secretary-Treasurer. In case of inability of thethe intention to amend. regular representative or alternate to attend the sessions

of the Advisory Board for Osteopathic Specialists, the
Chairman of this Board shall appoint alternates as provided

AMERICAN OSTEOPATHIC in the Rules of Organization and Procedure of the Advisory
Board for Osteopathic Specialists.*

BOARD OF NUCLEAR MEDICINE
Section 11. This Board shall conduct its activities in

BYLAWS relation to the ofEcers of the American Osteopathic Aaro-
.

ciation, the Advisory Board for Osteopathic Specialists.
ARTICLE I-DUTIES other Specialty Boards and applicants for certidention as

provided in the Rules of Procedure for Certifying Boards
Section !. This Board shall serve as an advisory body compiled by the Advisory Board for Osteopathic Specialists

for all applicants for certi8 cation in the specialty or Seid and approved by the Board of Trustees of the American
of practice of Nuclear Medicine, and any other specialty Osteopathic Association.
or de!d of practice which may be assigned to its jurisdiction.

Section 12. This Board shall make, in conformity to its
Section 2. This Board shalldetermine,in accordance with Constitution and Bylaws, all necessary regulations and re-

the provisions of these Bylaws, the appropriate standards quirements to govern its setivities 'which are not provided
of education, training and practice required for certides- by the Advisory Board for Osteopathic Specialists and the

,

tion in the specialty or Seld of practice of Nuclear Medicine Board of Trustees of the American Osteopathie .bsociation.i

and of any other specialty Seld or practice which may be
assigned to its furisdiction, subject to the recommendation Section 13. This Board shall report all actions. recom-

I of the Advisory Board for Osteopathic Specialists and the mendations and activities through the Advisory Board for
approval of the Board of Trustees of the American Osteo- Osteopathic Specialists to the .bnerican Osteopathic Asso-
pathic Association, ciation Board of Trustees for approval.

0 0 - . - - - -



SEE RIVISICNS ENCICSED
ARTICLE II-MEMBERS tion 1 Term of OtBee

bers shall be elected for terms of three (3) years.
Th AMERICAN OSTEOPATHIC BOARD OF NU. The t shall be staggered so that the new members

CLEA MEDICINE shall consist of six (6) members elected the year shall not constitute a majority of this
elected y the Board of Trustees of the American Osteo- Board.
pathic. sociation from nominees submitted by the Amer * The initia appointments shall be as follows:
ican Coll e of Osteopathie , Internists, the American Osteo- One-year te - representative from the American
pathic C lege of Pathologists, the American Osteopathic Osteopathic Board of Pathology and
Cc' ege ot Radiology, the American Osteopathic Board of representative from the American -J
Internal } dicine, the American Osteopathie Board of Osteopathic Board of Radiology *Pathology, hnd the American Osteopathic Board of Radi-
ology throunti the Board to the Advisory Board for Osteo. Two-year terms . presentative from the America,n,

O eopathic Board of Internal Medt.nothie Specia 'sts and the Board of Trustees of the Amer. eme and representative from theican Osteopat ic Association.
- Amer. an Osteopath 2e College of

Each membe shall be a certifed physician ? good stand. Pathol 'sts.
ing. (Insofar 24 practical, membership shat include a Threa. year terms - represe . tive from the American
repnsentative frym each area within a given specialty or College or steopathic Internists and
Aeld of practics und a representative from each of the representa e from the American

- time division; ft United States.) Osteopathic llege of Radiology.

(- Members may be resubmitted for a ointment.
Section 1. Electio Whenever a vacancy occurs on a certi . 'ng board due to

d e r pse te
The governing bodkor voting membership (as the esse d', d' pd pbjuren g

may be) of The American College of Osteopathic Internists, lowed. If it is deemed urgent that the app val of them
g the American Osteo ' ic College of Pathologists, the nominee be considered prior to the next regularly cheduled

Amerienn Oiteopathic C ege of Radiology, the American meeting of the AOA Board of Trustees. the ecutiveM
Director shall refer the matter to tha Executive Co ittee* Osteopsthic Board of I ernal Medicine, the American of the AOA for their immodiste action.

@ Osteopathic Board of Pat 9 ology, and the American Osteo- Member shall continue to serve until their success
X. pathic Board of Radiology shl! select one (1) candidate for are el .,a.

c +2ch exniring term of prio appointed members on the
y AMERICAN OSTEOPATH BOARD OF NUCLEAR ARTICLE III-OFFICERS

g MEDICINE. The candidates elected shall be submitted The of!!cers of the AMERICAN OSTEOPATHIC BOARD
OF NUCLEAR MEDICINE shall be a Chairman. VicaU through this Board to the Adr. ory Board for Osteopathic
h*M"y-$ sd ' '

kand sh3 Specialista and to the Board of rustees of the American ars g m
Osteorsthic Association. serve for a term of one (1) year or until such time as theiry

ca successors are elected.
to Should a nominee submittad by e American College of

Section 1. Duties of the Chairman shall be:Osteopathic Internists, the AmericAp Osteopathic College
of Pathologists, the Ameriesn Os athic College of Ra. a) To preside at all meetings;
dialogy, the American Osteopathie Bo of Internal Medi. b) To appoint all committees;
eine, tha American Osteopathie Board o( Pathology, and the c) To schedule meetings of this Board at such times and

plans as nec*ssary to carry out the business of this Board:American Osteopathie hard of Radiohry fail to be ap- .

d) To supervise all examinations;proved bv the Advisory Board for Oste 4pathic Specialists
en To set as an exoscio mer6er of all committees:

or the Bosrd of Trustees of the Ame(can Osteopathie f) To sign all certinentes issued by this Board.Association. then the respective collega or ponrd shall sub- .

mit the name(s) of a different qualif! individual (s). Section 2. The duties of the Vice Chairman shall be:
Said new nominee shall be submitted at th next meeting a) To assume the duties of the Chairman when the latter
of the Advisory Board. which follows the te when the is absent, or otherwise unable to fulfill them.

collere or board was officially notiSed of the Aption by the b) To assist the Chairman in the discharge of his duties.
Board of Trustees of the American Osteopathic sociation. Section 3. The duties of the Secretary. Treasurer shall

be-In the event a new nominee (s) has not been su. itted by
a) To kup a permanent file of records of all proceedines.the time and in the manner set forth above, then t e Chair- transactions and rulings of this Board, and to keep on :lle

man of the Advisory Board for Osteopathic S~ eislists all applications, exenination papers and case records for
.

shall recommend to the Board of Trustees of the A. er can a period of dve f 5) years.i

Ost opathic Association a qualified candidata or can ' dates b) To have printed and distributed all cerr3 cates, ampli-
to 111 the vacancy on th'.s Board. The nominee's term hall cation forms, circulars of information, etc.. author: zed by-

t Board and necessary for the proper functioning of thishe for the balance of the unexpired term. g
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el To maintain in proper place and form the monies of al Plan and pnpare for the conduct of examinations
this Board and to issue an accounting of that at annual in the Selds of practice utder the jurisdiction of this Board
meetings or at such times as requested by the Chairman of in accordance with the rules stated in these Bylaws and
the Board. Regulations and Requirements of this Board.

d) To maintain a record of all diplomates in good stand. b) Report the results of the examinations to this Board.
ing and to supply upon request to governmental agencies.
hospitals physicians. schools and others entitled to such
information a list of diplomates in good standing. AMTICLE V

e) To have prepared in appropriate and complete form ADVISORY BOARD REPRESENTATIVES
for presentation to tha review committee of the Advisory

a) The Advisory Board representative shall be appointedBoard of Osteopathic Specialists and support of the recom. *

mendatfor. for certidcation of each candidate: the applica. annually from and by the membership of the Certifying
tion. the examination records (written, oral and climcal). Board to represent the AMERICAN OSTEOPATHIC
and other pertinent information requested. BOARD OF NL' CLEAR MEDICINE on the Advisory

.
Board for Osteopathic Specialists, and in all matters where

f) To serve as the representative of this Board to such upnuntadon is nqmnd.the Advisory Board for Osteopathic Specialists. if so
desirnated. b) The alternate npresentative to the Advisory Board

from and by the membership
shall be appointed annuallge shall be empowered *.o acto To sign all certincates issuad by this Board as pro. of the Certifying Board.

vided m. Article VIII. for the duly appoin' d representative in his absence..

(V h) Prepare an annual report in keeping with the Rules c) The Advisory Board representative shall:
of Procsdure for Certifying Boards of the work done by i) Transmit from the Certifying Board an informa.this Board including a list of all applicants and results of

.

their examinations and a resume of this Board's anances. tica certifying to the adequacy of the examination.
This report is to be presented at the annual meeting of li) Have available dies and records of all candidates
the Advisory Board for Osteopathic Specialists, and copies being recommended for certincation and such
are to be supplied to the Chairman and Seentary of the Ad. othar Sles as may be requested in advance.
virnry Board and to the Executive Director of the American lii) Report to the Advisory Board on the adequacy of
O<teopathic Association. the examinations and the neommendation of the

is To cooperate with the Executive Director of the Amer. Certifying Board on applicants who have com.
ican Ost-opathic Association in all matters pertaining to plated the eraminations.
the annual registration of diplomates. iv) Report to the Certifying Board regarding actions

and proceedings of the Advisory Board. )j) To notify the Executive Director of the American
Osteopathic Association and Chair- and Secretary of ,

'the Advisory Board for Osteopathic Specialista of members ARTICLE VI-MEETINGSand odicers elected to this board and of appointments to .

tn? Advisory Board for Osteopathic Specialists. Section 1. The annual meetin of the AMERICAN OS.
TEOPATHIC BOARD OF NUhLEAR MEDICINE shall

ARTICLE IV-COMMrITEES be held at such time and place sa is determined by the
majority action of the Board. However, this meeting, which

Committees shall be appointed by the Chairman, the has for one of its purposes examination of candidates for
duties of which shall be as herein prescribed: certineation shall be in proper time sequence with meetings

of the Acrisory Board and American Osteopathic Board of
Section 1. Credentials Committoa Trustees to insure proper continuity ot applicant evaluation

and disposition. Proper and due notice of the annual meet. 1
.

.

The Credentials Committee shall comist of three (3) ing shall be forwarded to each nember of the Board not j
members. Insofar as practical, the members shall represent later than sixty (60) days prior to the meeting. <

dir!* rent regraphical districts.
Sectiou 2. Special meetings of the Board which ,are ;*

The Credentials Comreittee shall: deemed necessary for transaction of business may be called
at Review all completed applications as submitted by the by the Chairman or by written request of no less than

Secretary. Treasurer. three (3) members of the Board, notice of which meeting
b) Conduct a comprehensive investigation of anch appli. shall be received not less than Afteen f15) days prior to

cant in accordance with the rules governing applications. the date of the meeting. The time and place of the special
snuting shan % at the disWon of de Qahman.

le) Prepare a complete repcrt, with recommendations for
each spplicant for pnsentation to the AMERICAN OS- Secion 3. Quorum |

TEOPATHIC BOARD OF NUCLEAR MEDICINE at its For the transaction of business at any meeting of the
next annual meetint. Board, four (4) members shall constitute a quorum.

Section 2. Examination Committee Section 4. Governing Rules

The examination Committee shall consist of the Chair. The meeting of the AMERICAN OSTEOPATHIC
man of the Board and not less than two m members of BOARD OF NUCLEAR MEDICINE shall be governed by
the Boarti. The Chairman of the Board may be the Chair. Roberts' Rule of Order Newly Revised unless otherwise
: nan of the Examination Committe*. specified in these Bylaws.

D** ~T
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ARTICLE VII g) Following satisfactory comp 11 ante with the prescribed
requirements for examination, the applicant shall be re.

REQUIREMENTS FOR CERTIFICATION quired to pass appropriate examinations planned to eval.
unta his understanding of the scientide bases of the prob.

Section 1. Iems involved in his specialty or Seld of practice, his
To be eligible to receive certiacation from the AMER. familiarity with the current advances in the specialty or

ICAN OSTEOPATRIC BOARD OF NUCLEAR MEDI- seld of practice the possession of sound judgment and of
CINE. the applicant must meet the following minimum a high degree of skall in the diagnostic and therapautic
requirements: procedures involved m the praettee of the specialty or )

deld of practice.
Ele must be a graduate of an approved osteopathiea

Oral, written and clinical examinations shall be conducted,

and required in the case of enen applicant. ..m c- --

bl He must be IIcensed tc practice in the state or ter. ' -h*
ritory where he conducts his practice. . _ _ . . _ . . _ . _ . .

' *- - - - --

, , , ,

__1 .- - -
. _ , . . . _

standards sst in the Code of Ethics of the American Osteo. i - -- ~ ~~ 7__ . d T 1 -
ei He must be able to show evidence of conformity to the *

~ . <

m e -_ mpathic Association. 3_ _ 4 y _ g f w, _ _ , ,u.;7 ,

d) He must have been a watber in good standing of the C - -- -''
-

-- ' E - -- - T'

x

American Osteopathic Anociation or the Canadian Osteo- -- 'd'-- m- ~ -- b. '
'' '

/, pathic Association, and the divisional society of the Amer. .. L a % -. 7' '-
,

". . _
lean Osteocathie. Association of the state or province in l

'

".which he practices for a continuous period of at least two Applicants desiring examination for certiacation shallq) ycars immediately prior to the date of certiacation. be required to fle an application which shall set forth theDmstonal soetety requirement is not appilcable to those on
se'ive duty in the uniformed service or those employed full a99licant's 9unlidestions for examination as stated in

' time by the Veterans Administration. paragraphs a.f in Section 1. Th; e procedure f,or alin '

soplications shall be set forth m the Regulations an ;

e) IIe must have satisfactorily completed an internship Requirements.
of at least one (1) year in a hospital approved for intern
training by the American Osteopathic Association. Certifv- Section 2.ing Boards usay accept a minimum of Sve (5) years in
general practice in lieu of one (1) year of internship for Subieet to the recommendation of the Advisory Board for
those who graduated in 1946 and prior thereto. Osteopathic Specialists and the approval of the Board of

Trustees of the American Osteopathic Assceistion. the
f) quirements for admission to examination. Candi- AMERICAN OSTEOPATHIC BOARD OF NUCLEARdates . o have completed by June 30, 1974 one of the MEDICINE may requira such further trainine in each of

followin mbmations of training and experience will be the Selds1:oming under the furisdiction as in its judgment
considered or admission to the examination. such deld may recuire provided that the additional require- )

i) An . OA. approved internship and tan (10) years mants for each deld are clearly set forth in tha Regulations I

expe ce in Nuclear Medicine. and Requirements of this Board. Additions to requirements
shall not go into efect until one (1) Year subsequent to*

ii) An AOA pproved internship, one (1) year AOA- the announcament of such change.
;approved sidency training in Internal Medicine,

)Pathology, I!adiology and Sve (5) years ex. INSERT NEW ARTICLE VIII SEE AU ACHED
perience in .N lear Medicine;

'1RTICLE -* -CERTIFICATESill) Certineation by e American Osteopathie Board #

$ of Internal Medi e. the American Osteopathic Section 1. Issuance
'

::: Board of Patholo , or the Ainerican Osteopathic Certifiestes shall be issued by the AMERICAN OSTEO.
Q Board of Radiology and one (1) year AOA-

PATHIC 30ARD OF NUCLEAR MEDICINE to soplicantsapproved training in *uelear Medicina, or (3) *

$ years experience in Nuc Medicine; who havs conformed to all requirements for certiacation
described in Article VIIof these Bylaws, and who hava4 . An AOA. approved interns plus one (1) year received the recommendation of the Advisory Board forty

y of AOA-approved residency . ining and two (2) 09teopathic Specialists and the sporoval of the Board of
a years trammg in Nuclear Med. ne; Trustees of the American ')steopathic Association.

v) Certincation obtained from the , erican Board Each such certiacate shall be signed by the Chairman
of Nuclear Medicine up until Jun 'O.1975. will and the Secretary. Treasurer of this Board. No certiacate

@ be accepted in lieu of examination
ican Osteopathic Board of Nuclear Meu,the Amer. s valid until it has been signed by the Executive Director

ina; with of the American Osteopathic Association.m ithe exception of the above-named certin tion, nom '

3 certification in Nuclear Medicine will issued
gr. without examinatien; Section 2. Revocation and Reinstatement

Immediately following orneial notifeation that a diplo- |vil Other combinations of training and experi ce
may be approved on an indirtdual basis att mate no longer meets any one of the following requirements ;
review by the Board, and with the approval o f+r maintsming certidention status with the American
the A OA. Osteopathic Association, such certidente shall be auto.
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matically revoked and removed from the Certiacation Reg. A RTICLE T - AMENDMENT
ister of the AOA: Subject to the review and recommendation of the Ad-

as Nonpayment of dues of the AOA or the Canadian visory Board for Osteopathic Specialists and the approval
Osteopathic Association; of the Board of Trustees of the American Osteopathic

bp Nonpayment of annual certiocation registration fee: Association, these Bylaws may be amended by a two-thirds
vote of tha total membership of this Board at any meeting

ct Nonmember of divisional society of the AOA (if such provided each member has been notided at least thirty (30)axhtsi in the state or province in which the diplomate
prastices. days prior to the date of the meeting. of its being called

and of the intention to amend.The Certifying Board shall have the power to recommend. .

to the Advisory Board for Osteopathic Specialists and the
Poard of Trustees of the American Osteopathic Association
tne revocation of the certi6cate of any diplomate whose
certiScate was obtained by fraud or misrepresentation, who *iMERICAN OSTEOPATHIC

-

advertises, exploits , his certincate. violates the Code of BOARD OF NUCLEAR MEDICINEEthies of the American Ostaopathic Association or other.
wise disausiines himself. REGULATIONS AND REQUIREMENTS

Nnstatement of a certidente that has been revoked
(. must nrst be soproved by the Certifying Board. the Ad. To axpedite and direct the activities of the American
s visory Board for Osteopathic Specialists and the AOA Osteopathic Board of Nuclear Medicine and its conduct of

Board of Trustees. the certinention program. the following regu'ations and

Section 3. Reinstatement of Certiacation for Holders of
m.d. Degree from the California College of Medictne.

The procedures for rainstatement of certidention for MEETINGS
holders of the m.d. derret from the California CoIIege of
Medietne shall be as follows: Stated Meetings

at Reapply for AOA membership in accordance with The American Osteopathic, Board of Nuclear Medicine
established policy and apply for divisional society member. shall hold a regular annual meeting to transact business
ship in the state in which he intends to practice. at such time and place as the Board may decide.

b) Show continuous membership in the AOA and divi.
sional society for at least two (2) years immediately prior Special Meetings
to the date of certi$ cation: -

dMm WWMd8ah Mg
e) Apply to Certifying Board for procedures to deter- place as the Board may decide. Notices of the meeting shall

mine whether recerti6 cation can be considered; be mailed to each member not less than afteen (15) days
d) Shall submit evidence of professional activities, prior to the proposed meeting date. Meetings may be called

practice and education from the time of separation from by the Chairman or by written request of no less than
the AOA to the time application is made for AOA and three (3) members of the Board.divisional soetety membership

es Shall take an examination given by the Certifying
Board to determine professional competence. This examina. ORDER OF BUSINESS,

tion shall be conducted at the time of regular examinations The Chairman shall prepare an agenda to be distributed.or certidention by each Certifying Board, and the expense .

to all members before each regular meeting,of the examination shall be borne by the applicant. ;

f) The former D.O. diplomate shall be advised of the The order of businass of the annual meeting shall be:
results of the examination and, where indicated, advised 1. Call t orderby the Cer ifMng Board of tha areas of dedeiency.

2. Roll Callg; A Certifying Board may conduct a further examina-
tion before recommending an applicant for certincation. 1 Report of the Secretary-Treasurer

4. Communicationshl Methodology for ali examinations for this special
category shall be submitted 1.7 each Certifybg Board to the 5. Report of Credentials Committee
Advisory Board for Osteopathic specialists for approval. 6. Report of Examining Committee

5eetion 8. Annual Registration 7 Reports of Special Committees
To remain in good standing the diplomate shall pay an 8. Old Businessannual certiacation registration fee to the AOA Executive

Director as provided in the RULES OF PROCEDURE FOR 9. New Business
CF TI .y E ; MS. 10. A.ijournment

'
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U19 POSITION OF FUNDS 4) Examinations shall be proctored by the Secretary.
a. A legall recognised bank is the repository of all funds Treasurer of the American Osteopathic Board of Nuclear

of this Boar [. It may be chosen for the convenience of the Medicine or his designee. The examination shall be given
Seeratary-Treasurer. at a time and place as designated by the American Osteo.

b. The checks may be signed by the Secretary-Treasurer pathic Board of Nuclear Medicine,
or the Chairman of the Board. 5) The Examination Committee shall provide the ex.

e. An annual audit is required. The presentation of the amination questions and answers and complete information
invoices shall become an integral part of the record of the about the time and place of the examination to the
Secretary-Treasurer. Secretary of this Board..

d. A bond for the Secretary. Treasurer is required when
, ,

the funds accumulate to the sum of 51.100.00 or more. 6) The Examination Committee shall use an assigned
number for each applicant, designated by the Secretary.

asum of s a n@c num mH beCOMMIT 1"EES used in !!eu of the applicants name. The applicant's name
A. Credentials Committa will not appear anywhere in the examination book, answer
The Credantials Committee shall: sheets, and/or score sheets. except on Indiviual score sheets-

1) Review all completed applications as submitted by provided for the oral examination.

\. the Secretary. Treasurer. 7) The examination in Nuclear Medicine shall be graded
2) Conduct a comprehensive investigation of each appli. as follows:

cant in accordance mth the rules governing applications.
31 Prepare a complete report, with recommendations for A) The average grade of the practical examination shall

each applicant, for presentation to the American Osteo. enstitute 50% of the anal grade. The average of the
pathic Board of Nuclear Medicine at its next annual condmed oral and written examinations shall constitute
meeting. 50% of the anal grade. The average of these two (2) grades

B. Examination Committu shall be the anal grade and must be 75% or greater.

The Examination Committu shall: B) There shall be a single Snal grade. The maximum
1) During the course of the ascal year between annual score that can be achieved is 1004. A score of less than

meetings collect. secure. Identify, tabulate and otherwise 75% (raw score) shall be considered failure and the candi.
arrange all materials which the Committa will require date may not be recommended for certincation.
to give a proper examination of the candidates.

During the course of the ascal year between annual C) The-anal grade shall be determined by the Amer.*

mE) tings prepare an examinatien in nuclear medicine foi, Ican Osteopathic Board of Nuclear Medleine in keeping i

lowing the basic concepts described as follows: with the policies and directives of the Advisory Board of |

a) The examination shall be in two (2) parts. Osteopathic Specialists.
|

1. The Practical examination shall include but not D) A record of asch examination must be signed and |be limited to: dated by the examiner upon issuing the grade of the ex.
A. Interpretation of scans. amination. but in no instance is the individual examiner's
B. Evaluation of elinical, nuclear medicine, and record to be placed upon the examination book or papers.

laboratory data for the purpose of rendering except for the oral score sheet.
,diagnoses. E) At least three (3) examiner's grades must be utilizad |

2. The Academic examination shall include but not to compute the anal grade average. i
.

be limited to: 1

A. Oral examination by the examining Committea ADVISORY BOARD REPRESENTATIVEon the subject material of the examination be.
ing taken. 1) The representative to the Advisory Board for Osteo.

B. Written examination as prepared by the ex- pathic Specialists shall be appointed from and by the I
'amination Committee or other agency s deter- membership of this Board.

mined by the American Osteopathic n H of
Nuclear Medicine. 2) The alternate shall be appointed from and by the

membership of this Board. The alternate shall be em.' 3) The scope, length and breadth of each examination
shall be at the discretion of the Examining Committee and powered to act for the duly appointed representative in his

,

Board. within the limits established by the Advisory Board absence. l
for Osteopathic Spacialists. Each examination shall be of

. 3) The representative shall fulall this duty of reprasent.sudicient breadth and comprehensiveness to adequately
evaluate each candidate so as to qualify him ther) as a ing the American Osteopathie 3oard of Nuclear Medicine
specialist in Nuclear Medicine, in all matters where such representation is required.

DTD D 3~\ f
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DEFINITION
ELECTION OF MEMBERS

The erican Osteopathic Board of Nuclear Medicine The practice of Nuclear Medleine is dedned as consisting

shall co ist of six (6) mem'oers, one submitted from the of and including those delds of diagnostic therapeutie medi.
American usteopathie Board of Internal Medicine, the cine which utilize radionuelides but excluding therapy with
American steopathic Board of Pathology, the American ''* I'd * *"''
Osteopathic card of Radiology, the American College of
Osteopathic ternists, the American Osteopathic College
of Pathologist and the American Osteopathic College of .tPPLIC/ } 'ONS FOR EXAMINATION
Radiology throu h this Board to the Advisory Board for

The applications obtained from the omee of the Secretary-Osteopathic Spec. lists and to the Board of Trustees of Treasurer of this Board shall be signed by de applicant
the American Ostegsthic Associa.cfon for approval. Insofar and iled with the Secretary-Treasurer of this Board poser
as possible, there shall be a representative from each = y " ' - "
geographical time di 'sion of the United States on this ,. . . ... .

T Board. 30' days prior to that years examination.
U Members shall be elec for terms of three (3) years.
f The terms shall be staggered so that the new members REQUIREMENTS FOR CERTIFICATION

'

elected in any year shall n constitute a majority of this-

g
< Boad To be elir% to receive certiacation from the Amer'can*

The initial appointments shai be as follows: Osteopathic : rd of Nuclear Medicine, the applicant must
meat the follawing requirements:

~ One-year terms-representati% from the American Os.d

1) He must be a graduate of an approved osteopr.thic
p e ta ve om e m rte Os-

collm.
$ teopathic Board f Radiology.

h Two-year terms-representative fro the American Os- 2) He must be licensed to practice in the state or ter-
teopathic Board of ternal Medicine ritory where he conducts his practice.
and,
representative from th American Os- :D He must be able to show evidence of conformity to
teopathic College of Pa ologists. the standards set in the Code of Ethics of the American

Osteopathic Association.
Three-year terms -representative from th American

College of Osteopathic nternists 4) He must have been a member in good standing of the
and, American Osteopathic Association or the Canadian Osteo-
rapresentative from the . erican pathic Association, and the divisional society of the Amer-
Osteopathic College of Radiol ican Osteopathic Association of the state or province in

Members may be resubmitted for appointment. Mem which he practices for a continuous peried of at least two

shall continue to serve until their successors are elected.
(2) years immediately prior to the date of certiacation.
Divisional society requirement is not applicable to thosa
on activa duty in the uniformed services or those employed
full time by the Veterans Administration.

OFFICERS
51 He must have satisfactorily completed an internship

The oscers of the American Osteopathic Board of Nu- of at least one (1) year in a hospital approved for intern

clear Medicine shall be: training by the American Osteopathic Association. Certify-
Ing boards may accept a minimum of ave (5) years in

Chairman, Vice Chairman, and Secretary-Treasurer. general practice ,m lieu af one (1) year of internship for
~ The Odeers shall be elected by this Board for a term of those who graduated in 1946 and prior thereto.

one #1) year at its annual meeting. G) Requirements ' admission to examination: Candi-
Oscers shall serve until their successors are elected. dates who have compte y June ",0.1974, one of the

following combinations of trat... and experience will be
considered for admission to the exam.. * on.a

1
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a) A AOA-approved internship and ten (10) years' EXAMINATIONS
exp 'ence in Nuclear Medicine:

A) The applicant will be notided by the Secretary-
f -approved internship, ona (1) year AOA- Treasurer of the Board as to the time and placs of theb) An A A

approv aMdency Miing in Internal Medicine, examinatien. He will be assigned a number to be used in
Patholo , or Radiology and Sve (5) years experi- place of his name on the examination book and answer
ence in N lear Medicine; sheets.

c) Certi$ cation by the American Osteopathic Board of B) Examinations for certification sre given annually at
Internal Medt ne, the American Osteopathic Board of the time and place designated by the American Osteo-
Pathology, or\the American Osteopathic Board of pathic Board of Nuclear Medicine.
Radiology and due (1) year AOA-approved training

Q in Nuclear Medicine or three (3) years experience in C) Nature of the examination: Written examination
$ Nuclear Micine:\ shall consist of a set of written questions with the rules
N ) An AOA. approved

governing examination questions and procedures as follows:
w d ternship plus ona (1) year of
k AOA-approved resideru:7 training and two (2) years 1. The examinaticn will be so designed, conducted and''

training in Nuclear Medicine. constructed so as to be comprehensive covering the

-
@ :ield of Nuclear Medicina.
rn e) Certideation obtained the American Board of 2. Practical examinati n will nelude beth sean inter-.'uclear Medicine up until June 30, 1975, will be

accepted in lieu of examihation by the American pmathn. ern n d lmWatory nMear me&cm,

O Osteopathic Board of Nuclear Medicine: with the data and baste nuclear physics.

$ exception of the above-named'gettiacation, no certia- 3. Oral examination shall be conducted by at least four
& cation in Nuciear Medicine wM1 be issued without (4) members of the Board and shall be so conducted
I. examination: as to assist in determining the candidate's quallnea.

* ions as a specialist in Nuclear Medicina.
f) Other combinations of training an experience may

be approved on an individual basis fter review by D) Failure to cehieve a anal passing grade (75",) in any
the Board, and the approval of the . eriesn Osteo- of the above estegories. I.e., oral, written or practiesl, shall
pathic Association. require the applicant to be re-examined in all categories,

#""7) He must submit a copy of his AEC licen or copy of
agreement license from his state.

E) Re-Examinations:
8) He must submit a preceptor statement i one is 1. Re-examination may not be taken at sny other time

available. than that of the regular annual examination.

9) He must have letters of recommendation fro two 2. Re-examination may net be taken within a period
(2) certided osteopathic physicians in his specialty Se. . of less than one (1) year from the preceding exam-

I"**I "-10) He must submit proof of his internship, residen ,

and any other training. 3. A candidate may be re-examined two ('!) additional
times. If he should be unsuccessful after a total of
three (3) attempts, ha must show evidenc : 'urtherFEES study and/or training acceptable > .merican

A) The appliestion fee for Beard aligibility, as deter- usteopathic Board of Nuclear Y era

mined by the American Osteopathic Board of Nuclear
Medicine. shall be $50.00. and is not refundable.

NOTIFICATION TO APPLICANT I

B) An adi nal fee of $250.00 is required before the . i

Following the annual meeting of this Board the See-
|examination is gn sayable immediately upon notifies- ntaryJnasurer shall notify each applicant of the results
!tion of acceptance of tn lication. This constitutes the in his particular case. Informing him the action of this jexamination fee and is not re ble to the applicant. Board is subject to the approval of the Advisory Board for !
'

C) Re-examination will require a fee o "50.00 for each Osteopathic Specialists and the Board of Trustees of the
re-examination. Osteopathie Board of Nuciest Medicine.
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ISSUANCE OF CERTIFICATES NOTES

1) The Secretary-Treasurer of the American Osteopathie
3 card of Nuclear Medicine, upon receipt of notiacation
from the Executive Director of the American Osteopathic
Association that recommendation for certi8 cation of an
applicant has been approved by the Board of Trustees of
the American Osteopathic Association shall within sixty
t60) days have the certincate prepared, shall number and
have it signed by the Chairman and the Secretary-Tres-
sur r of this Board and record it in his register, and he
shall then forward it to the Executive Director together

with a letter which clearly indicates to whom the certiacate
shall next be sent.

2) The Executive Director of the American Osteopathic
Association shall sign and register the certiacate and shall

F then forward it to the Secretary-Treasurer of the American
Osteopathie Board of Nuclear Medicine and shall notify the
Secretary of the Advisory Board for Osteopathic Specialists_

of the issuance of the certiacate to allow completion of
the Advisory Board's record of this Board's action.

3) The Secretary-Trassurer of the American Osteopathic
Board of Nuclear Medicine shall then forward the certia-
cate to the diplomate, together with an appropriate letter
of transmittal.

4) A " receipt" (obtained from the Secretary of the
,

Advisory Board for Osteopathic Specialists) must be
filled out in duplicate by the Secretary-Treasurer of the
American Osteopathic Board of Nuclear Medicine and
transmitted with the certiacate to the diplomate with .

instructions to sign both copies of the " receipt" and return
the original to the Secretary. Treasurer of this Board.

REVOCATION OF CERTIFICATE
To remain in good standing, a diplomate must continue

to be a member in good standing of the American Osteo-
pathic Association and of his divisional society. Divisional
society requirement is not applicable to those on active
duty in the uniformed services or those employed full time
by the Veterans Administration.

A certi$cate holder shall pay an annual registration
fee of $15.00. Notice of annual registration will be mailed
with the annual dues notice of the American Osteopathic
Association.

AMENDMENTS

These REGULATIONS AND REQUIREMENTS may be
amended at any stated or called meeting by a majonty
vote of the membership of the American Osteopathic
Board of Nuclear Medicine subject to the approval of the
Advisory Board for Osteopathic Specialists and the Board
of Truste*s of the American Osteopathic Association.

! g (3 g D h 13
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American Osteopatlic Boarc o%uclear Mecicine
.

.

; cwasun
i G.T. Ca1 eel , 0.0. '

*

August 7, le80-

Y"'? CHAIRMAN '

'n Betts, Jr., 0.0..u.
SECRETA RYrEEASURER

'

Lbufs W. Gierke, 0.0.
GAIRSuN

ExAuralNc Coxx:TTEE Bichard Cdanit$ 2 , Ph.D., Cba?%
w. setts, Jr., o.o. Advisory cannittee en Medical Uses of Isotepas* '

agayan Divisicn of Fuel Cycle & ltterials Safety
anzoEt|TtAl.5 CONSITTTEE Muclear Begulaccry Ca missicn

zouis clerke, D.o. Washingten, D.C. 20555
BOARD MDf3ER

Dear Dr. Cumingham:Cecrge Himes, D.O. .

Phillip Dattilo, D.O. This letter will serve to ccnfirm cur recent telepbCT.e
liichael Podolsky, 0.0. ccnversatien regarding the desire fcr recognirienpf

certificaticn by the American Ostecpathic Ecard or thclear
Mad 4r4e by the Nuclear Regulatory Cc=missica for approprute
categories of nuclear caterial.

The American Ostecpathic Board of Nuclear Medicine exsmines-(' candidates in the discipline of nuclear medicine by ceans of
written, oral and scan interpretaticn examinaticns. Subsecpent
to amHsfactory cen:pletien of the three-part exacinaticn the-

,
Board of Kuclear Medicine reemrnands to the Adviscry Board .

of Ostecpathic Specialists the naces of these candidates sto.
have successfully ccx:pleted the requirecents for certificaticn
for their raemment aticn to the Board of Directors of the A-adeani

Osteopathic Associaticn.
, |_

,.
,

The Ararican Ostecpathic 3 card of Nuclear Ysdicine is a
conjoint board representing the disciplines of internal
=d4c4na, radiolcgy and pathology Pepresentatica en the i,

board is made thcough appointments by the A erican Ostecpathic
,

College of Nuclear Fedicine and censists of tm rmlers certi- |
- '

fied in internal =dir4re, radiology and pathology respectively, I

as well as certificaticn by the American Cstecpathic 3 card of 1

Nuclear Medicine. All embers of the beard are certified in
Nuclear Fadir4r.e by r anns of amhaticn.

.

. _ ,
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714 4k414ty requirments to sit for the -="4n=Hma given by3the An=r4r= Csteop51c Beard of Mvlaar Ma44r4"* are listed1

in the accmpany!mg copy of the CasHe3Hm and By-laws of
the ACBRf.

If there is any addiMmal infu =r4m idiich you may
require to assist our org=Hv=Hm in achieving recog-
nition by the Mela- Regulatory rN=dasion, please let
me know. I understand the M=r= of your meeting will
be held open for m addidmal thirty days after the'

August 18th. meeting.

I hope to have a representative afour orep4'=Hm present
for your meeting.

S y

|
) faDas.

G. T. Caleel, D.'O. i

r%4 man

.

anymt-
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AMERICAN'OSTEOPA TIC BCA?D CF NUCLEAR MEDICINE
-

.

' AMENC1!ENTS TO THE CCNSTITUTICN, BY-LANS AND RULES AND REGULATICMS AS APPROVED
BY THE ADVISORY BCARD FOR CSTEOPATHIC SPECIALISTS AND THE BOARD CF TRUSTEES
OF THE AMERICAN CSTEOPATHIC ASSOCIATICN.

PAGE 4, ARTICLE II - !' EMBERS

The Ararican Osteopathic Board of Nuclear Medicine Shall censist of six (6)
'

members elected by the Board of Trustees cf The American Cstecpathic Association
from ncminees submitted by the American Csteopathic College of Nuclear Medicine
through this Board to the Advisory Board for Csteopathic Specialists and the
Board of Trustees of the American Osteopathic Association.

Each member shall be a physician in good standing, certified by the American
osteopathic Soard of Nuclear Medicine. Insofar as practical, membership shall
include a representative from each area witnin a given specialty or field of
practice and a representative from each of the time divisions of the United States.

Section 1. Election

The governing body or voting membership of the American Osteopathic College of
Nuclear Medicine shall nominate one (1) candidate for each expiring term. These
candidates shall be nominated so as to =aintain the balance of two certified
internists, two certified pathologists and two certified radiologists on the
American Osteopathic Board of Nuclear Medicine. The candidates nominated shall be
submitted through this Board to the Adviscry Board for Osteopathic Specialists
and to the Board of Trustees of the American Csteopathic Association.

Should a nominee submitted by the American Osteopathic College of Nuclear
.

Medicine fail- to be approved by the Adviscry Board fer Osteopathic Specialists
| or the Beard of Trustees of the American Ostecpathic Associatien, the College ;

shall subcit the name (s) of a different qualified individual (s) . Said new
'nominee shall be submitted at the next =ewting of the Advisory Board, which

follows the date when the College was officially notified of the action by the
Board of Trustees of the American Ostacpathic Association.

Sectica 2. Term of Office

A. The term of office as a member of the American Osteopathic Board of Nuclear
Medicine is for three (3) years.

B. Incumbent members of the American Cstecpathic Board of Nuclear Medicine shall
serve until their sucessors are elected and seated.

,
.

C. Whenever a vacancy occurs on the certifying beard due to death or resignatica
of a beard member whose term of office has not expired, ncminations shall be
submitted frem Diplomates in good standing by the American Osteopathic

,

i College of Nuclear Med'o se. If it is deened urgent that the approval of the |

noninee he considered prior to the next regularly scheduled meeting of the ACA |

Beard of Trustece, the Executive Directer shall refer the matter to the j
Executive Comittee of the ACA for their immediate action.

'

| D. Me=bers shall continue to serve until their successors are elected.

_

I
|

wa-
|

.- . - , .-- -- - -- . - . - . - - -



Page 9 Board Eligibility C ntinutd----------

7. A candidate may lose " Board Eligibility" status by:

- A) Failure to take the certifying examination within the period of
"Loard Eligibility".

,

B) Failure to successfully eceplete the examination within the period
of " Board Eligibility".

8. Ea:h certifying Board shall, upon termination of " Beard Eligibility" status,
notify the candidate in writing. The notice must include the reasen or reasons for loss
of status. Copies of each notice shall be filed with the secretary of the Advisory
Board for Cstacpathic Specialists and the ACA Office of Education. **he candidate
receiving such notice has the right to appeal to the Advisory Board for Osteopathic
Specialists.

Section 2. Re-entry To Certification Process

1. A candidate who has lost " Board Eligibility" and who wishes to re-enter the
certificati6n process may submit, by individual petition, a request for such re-entry.
The petition must be made to the apprcpriate certifying board. If such petition is
approved by-the appropriate certifying board, the individual shall not be identified
as " Board Eligible".

2. Each certifying board must previde such candidate with a w-itten list of
deficiencies and, further, cooperate with the evaluating committee cf the appropriate
specialty college or academy in develeping a training program designed to the
individual's needs.

.

3. Upon documented completien of the approved program, the candidate may
cake the certifying examinatien.

.

Page 14, Election of Members - This Will Be The Same As Page 4, Article II.

Page 15, Requirements For Certification - This Will Be The Same As Page 3, Article VII
With The Following Exception Whi ' Cccurs On Page 16:

'

7) He must submit evidence of his participation en a NRC and/or state license
for the human use of radioisotopes as it may appear.

8) He cust have letters of recccrendation from two .(2) esteopat: M physicians
certified in Nuclear Medicine

9) He must submit proof of his internship, rasidency, and any other craining.

Page 16, Fees

B) An additional fee as determined by the Board is required before the
examination is given, payable immediately upon notification of acceptance of the
applicatien. This constitutes the examination fee and is not refundable to the
applicant.

C) Re-examination will require as determined by the Board for each re-examination.

I
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August 7,1980 - h''

Mr. Richard Cunningham, 51 rector %,d /*
'~

,, , p
Division of Fuel Cycle and Material Safety
U.S. Nuclear Eagulatory Commission
Washington, D.C. 20555

Dear Mr. Cunningham:

I would like to sumbit my objections to your agency's training i

criteria for physicians stose use of byproduct material is limited to |
nuclear cardiology. The pssibility that a physician could be directing
a nuclear cardiology laboratory with only 250 hours of clinical experience
is totally unjustified. This amount of time could never be sufficient to
instruct someone in the proper use of radiopharmaceuticals.

The likely result of allowing this regulation to sennd would be to
divide and ultimately destroy the speciality of Nuclear Medicine and allow
incompletely trained individuals to use potentially hazardous materials.

[ The public welfare would not be served.'

s

I feel that a min 4== of one year training with instruction in all
aspects of nuclear procedures should be an absolute m4n4= = requirement.
I hope in the light of reason you will agree.

Sincerely yours,

H. Richard Bates, M.D.
Assistant Chief, Nuclear Medicine .

.$02C2S
--C cy"D ~g c-., OP' m-
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July 28, 1980 }',
. ,

e

i~.
Mr. Joseph Del Medico ---,

*'U.S. Nuclear Regulatory Commission .: _

Office of Nuclear Ma.terial Safety and Safeguards c
7915 Eastern Avenue
Silver Springs, MD 20910

Dear Mr. Del Medico:

Enclosed is a copy of my letter dated June 30,198C to Joseph F. Ross, M.D.
secretary of The Junerican Board of Nuclear Medicine stressing why therapy with
internally administered radionuclides should be retained in the training program
and in the Board requirements of the American Board of Nuclear Medicine.

Also enclosed is a letter to Joe Ross dated 7/28/80 presenting new data
that further corroborates the message in this first letter.

Also enclosed is a letter from Kenneth Zuckerman and Albert F. LoBuglio
the Director of our Division of Hematology / Oncology showing that it is time
for us to return to the routine use of radioactive phosphorous in the
treat:nent of patients with Myeloproliferativs Disorders because it has been(', proven to be safer and more effective than the most popular treatment today,
namely, chlorambucil.

Sincerely,

N Y'
William H. Beierwaltes, M.D.
Professor of Medicine
Director, Division of
Nuclear Medicine

WHB aj s

Enclosures

cc: Joseph F. Ross, M.D.

DPIES SM v.q m'

EECTIQ;i ,' '"- 4.'i
~.<cCRCE Q
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July 28, 1980

|

Joseph F. Ross, M.D.
The American Board of
Nuclear Medicine
900 Veteran Avenue
Los Angeles, California 90024

Dear Joe:

Than% ;ou for your letter of July 14, 1980 regarding ret'aining therapy )
I in Nuclea. Medicine. I

1

I write to tell you that I will write the N.R.C. today.* |

Also, I amenclosingaveg2important document from Kenneth Zuckerman
and Al LoBuglio to me regarding P and the treatment of myeloproliferative
Disorders.

I will also send this to the N.R.C..

The great importance of the Nuclear Medicine approach to therapy is that
if we can bring this approach off with other radionuclide labeled compounds
in other cancers, this approach might totally out mode modern radiation

'

therapy and chemotherapy as it is currently practiced by Radiology and Internal
Medicine.

The basis for this remark is that in 34 years of treating 560 patients
for thyroid cancer with radioactive iodine, we have had no increased incidence
of leukemia or second cancers.

On the other hand, Chabner in an editorial in the New England Journal of
Medicine Vol. 297 page 212,J 1977, ent.itled "Second Neoplasm - A complication
of cancer chemotherapy" re<1ews the fact that in ovarian cancer patients
living two years after initiation of chemotherapy the risk of developing acure
leukemia is increased by a factor of 67 to 171. Similarly, 2n patients with
Hodgkins Disease the risk of developing a second cancer four years af ter nodal
radiation and chemotherapy is increased by a factor of 21. That is why this
letter from the head of our cancer division to me showing that Chlorambucil
causes an increased incidence of lec' "ia in patients with polycythemia vera
where as there is no evidence that radL:tive phosphorous does is one of the
first major steps in recognizing the advantage of treatment with internally
administered radionuclides over conventional chemotherapy and radiation therapy.

We are also currently evaluating the therapeutic potentials of a new
radiciodine labeled metaiodobenzylguanidine which we believe is the ultimate

..
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$ . Jxcph F. Roca, M.D.

i July 28, 1]80 l

f Page 2 iMS l

_

adrenal medulla imaging agent. If it concentrates therapeutically in pheo-
3

chromocytomas and neuroblastomas, our experience in treating thyroid cancer'

; will be an important predictor of the future. Similarly, we start our
first therapeutic trials in the treatment of a human choriocarcinoma in

i a syrian hamster cheek pouch with radiciodine labeled monoclonel antibodies
;

to HCG.,

!
! Since it is obvious .that therapy in Nuclear Medicine is increasing rather

than decreasing, and since it is obvious that therapy with the use of internally-

administered radionuclides involving sophisticated immur. ology and biochemistry
! is here it is even more important that therapy not be dropped from Board
| requirements in Nuclear Medicine.
t
i
|

Sincerely,

| /e## /.
I William H. Beierwaltes, M.D.

I Professor of Medicine

{ Director, Division of
Nuclear Med'. cine

WHB:js
.!
| Enclosure

* Copy of letter encicsed

i
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TO: William Beierwaltes, M.D. *

Director, Division of Nuclear Medicine

FROM: Kenneth Zuckerman, M.D. 7 I [ J ' N V "3-.
Division of Hematology / Oncology *

Albert F. LoBuglio, M.D. h,

Director, Division of Hematology /Oncol gy

RE: Use of Radioactive Phosphorous (32 ) in the treatment of PatientsP
with Myeloptoliferativa Disorders

DATE: July 9, 1980

32
P has been used for several decades as one of the major modes of therapy*

of patients with polycythemia vera and other myeloproliferative disorders, and
; it has been proven to be an effective therapeutic modality. Because of reports'

many years agg2 , many hematologists began using alkylating agents in plaof an increased incir'ence of acute leukemia complicating patientstreated with P
ce of32P However, an increased incidence of acute leukemia has also been reported

in patients with myeloproliferative disorders who received these agents. In
order to resolve the question of the best therapy of patients with polycythemf a

!
vera, a large cooperative group has studied approximately 450 patients with

' polycythenia vera, who have been divided into treatment grogs comparing phlebotomy -alone, alkylating agent (Chlorambucil) plus phlebotomy, or P plus phlebotomy.
~

There is currently a min 4== follow-up of 5 years on 134 to 156 patients in each
group. Tha ***ults. which were recorted at the neerine of the Amerienn Society
for Hemate' 7 7 5- na-a4 a- 1979. were as follows. 1 of 134 patients in theo

phlebotemy group had developed legemia, whereas 15 of 141 patients on Chlor-
=bucil and J of '*' -$**a * ~ * '' = da'a' aced acute leukemia. Extensive
statistical analvsis de-~ = "*a4 that this difference in leukemia incidence was

_ s' gn1I can: =nd that it could be attributed to no snown ractor ocner cnan treatment ji
'

i;h Calort '~~11. As a result of cnis I:ncing Chloramouc1: tnerapy has been -

| stopped in this group's therapeutic trials. These results are widely accepted
a=ccg hecatologists, and a_ broad censensus of coinion is e5at the cur *** rreat-
=ent of choice in pl>cythemia vera, and probably in other myeloproliferative ~

disorcers, is now r.
|

It is our feeling that if we are to be able to treat patients with myelo-
proliferative diseas.es optimally, exposing then to the least possible risk of

;

acute leukemia, and in all likelihood gereasing their survival and decreasing !
their morbidity, it is necessary that P be available for the treatment of these ipatients. Although it is difficult to estimate the useage of 32P at this jinstitution, it would in all likelihood be greater than 10 doses __and_ Swer than
50 ~4 *n 'i m4114 cum * d"*" "-- y--- ge are noovut -hn* th3 Nuclear Medicine

)Division could obtain n-d .M 'e m -his aeene. We will also be happy to help |the Division of Nuclear Medicine in acquiring the drug if such assistance is
necessary.

CC: Willins N. Kelley, M.D.
Jeptha W. Dalston, Ph.D.

.

|

,

|
t

I
- . _ . - . . - - - - _-
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June 30, 1980

l
i

Joseph F. Ross, M.D.
; Secretary. -

; The American Board of Nuclear Medicine
11246 Cashneir Street
los Angeles, California 90049

..
Dear Joe:,

5
As you know, I have heard rumors that some people want to take therapy out.

of Nuclear Medicine as a requirment for the board.-

.

j I oppose this since I get about fo tr phone calls a day from four Doctors
!;' in four different States of the Union rout .nely asking me questions on how to treat

well-differentiated thyroid cancer with radioactive iodine. I also get a few
i *i requests from Doctors on how to treat specific cases of Hyperthyroidism with

i radioiodine.

!
*

In our own training program we find in mandatory to have three evaminingI'

rooms where our trainees can do a complete history and physical ex==1 nation on
: i<f every new thyroid patient who is to be considered for radioiodine treatment.e

The initial requirements of competence in a Nuclear Medicine physican stressed.

that the physican should be able to ,s history and physical examination' survey
all of the necessary data to arrive at a proper diagnosis and also to treat the

,

patient.
.

We treat about 31 new cases of thyroid cancer ayear in our Nuclear Medicine
i Division and about 300 c.ases of hyperthyroidism.

We have a theraov conference from 1-2 P.M. on Wednesdays routinely which isacredi ed for C.M.E. credits. -

No matter whether our trainees end up as Professors of Radiology or any other* *

Departnant in which they in the Nuclear Medicine Division, they constantly call
us for advice on how to treat patients. My most recent call was from Paul Hoffer,

.- M.D., Director of Nuclear Me.dicine at Tale University.,

if our nes b-metaiodobenzylguanidine shows the same coucentratiFurthermore,
of radioiodine in the pheocaromocytoma or the neuroblastoma, that it does in the
normal adrenal medulla, we will be treating pheochromocytomas like we now treat-

Grave's Disease with radiciodine and will be treating neuroblastomas (the second
i

most coemon cause of death from the cancer in a child) like we now treat wal2-
t, differentiated thyroid carcinoma.
!
'

Sincerely,

[ff
William H. Beierwaltes, M.D.'

,

[ Professor of Medicine
!

Director, Division of Nuclear Medicine
t- Wie,:j s

|
i. . - , __ _ ._, .

- _ . - .
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J0HF'M F.lW55.M.D. July 20, 1980
'irkuntt'Dirta:r~

Mr. Richard Cunningham, Director
Division of Fuel Cycle & Material Safety
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

SUBJECT: Comments of the American Board of Nuclear Medicine
concerning the qualifications of diplomates of
the American Board of Nuclear Medicine for licen-
sure for administration of radionuclides to human
individuals for therapeutic purposes (categories
4 4 and # 5) .

Dear Mr. Cunningham:, _ .

Irovided is a brief statement made on behalf of the American
Board of Nuclear Medicine in regard to the therapeutic uses
of radionuclides by physicians who are certified by the
American Board of Nuclear Medicine as specialists in the broad
field of nuclear medicine. It is hoped that this will be sent !
to members of the Advisory Ccmmittee on Medical Uses of Isotopes
for their perusal prior to their anticipated meeting on 8/18/80.
It is anticipated that Dr. Mathews B. Fish, Chariman of the j
American Board of Nuclear Medicine will present this material
before the Advisory Committee on Medical -Uses of Isotopes at the
time of the meeting. It is anticipated that Dr. Fish also will
make comments in regard to the general requirements for license
of individuals for the use of radioactive materials in human in-
dividuals. His comments in this regard will supplement those
which he presented to the Advisory Committee on January 18, 1980.

Thank you for your kind consideration.

Training and Experience Gt/hrnia
ATT- 10. 3 Page 20 of 105 .
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Mr. Richard Cunningham
7/20/80 ,

|Page 2
I*

|

Very s cerely yours,

~

d
Joseph , Ros , M.:J. ,

|cc: grj, Mathews B. Fish
A5NM Members

/Mr. Larry Camper
Mrs. Patricia Vacca
Dr. William R. Hendee, President, SNM
Dr. Herbert Allen, President, ACNM
Dr. Robert O'Mara, President, ACNP
Mr. Henry Ernsttahl, Executive Director, SNM
Dr. William MacIntyre, President, FCNMO
Dr. Richard Peterson
Dr. Peter Schneider

Encis.

JFR/dsr
f
(

.

1

.

I

ATTACHMENT NO. 3
Training and Experience Criteria

aPage 21 of 105
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STATEMENT OF MATHEWS B. FISH, M. D.

ON BEHALF OF

THE AMERICAN BOARD OF NUCLEAR MEDICINE

BEFORE

THE NUCLEAR RECULATORY COMMISSION'S

ADVISORY COMMITTEE ON THE MEDICAL USES OF ISOTOPES

PREPARED BT JLSEPH F. ROSS, M.D.

EXECUTIVE DIRECTOR, ABNM

SILVER SPRINGS, MARYLAND

AUGUST 18, 1980
.

.

Training and Experience Criteria
ATTACHMENT NO. 3 Page 22 of 105
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AMERICAN BOARD OF NUCTE.AR MEDICINE |
|

Statement presented to The Nuclear Regulatory Commission's

Advisory Committee on Medical Uses of Isotopes

August 18, 1980

Silver Springs, Maryland'

1

Qualificc ion of physicians certified by the American Board of
( Nuclear Mecicine (ABNM) as specialists in nuclear medicine for

licensure by the Nuclear Regulatory Commission for therapeutic
administration of radioactive materials to humans.

Introduction

The qualifications of Dr. Fish and the activities and concerns of
the ABNM were detailed in the presentation to the Advisory
Committee made by the ABNM on January 18, 1980. They will not be i

repeated here.

The ABNM recommends to the Nuclear Regulatory Commission (NRC)
Advisory Committee on Medical Uses of Isotopes (ACMUI) that physi-
cians certified by the ABNM as specialists in nuclear medicine be
reccanized by the NRC as having satistied its requirements for
licensure for the therapeutic use of radioactive materials in
Categories #4 and #5 in humans. It is the opinion of the Board
that diplomates of the ABNM qualify for this licensure for the |

following reasons: |

/-/
'

Training and Experience Criteria
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Training and Experience

Training and experience in therapeutic use of radionuclides meets
or exceeds the requirements of the Nuclear Regulatory Commission
for such use.

(A) A survey of training in therapy provided residents during
the 2 years of residency in LCGME approved nuclear medicine*

residency training programs reveals that these programs pro-
vide experience in administering and observing radioisotope
therapy during the 2 years of their training as follows:

Number of patients treatec'.
f._ per program during 2 years

.

!

Range Averag'.s
.

Total number of patients
treated 20-392 150

Treatment of hyperthyroidism 16-308 120
Treatment of thyroid cancer 2-80 21
Effusions 0-16
Other therapy 0-38

It is noted that treatment of effusions and "other" treatments
are not performed in all training programs. This is attrib-
utable to the fact that such therapies are not accepted as the
most desirable modality of treatment by several program directors

(B-) Experience in diagnosis, treatment, and management of
patients evaluated for and treated with radioactive materials,
and in 2crmal didactic instruction and laboratory experience
amounts in different programs to between 125 and 350 hours

. This range indicates the var-during the 2 years of training.
iability of patient load in the several hospitals and clinical
settings. Additionally, there is a minimum of 6 months required
training in basic science relevant to treatment: eg. radiation

biology, radiation chemistry, radiopharmacology, radiation
Training and Experience Criter/a/fATTACHMENT NO. 3
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(C) Prior to the establishment of nuclear medicine training
programs and the requirement in 1977 of 2 years of residency
training in LCGME approved residencies, candidates for the
American Board of Nuclear Medicine certifying examination were
required to demonstrate that they had had between 5 and 10
years of experience in the practice of nuclear medicine. The
subject of whether or not such candidates had adequate exper-
ience in therapeutic application of radionuclides was discussed
with Dr. Merrill Bender, Chairman of the ABNM or of the ABNM
Credentials Committee, during the period 1971-1978, and a former
member of the Nuclear Regulatory Commission Advisory Committee
on Medical Uses of Isotopes. Dr. Bender states that the candi-e
dates during this period had experience in therapeutic adminis-
tration of radioactive materials which was equivalent to or
exceeds that now being received by residents in nuclear medicine
training programs. In Dr. Bender's opinion physicians certified
by the ABNM 1972 through 1976 meet or exceed the NRC requirements
for licensure for therapeutic use of radionuclides.

The ABNM Certifving Examination

The ABNM Certifying Examination is a 7 or 8 hour duration written
objective-type examination which consisted of 300 questions until ,

1978 at which time the number of questions was reduced to 250 and the l

duration of the examination from 8 hours to 7 hours. Twenty-two per- !
|cent of the examination questions have related to the basic science

aspects of nuclear medicine, and to therapeutic applications of radio-
nuclides. The basic science questions are related to medical nuclear
physics, radiation biology, radiation protection, instrumentation,
radiopharmaceutical chemistry, statistics, and ccmputer sciences. A l
quarter of this twenty-two percent of the examination has dealt
specifically with the clinical aspects of treatment with radionuclides.
In other words, 5 to 6 percent of the total examination questions
specifically have been concerned with therapy. These questions have

Training and Experience Crite/iV
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related to the clinical indications and contraindications for radio-
nuclide therapy; the possible hazards of such therapy- the dosage
determination for appropriate therapeutic application; the expected
radiation effects of such therapy the potential benefits and dis-
advantages of radionuclide therapy in comparison with other modalities
of treatment for the disease condition under consideration; the
methodologies to be employed in the therapeutic administration of
radionuclides; and the management of patients who have received such
treatment.

Certification by the ABNM

The American Board of Nuclear Medicine specifically certifies its

( '~
diplomates in the therapeutic use of unsealed sources of ionizing-

radiation. It is the only certifying board that issues such special
- certification.

CONCLUSICN

As summarized above by reason of training, experience, and satisfac-
tory completion of a rigorous certifying examination, dipicmates of
the American 30ard of Nuclear Medicine are qualified to be licensed
for the therapeutic uses of ra.ficactive materials.

.
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Use of Iodine 131 for Treatment of Cardiac Dysfunction

Option 1 of 3*

- .

-

.

FDA has reclassified the use of iodine-131 for treatment of cardiac dysfunction

as lacking substantial evidence of effectiveness. NRC's Advisory Conmittee-

on the Medical Uses of Isotopes recomends that the Ccmission:

DELETE THE USE OF 10 DINE-131 FOR TriERAPEUTIC TREATMENT OF

CARDIAC DYSFUNCTION FRCM GRCUP IV 0F 10 CFR 35.100.
'

'
'

Basis for the Recomendation:

Physicians will still be able to perform this treament, but will have to do
so under a physician- or manufacturer-sponsored " Notice of Claimed Investigational
Exemption for a New Drug" (IND) that has been accepted by FDA. ,

|

FCA and NRC c5n work together to expedite an IND and license amendme..t when*

emergency treatment is necessary.

By using the IND process, physicians will eventually establish or disp. rove
evidence of effectiveness for this treatnent.

-

,

:
.

Deletion of this treatment is consistent with NRC's Medical Policy |

Sta: ament whiett states that: "NRC will continue to restrict the uses of
!

therapeutic and certain diagnostic radioactive drugs to the indicated
procedures that have been approved by FDA." |

|

|

I-

!
i

CARDIAC DYSFUNCTION

~

.

0

|

, , . . _ . . , . _ _-
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Use of Iodine 131 for Treat:nent of Cardiac Dysfunctien
.

Ootion 3 of 3
i

.

FDA has reclassified the use of iodine-131 for treat:nent of cardiac dysfunction
'

' as lacking substantial evidence of effectiveness. NRC's Advisory Connit'ae
i

on the Mecical Uses of Isotopes reconsnends that the Consission:

RETAIN THE USE OF IODINE 131 FOR THERAPEUTIC TREATMENT OF CARDIAC
.

DYSFUNCTION IN GROUP IV 0F 10 CFR 35.100, BUT LIMIT THE

- TREATMENT TO CASE 3 IN WHICH IT IS THE PREFERRED METHOD OF

THERAPY AND IN WHICH THE POTENTIAL BENEFITS TO THE PATIENT |

' FAR EXCEED THE RISK..

3 asis for the Reconnendation:
~~

FDA's action was based on lack of evidence of effectiveness (not evidence of
ineffectiveness or patient safety considerations).

'

The rare use of this treat:nent prchibits gathering evidence of effectiveness
,

for the following reasons:

a) Manufacturers do not have a financial incentive to perfom>

adequate clinical trials.

'b) Individual physicians do not have the time and :nonetary resources
to perfom adequate clinical trials. -

c) Investigators do not have enough patients for adequate and well
controlled studies. .

FDA's action does not prevent physicians from using this treat:nent. FDA
removed cardiac dysfunction as an indication for use on the official product
labeling. Under FDA policy, the individual physician can detamine whether
or not the benefit-risk of using a particular drug in a particular patient
is justified.'

Celetion woul6 remove this therapy frcm the physician's optiens in cases
where other treat:nents are not effective and could therefore jeopardi::e
some patients.

- .

.
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NUCLEAR REGULATORY COMMISSION

10 CFR PART 20

BICMEDICAL WASTE

AGENCY: U.S. Nuclear Regulatory Comission (NRC)

ACTION: Final Rule

SUMMARY: The NRC is amending its regulations to permit licensees greater
'

leeway in disposing of liquid scintillation media and animal carcasses

containing tracer levels of hydrogen-3 (tritium) or carbon-14.

|Licensees are now required to dispose of these items by sending them
;
,

to a radioactive waste burial ground or by obtaining special authorization

( from NRC for incineration or onsite burial. Under the amended regulations,

the licensde may dispose of these materials without regard to their

radioactivity. These amendments will also raise the limit for disposal of

hydrogen-3 and carbon-14 by release to the sanitary, sewerage system.

EFFECTIVE DATE: (insert date of publication)
.

FOR FURTHER INFORMATION CONTACT: John R. Cook, Office of Nuclear Material

Safety and Safeguards, U.S. Nuclear Regulatory Ccmission, Washington, D.C. 20555

(Telephone: 301-427-4240).

SUPPLEMENTARY INFORMATION: Radionuclide tracers are used extensively in

biomedical research and for the diagnosis of diseases in humans. One of the.

.
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end. products of these research and medical activities is radioactive wastes.

Typically, these wastes are either shipped to radioactive waste burial

grounds or. .for certain water soluble or dispersible wastes, are released

into sanitary sewerage systems. Two of the most commonly used radioisotopes

in biomedical research (and to a lesser extent in medical procedures) are

hydrogen-3 and carbon-14. The concentrations of these radionuclides in

biomedical waste are minute, generally less than 0.05 microcuries per gram.

Liquid scintillation media and animal carcasses, both containing

tracer quantities of hydrogen-3 or carbon-14, are the largest volume of

radioactive biomedical waste,

'' Liquid scintillation counting has become a widespread technique for,

detecting radioactivity in biological samples such as blood or urine.

Typically, a fraction of a milliliter of the biological sample containing

tracer levels of hydrogen-3 or carbon-14 is combined with 20 milliliters

or less of an organic solvent such as toluene or dioxane in a small vial to

make a liquid scintillation medium. The vial is placid in a liquid

scintillation counter, and the biological sample is assayed. The vials are

used once and then collected and shipped to a radioactive waste burial

ground.

Research laboratories and hospitals throughout the country are using

approximately 84 million vials per year which represents 200 thousand |

|gallons of liquid scintillation media. Disposal of this waste in radio- '

active waste burial grounds requires approximately 390 thousand cubic feet
i

.
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at a cost of over $12 million per year. Liquid scintillation media are

approximately 40% of the total volume of radioactive waste shipped to burial

grounds that is not related to nuclear power generation and its supporting

fuel cycle.
.

Animals are used mainly in research for the development and testing of

new drugs. Virtually every chemical canpound that is considered for use as

a human or veterinary drug is first tagged with a hy.drogen-3 or carbon-14

tracer and injected into research animals to study how the chemical compound

behaves in a higher life form. These researen animals include mice, rats,

dogs, monkeys, swine, and sheep. The animal carcasses containing trace
''' quantities of hydrogen-3 and carbon-14 are usually shipped to radioactive

waste buriql grounds. Animal carcasses require 80 thousand cubic feet of i
|

2 . burial space at a cost of almost $4 million per year. Animal carcasses are

approximately 10% of the total volume of radioactive waste shipped to burial
|

grounds that is not related to nuclear power generation and its supporting

! fuel cycle.
_

d

There are other hydrogen-3 and carbon-14 waste streams in the research

laboratory that do not result in liquid scintillation vials and animal

carcasses; for example, the solutions and attendant material used to prepare

the research samples and animal excreta and contaminated bedding. These

materials are also contaminated with tracer levels of hydrogen-3 and carbon-14

- -
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Under present NRC regulations, hydrogen-3 and carbon-14 wastes that are readily

soluble or dispersible in water are disposed of by relee a to the sanitary I

sewerage system. The annual limit for release to the sanitary sewerage
1

system is found in 10 CFR 20.303 and is a total of I curie of all radionuclides. !

|Raising the limit for hydrogen-3 to 5 curies per year and for carbon-14 to '

1 curie per year is a negligible addition to the radioactivity present in

the natural environment.

There are alternatives for disposal of liquid scintillation media and

animal carcasses containing hydrogen-3 and carbon-14 other than consignment

to a radioactive waste burial ground. Liquid scintillation media can be
r^s4

evaporated, distilled, burned or consigned to a chemical waste burial ground.

Animal carcasses can be incinerated in a pathogen incinerator.

Currently, none of these alternatives to radioactive waste burial are

easily available under NRC's regulations. Essentially,10 CFR 30.41 and

10 CFR 20.301 of NRC's regulations and similar Agreement State regulations require

that liquid scintillation media and animal carcasses with any added hydrogen-3
-

1
or carbon-14 be handled as radioactive waste and consigned to a radioactive '

waste burial ground. This costs hospitals and research institutions about
1

$16 million per year. |

|

The state agencies that control the existing radioactive waste burial |

grounds do not want to accept liquid scintillation media or animal carcasses. I

Liquid scintillation media are flammable and are suspected of leaching

radioactive chemicals out of the burial trenches. Also, some of the shipping

i
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containers arrive at the burial grounds leaking. Liquid scintillation

mediaiire chemically toxic and carcinogenic and thus pose a waste hazard

unrelated to their radioactive character. Animal carcasses decompose and

are a" pathogen hazard. Sometimes the animal carcasses will cause their

containers to burst during shipment.

The three radioactive waste burial grounds in the U.S. are located in

Barnwell,' South Carolina; Beatty, Nevada; and Richland, Washington. Only

the Richland, Washington site accepts both liquid scintillation media and

animal carcasses. The Beatty, Nevada site accepts only animal carcasses and

the Barnwell, South Carolina site does not accept either liquid scintillation

media or animal carcasses. At all three sites, the state regulatory bodies
\

and owners,are attempting to reduce the volume of incoming waste to prolong

site use.

I

During a temporary state-imposed enbargo in mid-1979, some hospitals and

research institutions across the country came within days of curtailing

operations involving liquid scintillation counting and animal research before

the radioactive waste burial ground in Richland, Washington, resumed accepting

liquid scintillation vials and animal carcasses, and the radioactive waste

burial ground in Beatty, Nevada, resumed accepting animal carcasses. Such

wastes are being accepted at these two locations reluctantly, and mainly because of

the medical crisis that would follow frem their refusal to do so.

.

--
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The Rule

Essentially, this rulemaking will allow NRC licensees to dispose of liquid

scintillation media and animal carcasses containing less than 0.05 microcuries

of hydrogen-3 or carbon-14 per gram without regard to their radioactivity. This

regulation pill not relieve licensees from complying with other applicable
,

regulations of Federal, state and local government agencies regarding the

disposal of non-radioactive materials. Scintillation media are toxic and

flamable, and animal carcasses are pathogenic. These characteristics, which are

a more important public health problem than their radioactivity, require them to be

disposed of under applicable Federal, state and local laws governing chemical and
,

biological hazards. This rulemaking will also allow the disposal by release
~

to a sanitary sewage system of up to 5 curies of hydrogen-3 and 1 curie of

carbon-14 per year in addition to the presently allowed 1 curie per year fc.-

all radionuclides.

Because the' amount of hydrogen-3 and carbon-14 that could be released to the

environment as a result of this rulemaking is much less than natural levels,

and because the probable dose to any individual is less than 1 millirem per year,

the Comission concludes that the rulemaking will have no adverse impact on

the environment. Basically, from a radiological health standpoint, it does not

matter whether NRC requires burial of this waste or releases it from NRC

regulatory controls.

The rule essentially removes any NRC rettrictions on the disposal of liquid
'

scintilla *i. media and animal carcasses. It will ao longer be necessary for
'

-

--
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NRC licensees to ship these materials, which pose a chemical and biological

hazard, up to thousands of miles across the country for disposal in a

radioactive waste burial ground. NRC Agreement States may make similar

amendments to their regulations in order to extend the benefit of this

action to their licensees. The states of ... and ... presently permit

disposal of liquid scintillation media and animal carcasses without regard

to the'r radioactivity.

The value/ impact analysis supporting this rulemaking is available for public

inspection at the Commission's Public Document Room at 1717 K Street, N.W.,

Washington, D.C., 20555. Single copies may be obtained from John R. Cook. '

The value/ impact analysis concluded that this rule change was the' ~ '

best solution to the problem of disposal of liquid scintillation media and' - -

animal carcasses containing tracer amounts of hydrogen-3 and carbon-14. The

value/ impact analysis shows that the action is non-substantial and iroignificant

from the standpoint of environmental impact. If also adopted by the Acreement

States, this action will save hospitals and research institutions $13 million

($16 million for the cost of radioactive waste disposal "im:s the $3 mi-111on

it will cost for non-radioactive waste disposal) dollars per year. More
,

importantly, it will save almost one-half million cubic feet of radioactive

waste burial capacity or half of that used for radioactive waste not related

to nuclear power generation and its supporting fuel cycle. '? ~

In summary, amendments concerning the tracer levels of hydrogen-3 and carbon-14

in liquid scintillation media and animal arcasses are appropriate because:-

_

,p , n ---, _ _ _
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. (a) they will not harm the public if they are released from NRC regulatory

controls; (b) disposal of these wastes in radioactive waste burial grounds

is expensive; (c) the flamability of liquid scintillation media (organic

solvents) and the decomposition of animal carcasses cause a significant

problem in transporting these vastes to burial grounds; and (d) these wastes

consume a significant portion of radioactive waste burial capacity which

is in short supply.

Similarly, the amendment raising the limit for sanitary sewerags disposal of

hydrogen-3 and carbon-14 is appropriate because this action will not harm

the public, and shipment to *adioactive waste burial grounds is both costly

and consu:res valuable burial space that should be made available for more

hazardous radioactive waste.

The Comission has decided that good cause exists to make it unnecessary and
i

contrary t.o the public interest to seek public coment. In making this

decision, the Commission has concluded that delaying the rule for public

comment would be contrary to the public interest due to (1) the serious dis-
1

ruption of medical ,ervices that could result froa the closing of the radio- )
active waste burial grounds to these wastes furing the comment period;

(2) the continued cost for shipping to burial groundi during the comment

period; and (3) the consumption of disposal capacity during the comment

period. Further, through its Advisory Committee on the Medical (1ses of i

Isotopes and its professional consultants, the Commission has gathered sug-

ficient information to know the extent of the problem and the range of possible

solutions. In view of the pmssing need for action in the short tenn, the

|

|

,
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Comission doubts that public coment would change either the perceived need

for the rule nor the method of implementation. However, the Comission

recognites the value of public comment in correcting any oversights or defects

in this final rule in terms of its application in the long term and invites

coments for this purpose. Accordingly, written coments or suggestions on

the final rule should be submitted to the Secretary of the Comission, U. S.

Nuclear Regulatory Comission, Washington, D. C. 20555, Attention: Docketing

and Service Branch. Copies of coments received may be examined at the

Comission's Public Document Room at 1717 H Street, N. W., Washington, D. C.

In addition, because this substantive rule serves to relieve a restriction

on the transfer of licensed material imposed by 10 CFR 30.41, the publication

of this rule 30 days before its effective date is not required. Therefore, the

( rule is being published effective immediately. l
,

.

Under the Atomic Energy Act of 1954, as amended, the Energy Reorganization

Act of 1974, as amended, and Sections 552 and 553 of Title 5 of the United

States Code, the followine amendments to Title 10, Chapter I, Code of Federal

Regulations, Part 20; are published as a document subject to codification. ;

. i

PART 20-STANDARDS FOR PROTECTION
AGAINST RADIATION.

I

1. Section (c) of 520.301 is revised to read as follows.*

520.301 General requirement.

* * * * *

(c) As provided in 520.303 or 520.304, applicable respectively to

*Aacitions to tne present rule are underlined.

- .

v
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the disposal of licensed material by release into sanitary sewerage

systems or burial in soil, or in 120.306 for disposal of specific wastes,

or in 520.106 (Radioactivity in effluents to unrestricted areas).
* * * * *

2. Section(d)of 520.203 is revised to read as follows:

520.303 Disposal by release into sanitary sewerage systems.
* * * * *

(d) The gross quantity of licensed and other radioactive material,

excluding hydrogen-3 and carbon-14, released into the sewerage system by

the licensee does not exceed one curie per year. The cuantities of

hydrogen-3 end carbon-14 released into the sanitary sewerage system may

not exceed 5 curies per year for hydrogen-3 and 1 curie per year for

carbon-14 Excreta from individuals undergoing medical diagnosis or therapy~

with radioactive material shall be exenpt from any limitations contained in--

.this section.,

* * * * *

3. 520.305 is revised to read as follows:

520.305 Treatment or disposal by incineration.

No licensee shall trett or dispose of licensed material by incineration

except for materials listed under 520.306 or as specifically approved by the Commission

pursuant to 5520.106 (b) and 20.302.

* * * * *

4. A new 820.306 is added to read as follows:
|

520.306 Discosal of soecific wastes |

Any licensee may dispose of the following licensed material without

_

- %- r -
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regard to its radioactivity:1

(a) 0.05 microcuries or less of hydrogen-3 or carbon-14, per gram of

medium, used for ifquid scintillation counting; and

(b) 0.05 microcuries or less of hydrogen-3 or carbon-14, per gram

of animal tissue; provided however, tissue may not be disposed of under this

section in a manner that would pennit its use either as food for humans or

'

as animal feed.

* * * * *

[Sec. 161b, Pub. L. 83-703, 68 Stat. 948 (42 U.S.C. 2201), Sec. 201, Pub. L

93-438, 88 Stat.1242 (42 U.S.C. 5841)]

Dated at Washington, D.C., this day of .

FOR THE NUCLEAR REGULATORY COMMISSION'
-

,

Samuel J. Ch .k
Secretary of the Commission i

.

k

.

i
''This provision does not relieve any person from complying with other

applicable regulations of Federal, state and local government agencies
regarding the disposal of non-radioactive materials.

.

.
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Aagast 7, 1930

M.t . Richard Canningham, 04.tecto.t
Division o f Fuet Cycle and Mate.tiai Saf ety
U. S. MacLea.t Regulatory Commission
Washington, D.C. 20555

Ocar Sir:

it has recently come to my attention that you.t agency is holding
hea. tings into the Licensa.te o f physicians f a.t tne pe.tf o.tmance o f
clinical nucle 1.t medicine p.toceda.tes. In pa.tticata.t, the issue of
minimum t.taining .teqaltements f a.t licensare is being conside.ted.

I have been distatbed to find that there is a maaating trend fa.t
physicians without prima.ty training in nacLea.1 medicine to obtain M.R.C.
Licenses by taking brief intensive cou.tses. In pa.tticata.t, nuclea.t
ca.tdiology courses designed to meet minimum requi.tements , and o f f ered,

over a six week pe.tiod have become increasingly popata.t. In my opinion,
this practice poses conside. table .tisks f 01 abuse and attimately f a.t~-
comp.tamising patient saf ety. I am concerned because it is unlikely
that most physicians woald obtain enough basic and practical expertise
da: ting such courses to ensa.te that they could comprehend and in.telli-
gently manage att the aspects of nuclear ca.tdiology procedures. The
quality assarance and .tadia:Lon safety aspects would probably be neg-
tected.

I have spent two years of t.taining in a nuclea.1 medicine .tesidency.
I perfo.im nacLea.t ca.tdiology procedures wo. thing clo sctg with cardiologists.
En gene.tal, ca.tdialogists Wac have even had brief .:.taining in nuclea.t
ca.tdiology perfo.tm adequately with rega.td to clinical inte.tp.tetation,
but do not have a compreh?.nsive ande.tstanding o f 4 aality assa.tance and
tadiation safety. I think that adequate prepa.tation would demand at
least 12 months o f intensive t.taining f or most. The.tef a.te, in o.tdet
to be di.tectly Licensed in nuclea.t ca.tdiology p.te cedu.tes , i think these
physicians should certainly have mo te than jast 5 weeks of t.taining.

Respectfally,

h .1 ',
f : . . :/ (g! .. .: ;..<.~. *g o,

.: y

David E. he.tman, M.D.

David E. Hetman, M.D.
5334 Smooth Meadow Way

- . Columbia,-Md. 21044
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Medical Canter 50 Irving Street, NW.
Washington, D.C. 20422

'
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[f5hq Veterans
- "'

,

Administration
stanna ,e

August 5, 1980 f* t

:ey f*lkRichard Cunningham, Director

5,,** * .... #,/Division of Fuel Cycle and Material Safety
USNRC
Washington, D. C. 20535

Dear Mr. Cunningham,

The following co::=ents are submitted for the record concerning licensure
of physicians whose use of byproduct material is limited to nucle.r
cardiology. The comments do not necessarily reflect the opinion of
this medical center or the Veterans Administration.

The establishment of separate licensure criteria for nuclear cardiologists
might be interpreted as tacit approval by the NRC for the establishment
of imaging facilities separate from extant nuclear imagit facilities3

in hospitals. Additional personnel exposure from required daily
/ quality assurance work already being done in an existing department

is not consistent with ALARA. Furthermore, there is the distinct
possibility of an inordinate increas.2 in the work load of the health
physics support staff. Neither the exposure nor the work lead would
appear to be accompanied by a concomitant increase in the quality of
patient care.

Sincerely,
l

kV m)x / $WN<
Norman L. McElroy

,
|

Radiation Safety Office

!

R 300fV M9F *Q:

_
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Medical Center 50 frying SEreet, NW.
Washington. O.C. 20422

/ '

hq Veterans <In # #'
-

Administration
,c a ,.,.

August 5, 1980
./ [t ,

Richard Cimningham, Director !

* * .a
.*',/*Division of mi Cycle and Material Safec7 %,

USNRC
Washington, D. C. 20555

Dear Mr. Cunningham,

S e followd.ng com=enes are submitted for :he record concerning licensure
of physicians whose use of byproduct nacerial is l' 4 ted :o nuclear
cardiology. Se comments do not necessarily reflect the opinion of
this nedical center or the 7eterans Adminiatration.

Be establishment of separate licensure criteria for nuclear cardiologists
sight be interpreted as tacit approval by the NRC for the establishnent
of imaging facilities separate from extant =uclear inaging facill:1es
in hospitals. Additional personnel excesure from required daily

/ quality assurance work already being done in an existing depart =ent
\ is not consistent with ALARA. Furthernare, :here is the distinct

possibility of an inordinate increase in the work load of the heal:h
physics support staff. Neither the exposure nor :he work load would
appear :o be accompanied by a concomi: ant increase in the quality of
patient care.

Sincerely, j
l

. fM &
Norman L. McIlroy

.

Radiation Safet7 Office

.
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\!August 9, 1980

" ., face nt* /%j,

a

Mr. Richard Cunningham
Director, Division of Fuel Cycle

and Material Safety i

U. S. Nuclear Regulatory Commission
Washington, D. C. 20555

Dear Mr. Cunningham:

I would like to submit the following statement regarding the coming
meeting of the Advisory Committee on the Medical Use of Isotopes on
August 18, 1980.

First, I would like to say that the NRC, through its Advisory Comittee,
has done an admirable job through the years in providing the criteria

/.

for licensing physician-users. However, at this point in time, I wonder
if consideration should not be given the following.

,

Should not the Comittee consider an increase in the requiremnts fo.-
licensure in lieu of the recent rapid technological advances in Nuclear
Medicine? How can one compare a 3 month training period with that
required by the American Board of Nuclear Medicine which is a 2 yeai-
requirement. Even with a 2 year stint of Nuclear Medicine residency,
it is difficult to provide a trainee the necessary training in the basic
fundamentals of radiation health, radiopharmaceutical chemistry, instru-
mentation and computer knew-how together with a rounded clinical program.

Moreover, one should consider the moda c# training for the potential
physician-user. If formal training in basic sciences is condensed
into a short type " cram course," how much does a trainee retain? How
much exposure and follow-up does one achieve with a clinical training
period of 250 hours or even 500 hours? In this condensed period, how
much chance does a trainee have to experience an adequate number of
differing clinical situations?

Thus, I would advocate the following for your consideration:

1. An increase in the number of training hours in basic science
by adding 150 hours to instrumentation, 30 hours to radiation health
and 100 hours to radiopharmaceutical chemistry.

2. The time devoted to clinical applications be increased to 750
hours and intersperced with basic training. A creferred equivalent
could be 1 year training in an approved Nuclear Medicine Residency
training program.

W 4epfy Refer To:

.



.

.

3. There should be no reduction in training requirements for
specialized groups such as cardiology. To do so would fragment
Nuclear Medicine, made adequate radiation health coverage diffi-
cult, decrease quality control and diminish the effectiveness of
clinical applications.

Thank you for the opportunity to express my opinions.

Sincerely yours,

BERTRAM J. L. SAVERBRUNN, M.D.
Chief, Nuclear Medicine Service
VA Medical Center
Washington, D. C. 20422

.
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July 30, 1980

Richard E. Cunningham
Director, Division of Fuel Cycle
and Material Safety
Nuclear Regulatory Commission
IJashington, D.C. 20555

Dear Mr. Cunningham:

On July 9 we sent to you resolutions approved by the American College of
Nuclear Medicine and then sent to the American Medical Association for/

'. House of Delegates action during the July 20-24 meeting in Chicago.

TheenElosedresolutionswerediscussedinReferenceCommitteebefore I

referral to the House. After due consideration the attached resolutions j
were approved.

In the near future you will be hearing from the AMA but because of the urgency
of some of these resolutions we are calling them to your attention at this
time since the Advisory Committee on the Medical Uses of Isotopes meets

.

Aug. 18, 1980.

Sir erely,
.

.8a 0 0.. M g- __ . , ,

Herbert C. Allen, Jr., M.D.

Immediate Past President ACNM
Delegate AMA

Enclosures
HCA:lr

American College of Nuclear Medicine
- Attachment No. 9
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AMERICAN MEDICAL ASSOCI ATION HOUSE OF DELEGATES

.

e Resolution: 148
- (A-80)

Introduced by: The Society of Nuclear Medicine
s

i i Licensure
Subject: . Nuclear Regulatory Comm ss on

Requirements for Physicians

4

Referred to: Reference Committee E
(David S. Fox, M. D., Chairman)

Whereas, The U. S. Nuclear Regulatory Commission presently requires three months
combined training and experience for physician licensure to administer radionuclides to1

.2
3 patients; and

Whereas, Representatives of the various scientific organizations whose physician4
i

members administer radionuclides to patients in the course of their medical pract ce agree5
ii f ty,

that present licensure requirements for training in such disciplines as rad at on sa eradiation biology, radiological physics, nuclear instrumentation and clin'ical nuclear medi.
6
7 f

cine practice can no longer be encompassed within the present temporal requirement o8

9
10 three months; and

Whereas, The House of Delegates of the American Medical Association,at its Interim11

Meeting of 1979, adopted Substitute Resolution 42 which states in part ". . . that the
.,

/ 12

American Medical Association support the contention that the current statements of the\ 13

U. S. Nuclear Regulatory Commission defining minimum requirements for physicians to bc14
";and,

15
{ eligible to administer radionuclides to patients are unsatisfactor).16

Whereas, All parties recognize that the U. S. Nuclear Regulatory Commission's
,

17

licensure process is intended to safeguard patients and the public, and is not intended to18

comprisc certification of professional competence in the practice of medicine; therefore19
e

! 20
i 21 be it ;

RESOLVED, That the House of Delegates of,the American Medical Associationi 22
f

recommend to the Nuclear Regulatory Commission that the training requirements or} 23
i

physicians to be eligible to administer radionuclides to patients be raised from its present24
!

25
level of three months to six months; and be ir further26

RESOLVED, That the AMA urge the U. S. Nuclear Regulatory Commission to con.f

;

27
i i

tinue to require that the training requisite for licensure be documented, and that t conta n28
I

elements of instruction in radiological physics, radiation biology, radiation safety, nuclear29

instrumentation, and the safe and effective clinical use of radionuclides in patients;and be30
31

32 it further
RESOLVED, That a copy of this resolution be transmitted by the American Medi.33<

cal Association to the U. S. Nuclear Regulatory Commission prior to the meeting of its34
|

Advisory Committee on the Medical Uses of isotopes on August iS,1980.35
36

1

|
ATTACMENT 50 1 - Training and Er ' fence Criteria

Page 14e of 105
-
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AMERICAN MEDICAL ASSOCI ATION HOUSE OF DELEGATES |
,

.

,' Resolution: 128
(A-80)

|
I

Introduced by: American College of Nuclear Medicine 1

Subject: Fe'deral (HHS) Condition for Medical Coverage of
Independent Laboratories 3/75 Regulation No. 5 !

1

)

Referred to: Reference Committee E
{ john E. Albers, MsD., Chairman)

1 Whereas, Regulation 405-1310 1315 as published in the Federal Register 3765,
2 January 24, 1975, delineates the conditions for supervision of services of independent
3 laboratories;and
4

Whereas, These federal standards must be met for reimbursement under Medicare and |
5 ;

6 cther federai programs;and
7

Whereas, These regulations require direct and personal supervision by a qualified8
" general supervisor" (physician, medical scientist or technologist) when laboratoqr pro-9

10 cedures are being performed on specimens from a patient; and

11
Whereas, Interpretation of these qualifications for " general supervisors" now exclude12

recognition of recent in-vitro training and experience in nuclear medicine procedures and
;

13
exclude those physicians recently trained or certified in the field of nuclear medicine by

i(
14'

15 the Ariterican Board of Nuclear Medicine;and'

,

16
Whereas, Nuclear Medicine has become a recognized specialty with AMA approved17

programs in which physicians, medical scientists and technologists receive training, experi-18
ence, and/or examined for certification in the field of nuclear medicine including in-vitro19 |

20 nuclear medicine procedures (radio-immuno assay and radio-bio assay); and

21
Whereas, The field of nuclear :.sedicine is a recognized specialty with delega*e repre.22

sentation in the AMA House of Delegates, the field of nuclear medicine and nuclear23
medicine laboratories should be recognized by the Department of Health and Human24

25 Services as specialty or sub4pecialty laboratories; therefore be it ,1

26
RESOLVED, That the American Medical Association urge the Secretary of Health27

and Human Services to immediately initiate steps to certify education, training, experience28
and certification in the field of nuclear medicine as meeting the current requirements29
for specialty laboratories so that nuclear physicians may qualify as " general supervisors"30

31. assisted by medical scientists and technologists in independent laboratories under the
32 Medicare program for reimbursement. ,

APPROVED AMA HOUSE OF DELEGATES JULY 1980

l
'

.

American College of Nuclear "edicine
Attachr:ent No. 9,

: Sub-Item 1.
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i

AMERICAN MEDICAL ASSOCIATION HOUSE OF DELEGATES"
*

Resolution: 130 - .

l

9 (A.80)
,\

Introduced by: American College of Nuclear Medicine

American Medicine's Responsibility for the Educatinn )Subject:
'of the Public and Media of the Biological Effects

of Low Level Radiation .

Referred to: Reference Committee E
(John E. Albers, M. D., Chairman)

-.
.--. ..-

.. |

Whereas, The harmful biological effects of high level radiation has been we I docu.
1

2 mented over four score and seven years; anu

f~
3

Whereas, The' absolute risk of radiation exposure is so low that it cannot be docu.4
mented accurately even in large populations exposed to relatively high dnses of radi.ition,

,

1

5
6 and
7

Whereas, After 30 years' observation in Hiroshima and Nagasake the total incidence of8
cancer in those exposed survivors was less than one percent; and9

10
Whereas, No genetic effects could be documented in the first generation offsoring of11

12 those exposed; and !
.,

'

13
Whereas, Fear, misunderstanding, phobia and misguided misinterpreted information14

about radiation by the public and the media should be of great national concern to the. . .

15
16 medical profession;and
17

Whereas,The physician seldom is called upon to render an opinion in connection with18
accidental contamination with radioactive materials or excessive occupational radiation19

''20 exposures;therefore be it
21

RESOLVED, That the American Medical Association initiate scientific caucational22
programs at the professional fevei on the public health aspects oflow level environmental23
radiation to help clarify the national confusion concerning low level radiation; and be it24 1

25 further
26'

RESOLVED, That the American Medical Association immediately encourage these
|

27
continuing medical educational programs be implemented at the national level and by state28

| medical associations and specialty societies similar to the promotion of the cardiopulmo.
i 29

30 nary resuscitation programs.

APPROVED AMA HOUSE OF DEI.ECATES July 1980

American College of t!uclear Pedicine
_ Attachment l'o, 9

Sub-Item 2
D D 9-M d Page 29 of 34m m
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AMERICAN MEDICAL ASSOCIATION HOUSE OF DELEGATES
,

*

@j Resolution: 131
't , (A-80)F'
'

American College of Nuclear MedicineIntroduced by:

Nuclear Regulatory Commission Regulation " Human Use
Subject: of Byproduct Material," 10CFR, Part 35, Published in'

Federal Register 44 FR 10358, February 20,1979
.

i Reference Committee EReferred to:
(John E. Albers,M. D., Chairman)!

I

i

Whereas, Nuclear Regulatory Commission Regulation " Human Use of Byproduct

Material," 10CFR, Part 35, effective March 20,1979, requires that physicians must use anFDA approved drug (radiopharmaceutical) strictly in accord with the manufactureri
1

2
f hn

package insert as to dose, route of administration and chemaal and physical orm w e3; i d by the FDA;
using the approved drug in a clinical procedure that has not been appruve

4'

5
,

j
6 and,

i

Whereas,This restriction of use of an FDA approved drug as to chemical and physical| 7

form, route of administration and dosage range as outlined in the package insert is an un-precedented intrusion into the physician-patient relationship and is in direct opposit on to
8

|!
i

9
ding to their

the position of the FDA which permits physicians to use approved drugs accur10

best knowledge and judgment and in the interests of the patient: therefore be it11

12 '

RESOLVED That the American Medical Association request the Nuclear Regulatory
i

13|;
Commission to rescind the regulation requiring a physician to use an approved drug (radio-14*' .

15
i l

pharmaceutical) in accordance with the manufacturer's package insert as regards chem caI :'
and physical form, route of administration and dosage range; and be it further16'

17

RESOLVED, That the AMA immediately send this policy statement to the five18P

Commissioners of the Nuclear Regulatory Commission and to the Radiation Policy Coun-
,

19 '

i f
cil, newly appointed by the Executive Office of the President, composed of 13 agenc es o20

21
j

22 the Federal Government.
i t

-

i

1
-

APPROVED AMA HOUSE OF DELEGATES JULY 1980

j

I
? I

|

I
) - '

1

American College of Nuclear "edicine
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Resolution: 132
,

,

(A 80) ,

}
2

American Collegs of Nuclear Medicine
.,

p Introduced by:

U.S. Nuclear Regulatory Commission Amendments to Existing
Regulations (10CFR Part 35) Reporting Misadministrations ofSubject: |

Radiopharmaceuticals to Patients to the Federal Government
-,

|
Reference Committee Ee

Referred to:
|| (John E. Albers,M. D., Chairman)

- |
--- --- _

|

l Register ;

Whereas, During the extensive solicitation of public comment in the Federa
3

i orting to the NCR!

| over 90 percent were opposed to the concept of misadministrat on repi g undue alarm;and
-

1

where the reports would be open to public scrutiny, caus n2
3 FR Part 35

Whereas, The NRC chose to issue final rules, proposing amendments to 10CV
4

i trations of radiopharma. |

to require medical licensees to (1) keep records of all misadm rusceuticals, (2) report diagnostic misadministrations quarterly to NRC, an
e |S d (3) to promptly'

I, 6 d the patient;andr '

[ report therapy misadministrations to NRC, the refertir.g physician an7
,

8 i f (1} 4
Whereas, Misadministration is defined in the final rules as the administrat on o} ; 9 i tended, (2) ai

radiopharmaceutical or radiation from a sealed source other than the une nradiopharmaceutical or radiation to the wrong patient, (3) a radiopharmaceut cby the prescribing physician;_

!
10 i al or radia-
11

|
I

tion by a route of administration other than that intended (4) a diagnostic dose of a radiopharmaceutical differing from the prescribed dose by more
12i
13 i l differing from the pre-'

than 50 percent, (5) a therapeutic dose of a radiopharmaceut ca
;

14 l d source such

scribed dose by more than 10 percent, or (6) a therapeutic dose from a sea eent geometry result in a15

that errors in the source calibration, time of exposure and treatm16,

l ent dose b.
} g

1~1 calculated total treatment dose differing from the final prescribed tota treatm'

[ ;
18

F f more than 10 percent; and19 it

Whereas, The proposed rule requires the licensee to report all therapy misadmin s ra-20 li ically detectable adverse

tions and those diagnostic misadministrations that could cause a c neffect to NRC and to the patient's referring physician, to the patient or to
21 the patient's
22

*
.

23
24 responsible relative; and lt

Whereas, The proposed ru'e is an unprecedented, serious intrusion by a regu a ory25
I ! ih t assum-

agency into the physician-patient relationship and into the care of a patient w t ou26 to protect the

ing responsibility for that care under the pretext that such action is necessary
i

27 ff the mental health

physical health and safety of the public without regard for its ill e ect on28
| 29

of the patient or the public; andi
30 l

Whereas, This is a unique intrusion into medical practice which was circularized on y
'

+
31 Medical Uses of

and not discussed at an open called meeting of the Advisory Committee on32 ff to consult thei

isotopes of the NRC representing another failure of the administrative sta33
ii to the practice of|

entire medical advisory board in open discussion on matters perta n ng: 34
I

) 35

|| .

36 medicine; anda

f
-

APPROVED AMA HOUSE OF DELEGATES 1980
< <

o
l

' fi .american College of flucIear f*edicine
Attachment .'io. 9,

-

| | 31 Sub-Item 4g , qg .

Page 31 of 34
'

i .

_'
-

',b
r ML l a

i
, u

,

| .



__ __ _ __ _ _ _ _ _

$*
./ .

|f

Whereas,The NRC staff has admitted the rule could increase pr:fessional liability irw
"| k surance premiums, which ultimately would increase the cost of health care; therefore be it

' 1

2'

RESOLVED, That the American Medical Association oppose the implementation of3
ii

)

amendments of the Nuclear Regulatory Commission's Rules (10CFR Part 35) Requ r ng4

Recording and Reporting of Misadministration of Radiopharmaceuticats as illegalin;*usion
g

5
i h is best left

-

upon the practice of radiology, nuclear medicine and therapeutic radiation wh cto those who are qualified and licensed to practice medicine, tnat is, the practit oners t e
i 6

i h m-
7j
8
9 selves;and be it further,

RESOLVED, That the AMA send this policy statement to the five Commissioners of10
i Council, newly

the U. S. Nuclear Regulatory Commission, and to the U. S. Radration Pol cy11
l

appointed by the Executive Office of the President, composed of 13 agencies of the federa12
.

13i

i 14 government.'

:
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AMERICAN MEDICAL ASSOCIATION HOUSE OF DELEGATES

Resolution: 83e

(A-80)

Introduced by: Texas Delegation

Subject: Mandatory Reporting to Federal Govemments

of Radiopharmaceutical Misadministrations

Referre i to: Reference Committee E-

(John E. Albers, M. D., Chairman)

_ _ . _

Whereas, The United States Nuclear Regulatory Commis3ior has proposed amend-1

ments to 10 CFR t' art 35 which would require medicallicen3en to (i)(ces records of all2
misadministrations of radiopharmaceuticals, (2) promptly report therapy mi>administra-3
tion to NRC, the referring physician and the patient, and (3) to report diagnostic mis-4

5 administrations quarterly to NRC;and
6
7 Whereas, The NRC defines misadministration as the administration of (1) 2 radio-

pharmaceutical or radiation from a scaled source other than the one intended;(2) a radio-8
pharmaceutical or radiation to the wrong patient; (3) a radiopharmaceutical or radiation9'

by a route of administration other than that intended by the prescribing physician; (4) a10*

diagnostic dose of radiopharmaceutical differing from the prescribed dose by more than11
12 50 percent; (5) a therapeutic dose of a radiopharmaecutical differimt from the prescribed
13 dose by more than 10 percent; or (6) a therapeutic dose from a sealed source, such that
14 errors in the source calibration, time of exposure and treatment geometry result in a calcu-

-

15 lated total treatment dose differing from the final picscribed total treatment dose by more
16 than 10 percent; and
17

18 Whereas, The rules would require the licensee to report all therapy misadministrations
19 and those diagnostic misadministrations that could cause a cimically detectable adverse
20 effect within 24 hours after discovery; and

'

21

22 Whereas, Even though more than 90 percent of the comments on the proposed rules
23 were in opposition to the rules, the NRC has chosen to issue final rules; and

i 24
25 Whereas, Such rules represent an unprecedented and unwarranted intrusion by the

~

i 26 federal government in the patient-physician relationship; and

: 27
28 Whereas, The NRC staff has admitted that such rules may well increase professional-

!
29 liability insurance premiums, which would ultimately increase costs to the patients;there-

| 30 fore be it
312

32 RESOLVED, That the American Medical Association oppose the implementation
| 33 of the Nuclear Regulatory Commission's Rules Requiring Recording and Reporting ofj Misadministration of Radiopharmaceuticals as not being in the best interest of the physi-
J. 34 '

35 cian-patient relationship.*

American College of t:uclear i~edicine
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AMENDMENT - REPORT OF REFERENCE CC.T!ITTEE J

.,
Page 5 - Lines 23-30

-

,

,

.

.

Introduced by: Texas Delegation
Frederick J. Bonte, M.D.

Delegate, Society of Nuclear Medicinc

.

*
(10)- RESOLUTION 82 - DISPOSAL CF lok'-LEVEL

RADI0 ACTIVE MEDICAL MATERIALS
.

Recommend that the following amended Substitute Resolution 32-A be
3

adopted as follows:
t
'

23 RESOLVED: That the American Medical Association infor=
24 appropriate officials of the threat to the conduct of
25 bio-e:edical research and to the deliverv of nuclear
26 medicine services, and the concomiesne deleteriour .

*

27 ef fects on the health of the citizens of the United
28 States presented by the lack of suf ficient numbere'

( _

29 .of 1. censed disposal sites for low-level radioactive'-

. . 30 medical waste materials, and urSe that each state set
31 to create a licensed permanent site in-state or to
32 form interstate compacts that will provide for per-

| 33 manent regional disposal sites. -
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