NOTE TO:

FROM:

SUBJECT:

I have read the Part 35 revision.
expression of a complex subject.

UNITED STAIES
NUCLEAR REGULATORY CCMMISSION
WASHINGTON, D. C. 20555

November 30, 1984

L

R. E. Cunningham
John G. Davis
PART 35 REVISION COMMENTS

so that it 1s understandable.

I suggest you develop a triefing that emphasizes:

| |
: 38

The purpose and need for the revisions.
The staff proposal:
o What it requires

o What it changes
o What "new requirements" are included

Descriptfon of the medical regulatory process:

o Now
o Under the proposed vision

Iinpacts:

o Safety

o Efficiency and effectiveness
o Costs

Disputes

(Each specifically identified)

This has been well done--a clear
The challenge now is to present this

The "disputes” portion should be given to the "disputees" to be certain we

have properly captured the substance of their position.

We then should brief the EDO and the Commissioners'

move this.
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Assistants and promptly



R. E. Cunningham -2- November 30, 1984

I have attached some comments. I expect no written reply to these comments
but would 1ike for you to discuss them with me.

/)

John G. Davis
Enclosures: ’

As stated
cc: D. B. Mausshardt
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COMMENTS OF PART 35 REVISION
(Numbers" of comments are in margin of "package")

Commission Paper

1.

p.2, (3) Insert "Under the staff recommended alternative (Alternative 2
of Enclosure 10), . . ."

p.4 Are the six items 1isted after references to the Rogovin report from
the report? Should we cite the Rogovin report as a basis for this revision--
j.e., is it a needed citation or a "red herring?" 7., Bondwpol Fegriei

p.5 Hho,doesn't endorse the proposed regulatory text?
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p.6 Insert, "A discussion of the opposition to this approéﬁh 1s-inc1uded
in Enclosure 8."
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Enclosure 1

5.

10.

11.
12.

13.

p.8 This does not mean a review of "model procedures" to which a licensee has
committed, does it? Perhaps, it should be made clear that the "model
procedures" approach reduces review.

p.8 Insert something like, ". . . following an NRC required licensee review
process e

p.16 Can a term other than “"pure" be used to describe this type broad license?

p.16 Can a term other than "hybrid" be used to describe this type broad
license?

p.19 The use of the word "exception” has very specific meaning which has
developed from the reactor program. Please determine from ELD whether some
other expression (such as ". . . the Ticense will be viewed as taking
precedent over the regulation.") If some other expression is not used, this
concept (general exemption) should be specifically called out for Commission
consideration. L B Liviad A o e ' FC
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p.20 The additional requireﬁeht should be "highlighted" in any briefing we
may give the Commissioners. .. > e .

p.25 Same comment as 10, above.

p.109 Is this the same requirement that has caused gquestions by cardioiogists?
If so, in any Commission briefing please note this. ~.- % Togsnd Lo

s 2 ¥ Y .«
n.118 Should this not note that the supremacy of the prior license ceases’
upon Commission issuance of an amendment, renewal, etc? Maybe, there needs
to be an addition such as ". . ., until such time as the Commission supercedes
the license requirements." As written, (and if read in isolation of the
explanation on p. 18-19, Enclosure 1), the exemption,®as expressed in the
rule, would appear to be “open ended.”
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Enc1osure 3

14. p.1 This information re misadministration should be "highlighted" for

any Commission briefing.

15, p.3 1 am not quite certain exactly what is planned operationally in the

review prior to the licensing decision, particularly with regard to "pre-
1icensing review."” I understand that there will be review of training and
experience but I'm not certain I understand what is planned for the pre-
licensing review of procedures. I had assumed that the applicant could
reference, for example, Reg Guide 10.8 with whatever additional procedures

may be needed that would be licensee site specific. The "site specific” Lijurd 138,

procedures would be subject to prelicensing review. Alternately, the

applicant could devise his own procedures which would be reviewed in their 5u,},,

entirety to assure conformance with the rule. Is something else planned?
(In a review of the Part 35 package the only place I recall this idea being
clearly expressed is Footnote 21, p.12, of Enclosure 4. This concept is
central to the revised approach and should be clearly explained early in the
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Enclosure 4

16. p.3 Same as comment 15.

17. p.3 Is the problem that the states foresee based on the issuance of the Ticense

with "pre-licensing review" of procedures or based on the authority of
licensees to make certain changes in "approved"?procedures without "pre-
appreved review of the changes? or both? b Jeu# ruv: sl
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Enclosure 7

18. p.2 The literature reference should be more clearly expressed.

Enclosure 8

19. p.1 The response discusses citations as of minor significance. This should
be rewritten to deal more specifically with the comment of “"serious
violations,"” "overexposures" and "unnecessary public exposure.”

20. p.2 Typo--"litte" should be "little."

21. p.2 1 don't understand the comment nor the reply.

Enclosure 9

22. p.1 Same general impression as that for comment 19,
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General

a.

It is implicit that the approach proposed here would require more (or different)
inspection. Is 1t assumed that the approach will free licensing resources for
transfer to inspection activities? Is this matter explicitly discussed in the

paper? /-

Note Comment 2 above. If the explicit references to the Rogovin report is
changed in the Commission paper, parallel change should occur at any other

Rogevin reference.




