182

RECORD #182
TITLE: "License Requifements Which Stipulate Specific Individuals

FICHE: 02535-13

182



. L © | UNITED STATES
-
& e ‘,;"4 o NUCLEAR REGULATORY- COTIT»’IISSION
A ) 'é P  WASHINGTON, D. C. 20555
o O : " Hﬂ:" L 2 . § . -
w e Bl 5 FEB 7 1579
I"' N oy T .c\ A'
%, , ‘

' MEMORANDUK FOR: A. B. Davis, Chief, FFitS Branch, Region 111

FROM: L. B. Higginbotham, AD, Division of FFMSI
SUBJECT: ~ LICENSE REQUIREHENTS \HICH STIPULATE SPECIFIC INDIVIDUALS
- . (F30466H3) | S |

Your memorandum of January 17, 1979 d1st1ngu1shes the RSO from the users

. of radioactive materials named on university, hospital and radiography
‘Ticenses. While the RSO function of health and safety is important, our
primary concern should be with the-actual users of the material.

-

‘He have no problem w1th university and rad1ography ]1censees,ceasing
operations until they recruit and are authorized by NIMSS to permit work-
with new users and RSOs. However, it is not the fault of RKMSS if licensees
fail to request amendments for new users and RSOs, and I1E should not
request NMSS to expedite approvals, because the licensee did not submit a
1ne1y request.- Any request for expediting NMSS actions should come from
‘the 11censee, and it is up to NMSS to decide 'whether it will expedite action
on the request. With respect to what IE shou]d do in these s1tuau1ons, an

IAL 1s appropr1ate as-an-initial step.

In theory, h05p1ta]s should be handled the same way; however, we. a]1 rea11ze
that an imnediate action to shut down a hospital could have an effect on
patient treatment by not allowing a physician the use of certain nuclear
medical tools. On the other hand, as you have indicated, if we are aware .
that a licensee is operating in noncompliance and something adverse hcppens
to a patient or a worker we could be held accountable for taking no enforce-
ment action. Consequently, in situations involving nuclear medicine
programs, the decision on a course of action must be tempered with reesoned
Judgement The fol]ow1ng ou1dance is provided: :

Ceses 1nvo]v1ng unau;hor1zed users in a nuc]ear medicine prooram
should be brought to the attention of Headquarters. Each case will
probably be d1fferent, SO they should be handled on a case-by-case
basis.

~ During fnspectiohs we should be primarily concefhed with users of
' the material, and secondarily with the RSOs.
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We should try to determine if the “unauthorized user" appears to
have the requisite qualifications to be named as an authorized
user; if not, it would be appropriate to take‘action to require
immediate shut down of the operat1on--conswder1ng carefu]]y the
impact on patient care. : .

1f the unauthorlzed-user“'appears.qualified znd the program-other- -
wise appears to be operating within regulatory requirements, the
. hospital should be told to send in an app11cau1on to NHSS v1;h a
- ‘request to expedite approva]

If there are no patients undergoing trea ment, an 1mmed1ate requ1re-
ment should be 1mposed to cease the operation

-If pat1ents are in the middle of a series of Lreatnents, this shou]d
not be stopped (see some a]ternat1ve cons1derot10ns be]ow) -

New patients should not be: accepted for the program; they shou1d be
referred to another hospﬂua] w1eh a s1m11ar program

 Again, the use of an Immediate Achon Letter hou1d be appropr1cte
for an initial action. : .

Further consideratiohs should 1nc1ude transfer of patients undergoing
" treatment to another hosptial, provided that the hosptial is nearby, -
consultation between the two hospitals can be accomplished, and the
- patient can-be moved. Another consideration should be to ascertain
~ whether only d1c0nost1c procedures are performed (less hazardous than
therapeutic treatment) and to ascertain the probab111ty of improper

" diagnoses (by an inexperienced user) and the use of improper drugs.

These considerations and others that may come to mind in hand]ing a case
are important, and some of them should be discussed~with the.licensee

In summary, we (1 emphas1ze that the cases 1nvo]v1ng a cr1t1ca] serv1ce -
to the public will require a decision based on reasoned judgement, and

(2) request Lhat Lhese sort of ijZ;éij P ompt]y d1scussed.wyth PeadGUarters.

Leo B. ngg1nb ham
Assistant Diréltor

Division of Fuel Facility and
. Materials Satety Inspection
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