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John Glenn, Ph.D., Chief

Nuclear Materials Safety

Section B.

Division of Radiation Safety & Safegquards

Re: License No. 20-02615-01
Docket No. 030-01848
Control No. 18723

Dear Dr. Glenn,

In response to your letter of June 6, 1985, the
following additional information is presented.

A. We will only use therapeutic capsules of I-131.

B. We confirm that the Medical 1sotopes Committee
shall meet as often as is necessary to conduct its business
and shall meet not less than once per calendar quarter.

C. We confirm that posted emergency procedures include
the telephone numbers of persons to be contacted as well
as tl.eir names.

D. A copy of the ALARA program found in Appendix
0 of Regulatory Guide 10.8 is completed, signed and enclosed
with this letter.

E. Under Item 19 please delete that nurses attending
patients being treated with therapeutic quantities of
I-131 will wear pocket dosimeters. Film badges will be
assigned for nurses caring for patients being treated
with 1-131.

Sincerely,

85099
REG 01 50904 {// ’
zo.éag‘lg 9 Jeffrey R. Kflly,

1 PDR Senior Vice President &

Chief Operating Officer
/kdb . \ 3723
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APPENDIX O

MODEL PROGRAM FOR MAINTAINING OCCUPATIONAL RADIATION EXPOSURES
AT MEDICAL INSTITUTIONS ALARA

N, TN

(Licensee’s Name)

Management Commitment

We, the management of this (medical tacility,
hospital, cte.), are commutted to the program
descnbed in this paper for keeping exposurcs
(individual and collective) as low asis reasonably
achievable (ALARA). In accord with this com-
mitment, we hereby describe an administrative
organization for radiation safety and will develop
the necessary written policy. procedures, and
instructions 1o foster the ALARA concept with-
in our institution. The organization will include
a Radiation Safety Committee (RSC)' and 2
Radiation Safety Officer (RSO).

We will perform a formal annual review of the
radiation safety program, including ALARA
considerations, This shall include reviews ol
operating procedures and past exposure records,
inspections, c¢tc., and consultations with the
radiation protection staff or outside consaltants

Modification to operating and maintenance pro-
cedures and to equipment and facilities will be
made where they will reduce exposures unless
the cost, in our judgment, is considered 10 be
unjustified. We will be able to demonstrate, f
neccessary, that improvements have been sought,
that modifications have heen considered. and that
they have been implemented where reasonable
Where modifications have been recommended
but not implemented, we will be prepared to
describe the reasons for not.implementing them

In addition ‘o maintaimng doses to individuals
as far below the lunits as 1s reasonably achievable,
thr sum of the doses recewved by all exposed
individuals will also bc maintamned at the lowest
practicable level It would not be desirable, for
example, to hold the highest doses to individuals
to some fraction of the apphcable 't af ths
in“olved exposing additicyal people and sienf
icantly increasing the sum of radiation dodes
received by all involved individuals

os Pr7RL

2. Radistion Safety Committee (RSC)’

d

Review ol Proposed Users and Uses

(1) The RSC will thoroughly review the
qualifications of each applicant with
respect to the types and quantities o!
matenials and uses for which he has
applied to ensure that the appheant will
be ahle to take appropnate measures o
maintan exposure ALARA.

(2)  When considering a new use of hyproduct
matenial, the RSC will review the efforts
of the applicant to maintain exposure
ALARA. The user should have systematized
procedures to ensure ALARA and shall
have incorporated the use of specal
equipment such as syringe shiwelds. rubber
gloves, etc., in his proposed use

(3) The RSC will ensure that the user yustifies
his procedures and that dose will be ALARA
(individual and collective)

Delegation of Authority

(The judicious delegation of RSC authonty s
essential to the enforcement of un ALARA
program.}

(1) The RSC will Jelegate authonty to the
RSO for enforcement of the ALARA
congept,

(2) Tie RSC will suppost the RSO in those
mstances where it is necessary for the RSO
to assert lus/her authonty, Where the
RSO has been overruled, the Comnutier
will record the hasis tor its action in the
minutes of the Commattee’s quarterly
meeting

11‘&. RSO on priveve practice physician hicenses will assume the
responsibilities of the RSC under Section 2

‘. Private practice physician licenses do nat ‘nclude an. RSC
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Review of ALARA Program

1) The RSC will encourage all users to review
current procedures and develop new pro-
cedures as appropnate to impleinent the
ALARA concept

(2) The RSC will perform a quarterly review
of cccupational radiation exposure with
particular attention to instances where
Investigational Levels in Table 0-1 below
are exceeded The principal purpose of
this review is to assess trends in occupa-
tional exposure as an index of the ALARA
program quality and to decide if action is
warranted when Investigational Levels are
exceeded (see Section 6.}

(3) The RSC will evaluate our institution’s
overall efforts for maintaining exposures
ALARA on an annual basis. This review
will include the efforts of the RSO, autho
nzed users, and workers as well as those
of managenient.

3 Radiation Safety Officer (RSO)

Annual and Quarterly Review

(1) Annual review of the radiation safety pro-
gram. The RSO wili perform an annual re-
view of the radiation safety program for
adherence to ALARA concepts. Reviews
of specific procedures may be conducted
on a more frequent basis,

(2) Quarterly review of occupational expo-
sures. The RSO will review at lcast quar-
terly the external radiation exposures of
authorized users and workers to determine
that their exposures are ALARA in accord-
ance with the provisions of Section 6 of
this program

(3) Quarterly review of records of radiation
level surveys. The RSO will review radia-
tion leveis in unrestricted and restricted
areas to determine that they were at
ALARA levels during the previous quarter.

Fducation Responsibilities for ALARA Program
(1) The RSO will schedule briefings and educa

tional sessions to inform workers of
ALARA program efforts

JThe NRC has emphasized that the Investigationsl Levels in this

(2)  The RSO will ensure that authorized users,
workers, and ancillary personnel who may
be exposed to radiation will be instructed
in the ALARA philosophy and informed
that management, the RSC, and the RSO
are committed to implementing the
ALARA concept.

Cooperative Etforts for Development of ALARA
Procedures

Radiation workers will be given opportunities
to participate in formulation of the procedures
that they will be required to follow

(1) The RSO will be in close contact with all
users and workers in order to develop
ALARA procedures for working with
radioactive matenals.

(2) The RSO will establish procedures for
receiving and evaluating the suggestions of
individual workers for improving health
physics practices and will encourage the
use of those procedures.

Reviewing Instances of Deviation from Good
ALARA Practices

The RS0 will investigate all known instances
of deviation from good ALARA practices and,
if possible, will determine the causes. When the
cause is known, the RSO will require changes
in the program to maintain exposures ALARA.

Authorized Users

New Procedures Involving Potential Radiation
Exposures

(1)  The authorized user will consult with, and
receive the approval of, the RSO i d/or
RSC during the planning stage before using
radioactive materials for a new procedure.

(2) The authorized user will evaluate all proce-
dures before using radioactive materials
to ensure that exposures will be kept
ALARA. This may be enhanced through
the application of trial runs.

Responsibility of Authorized User to Persons
Under His/Her Supervision

(1) The authorized user will explain the
ALARA concept and his/her commitment
to maintain exposures ALARA to all per-
sons under his/her supervision.

!'.“'“' are not u:‘m'l:nm but, ucnou wn lcn'ultopoﬁ 16,
ecommendations the Internationsl Commingion un m 1 N
Sontsetion. = Soste ¢ ohach BRI o4 Nich the 3o 996 SN (2) The authorized user will ensure that per
sidered sufficiently important to mstily further investigations. sons under his/her supervision who are

10.8-58




subject to occupational radiation expo-
sure are trained and educated in good
health physics practices and in maintaiming

exposures ALARA.

$.  Persons Who Receive Occupational Radiation Exposure

a The worker will be instructed in the ALARA
concept and its relationship to working proce-

dures and work conditions.

b. The worker will know what recourses are avail-
able if he/she feels that ALARA is not being

promoted on the job.

6.  Establishment of Investigational Levels In Order to
Monitor Individual Occupational External Radiation

Exposures

This institution (or private practice) hereby establishes
Investigational Levels for occupational external radia-
tion exposure which, when exceeded, will initiate
review or investigation by the RSC and/or the RSO
The Investigational Levels that we have adopted arc
listed in Table O-1 below. These levels apply to the

exposure of individual workers.

Table 0-1

Investigational Levels

{mrems per calendar quarter)

Level | Level IT

|. Whole body head and 125 375
trunk ;active blood-forming
organs; lens of eyes; or

gonads
2 Hands and forearms, feei 187§ 5625
and ankles
3. Skin of whole body* 750 2250
.Noc norm bie t9 nuclear medicine operations except

applicable |
those using significant quantities of betaemitting isotopes.

Quarterly exposure of individuals to less than
Investigational Level |

Except when deemed appropniate by the RSO,
no further action will be taken in those cases
where an individual's exposure s less than
Table 0-1 values for the Investigational Level |

Personnel exposures equal (o or greater than
Investigational Level I, but less than Investiga
tional Level il

The RSO will review the exposure ot each indy-
vidual whose quarterly exposures equal or exceed
Investigational Level | and will report the results
of the reviews at the first RSC meeting following
the quarter when the exposure was recorded If
the exposure does not equal or exceed Investiga:
tional Level 11, no action related specifically to
the exposure is required unless deecmed appro-
priate by the Committee The Committec will,
however, consider each such exposure in com-
parison with those of others performing similar
tarks as an index of ALARA program quality
and will record the review in the Committee
minutes.

Exposure cqual to or greater than Investiga-
tional Levet Il

The RSO will investigate in a timely manner the
cause(s) of all personnei exposures equaling or ex
ceeding Investigational Level Il and, if warranted,
will take action. A report of the investigation, ac-
tions taken, if any, and a copy of the individual’s
Form NRC-S or its equivalent will be presented
to the RSC at the first RSC meeting following
completion of the investigation. The details of
these reports will be recorded in the RSC minutes.
Commiti.2 minutes will be sent to the manage-
ment of this institution for review. The minutes,
containing details of the investigation, will be
made available to NRC inspectors for review at
the time of the next inspection.

Reestablishment of an individual occupational
worker's Investigational Level Il to alevel avove
that listed in Table 0|

In cases where a worker's or a group of workers’
exposures need to exceed Investigational Level [L
a new, higher Investigational Level Il may be
established on the basis that it 1s consistent with

The Radiation Safety Officer will review and record

on Form NRC-5, “Current Occupational External

Radiation Exposures,” or an cquivalent form (eg.,

dosimeter processor's report), results of personnel

monitoring not less than once in any calendar quarter

as required by § 20,401 of 10 CFR Part 20. The follow-
| ing actions will be taken at the !nvestigational Levels
’ as stated in Table O-1 -

good ALARA practices for that individual or
group. Justification for a new Investigational
Level 11 will be documented

The RSC will review the justification for. and will
approve, all revisions of Investigational Level I1.
In such cases. when the exposure equals orexceeds
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the newly established investigational Level Il
those actions listed in paragraph 6.¢ above will
be followed.

7. Signature of Certifying Official*
| hereby certify that this institution (or pnivate prac-

tice) has implemented the ALARA Program set forth
above.

‘m person who is authorized 10 make commitments for the
dministration of the institution (e g., hospital sdministrator) or,
n the case of a private practice, the licensed physiclan.

Signature

]

Jeffrey R. Kelly, Chief Operating Of“t\

Name (print or typeland Senior Vice Presiden

Title

Institution (or Private Practice) Name and Address
Newton-Wellesley Hospital
2014 Washington St.
Newton, MA 02162
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