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70 ALL KRC MEDICAL LICENSEES

Dzar Licenszae:

i
On September 28, 157¢ we sent you a letter about an ALARA program 1o
be implemanted by December 4, 1679. We subseguently informed you that
the implementation date was being delayed until March 4, 1580 in order
to revise the model ALARA program to take into account many comments we
receivecd. Enclesed is a revised program which should be implerented
by August 15, 1580. Additional time is being allowed so that
licensess can make appropriate adjustments jn their programs. During
the past two months we have sought and considered the opinions and
comments of many professionals in all areas involving the use of raciztion
in madicine. These discussions have led us to modify several program
elemsnts and to clarify others. The revised program reduces the adrinistrative
burcen on the licensee while still meeting the original goal; to provide
manzgement a tool for maintaining occupational exposures ALARA and to
provide NRC with 2 basis for inspecting ALARA programs.

The original program provided for ectablishment of an Action Level which
was misinterpreted 2s & lowering of the maximum permissible dose limits. |
This was not, and is not, the intention of the program. The revised
program applies the concept of "Investigational Levelis” &s defined in

1CRP Report No. 26 "Recommendations of the Commission on Radiological
Protection,” January 17, 1877. The Investigational Levels in the revised
program are not new dose limits but, as noted in the ICRP repori, serve

2s check points above which the results are consiczred sufficiently
imooriant to justify further investigations. Investigational Levels ere
tools to be used by those in your institution responsible for the management
of radiation safety programs. In determining compliance with regulations,
NRC will be concerned with whether 2 review and/or investigaztion

has been carried out rather than whether the Investigetional Level has

been exceeded.

There was concern on the part of some licensees that improved measurements
would be required to comply with the program. Current methods of recording
personnel exposures for purposes of compliance with 10 CFR 20, §20.101 are
alsb acequzte for use in determining the need for a2 review or investigetion
in accordance with the ALARA program.
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The new program hes been revised to considerably reduce the papervork
burden. Actions to be tzken under the revised ALARA program will be
sncluded in, or covered by, documentetion alreedy required to be raintzined
by licensees. Results of personnel monitoring ere already recorded at
least quarteriy on Form NRC-5 or an equivalent form s required by

10 CFR 20, €20.401. Results of investicetions you make when

an Investigational Level is exceeced should bergégﬁéFf"BT the Radiztion
Tafefy Tommiiee minutes, thus € iminating the nee for & separaté

 private practice nucIea?‘myﬁic1n5‘11censee"wbu1d reed to raintein

review or investigation records but since the majority of these licensees
employ few staff requiring personnel monitoring this obligation should

create mo undue burden.

In the original program, reference was made to guidance provided by U.S.
Nuclear Regulatory Guides 8.10 and B.18. Some interpreted this as @ commitment
for stirict edherence to all aspecis of these guides. The guidance given in
these documents should be reviewed to determine if the benefits, in terms of
additional dose reductions, are justified by the cost of those reductions.
Both guides are now used by the KRC licensing staff as part of the basis for
evaluating license applicetions and radiation safety progréms. NRC will
continue to consider egquivelent a1ternative methods of complying with
the principles contained in the guides and with specified portions of the
Co-mission’'s renulations. You should be aware that these zre only two of
many sources of information available to guide you in meintzining occupational
radiztion exposures at medical institutions ALARA. Enother good reference
cource available from NRC is NUREG-0267, “Principles and Practices for
keeping O-cupational kagiation Exposures At Medical Institutions As Low
ks Reasonably Achievable." The model program zpplies only to the
radiztion exposure of personnel arising in whole or in part from NRC
Jicensed byproduct materiz)s. [Expanding the program to cover other
radiztion workers in your institution 1s an option avei1leble to you.
G o i //
The revised model of an ALARA prooram 1S provided as an enclosure to
this letter. Your institution should adopt this program Or develop &n
equivalent alternztive program for review by NRC. After August 15, 1980
you will csubmit your program when you submit your next renewal or
significant amendment application. 1¥ necessary for clarificetion
or emphasis, you are encouraged to add explanztory text 1o the model
program. 1f accepted, your program will be incorporeted 2s & condition
of your NRC license. There is no need to submit your ALARA program to
NRC wntil such time 25 you amend or renew your license. Howsver, you
should implement the progrém within your institution &s soon as possible,
if you have not ¢1ready done so. Those licensees who have already
subnitted programs in accordance with the original model or &n equivelent
elsernative progrem may either resubmit & revised progrem Or maintain
the program &S propesed uniess notified otherwise by KRC.
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1 would like to emphasize that the ALARA concepl is not new &nd thet
nost 01 the commitments in the enclosed formal program are &lreedy
achered to by those who maintain good rediation safety programs.

Sincerely,

'/1k»75447{{f::--§ A,

J william J. Dircks, Director
Of fice of Nuclear Materizl Sefety
and Safeguards

Approved by GAO
B-130225 (RO658)
Expires 83-05-31
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Radietion Exposures &t vedica) Institutions AR A .

Moce) !rc.gram for lzinteining O:Cu;.eqrae\

) ——{Licensee's heme )
(Dzte)

1. Management Commitment

a. We, the management of this (medical facility, hospitel, etc.)
are committed to the program described in this peper for
keeping uxposures (individual and coliective) ¢ Tow 2$ reasonably
achievabie (ALARA). In accord with this commitment, '€ hereby

g%gg;wmswmmmon for redietion :afety
and w develop the necessary written policy, procecurcs and

f i ster the ALARA conc ept within our institution. The
grganization will incluce @ rzdiation Safety Committee (psc)?

and & Radiestion Safety Officer (RSO).

b. We will perform a forma) annual review of thg_redia;igp sefety
program including AURRE cons1gerations. 1nis shell include
reviews of operating procedures and pest exposure records,
inspections, etc., and consultations with the radistion protection

¢+aff or outside consultants.

c. DModificetion to operating and me intenance procedures anc¢ to

equipment and facilities will be made where they will reduce

exposures unless the cost, in our judgement, is considered to

be unjustified. We will be zhle to demonsireie. if necessary,
Ehil_imnzcxzmenls_ha»e»been_sought.,thiiﬂmodificegigns heve
Qggg_ggg;jggzgd‘,and_xha1HIhex_have_been_imglevegggﬂ_wygFe,reasonebTe.
Where modifications heve been recommended but not implemented, Fos
we will be prepared to describe the reesons for not implementing

them.

d. 1In eddition to mainteaining doses to individuals &s fer below
the limits as is reasonably achievable, the sum of the coses
received by 211 exposed individuals will aiso be meinteined et
the lowest practicable level. It would not be cdesireble, for
example, to hold the highest doses 10 individuals to some
fraction of the applicable limit if thic involved exposing
additional people and significantly increasing the sum of
radiation doses received by a1l involved individuals.

1 private practice.physician licenses do not include & RSC.



11. FRedietion .ety Comtittee (RSC)2 .

2. Review of Proposed Users end Uses

1. The PSC will thoroughly review the guglificetions of each
applicent with respect to the types &nd guantities of
reterizls and uses for which he hes applied to essure
that the applicent will be 2ble to take eppropricie
measures to mzintzin exposure ALARA,

2. When consicering & new use of byproduct meteriel, the RSC
wil) review the efforts of the epplicent to m2intein
exposure ALARA. The user should have systemztized procedures
to ensure ALARA, and shall have incorporétec the use of
specie) egquipment such &s syringe shields, rubber gloves,
etc., in his proposec use.

3. The RSC will ensure that the user justifies his procedures
and that dose will be ALARA (ingividual and coilective).

b. Delegation of Authority

(The judicious celegation of RSC authority is essentiz] to the
enforcement of &n ALARA program.)

1. The RSC will cdelegete authority to the RSO for enforcement
of the ALARA concept.

2.  The RSC will support the RSD in those instances where it
is recessary for the RSO to essert his avthority. _WKhere
the RSO has been overrulec, the Comnittee will record the

- bzsis 767 755 action in the minutes of the Committee's
Guarterly rmeeting. o

¢c. Review of ALARA Program

1. The RSC will encourage 21) users to review current procecures
and develop new procecures 2s appropriate to implement
the ALARA concept. .

2.  The RSC wil) perform & querterly review of occupetional
-radja1inn_zxpcsure_ni1h_nizzicnlnnﬂazxznzinn_Io_jns;gnges
where Investigztional Levels in Table I below ere exceedec.
The principie purpose of this review s to 2ssess trends ir°
occupetionz) exposure 2s an index of the ALARL program
ouality end to decide if ection is warrgntec when Investigztion2)
Levels are exceeded (see parzgréph V1).

ZThe RSO on private practice physicien licenses will a2ssume the responsibilities
of the RSC under Section 1l

'
3The NRC hzs emphasized thet the Irvestigetionz) Levels in this program are nel
new dose limits but, 2s noted in ICRP Report 26, "Recommendations of the
Internation2) Commission on Rediclogical Protection”, serve &s check poirts
above which the results are considered sufficiently important to justify
further investigations.
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The RSC will evaluate our institution's overall efforts
for meéintaining exposures LLARA on en annuel besis. This
review will include the efforts of the RSO, authorized
users, and workers &s well 2s those of ranzgement.

Radiation Sefety Officer (RSD)

Lnnua) and Quarterly Review

Radiation worker

_manag
“the ALARA concept.

Cooperetive Efforts for Development of

Annual review 6f the Radiation Sefety Frogrem. The RSO
will perform an ennuzl review 0f the Fediztion Safety
Program for adherence to ALARA conceptis. Reviews of
specific procedures may be conducted on & mOore frequent

basis.

jew of Occupational Exposures. The RSO

Quarterly rev osur
'W111—Teview’at‘1ééSt‘QUiFtEF1y the external radietion
to determine

exposures of authorized users and workers
that their exposures &re ALARA in accorcance with the

provisions of paragraph V1 of this program.

arterly review of r i2+ion Level Surveys. The
RSO will review radiation levels in unresiricted and .
restricted areas to determine that they were at ALARA

levels during the previous quarter.

Education Responsibilities for an ALARA Progrem

g e briefings &nd educetional sessions
to inform workers of ALARA program efforts. o

SO wi re_lnii_puxbarizeﬁuusers,_nagggrs end
ancillery personnel who m2y be erpesec 1o radiation will be
jnetructed in the ALA i -

hy and informed that

managemen

——

ALARA Procedures

¢ will be given opportunities to participete

formulation of the procedures that they will be required to

in
',—7 follow.

c.
1.
2.
3.
b.
5
2.
c.
.
2.
A

The RSO will be in close contect with all users &nd
workers in order tO develop ALARR procedures for working

with radioactive materials.

The RSO will establish procedures for receiving and
evaluating the suggestions of incividual workers for
improving health physics practices and encourage the use

of those procedures.

: he RSO are coﬁﬁﬁftéa‘tﬁ”implementizg_



d. BReviewing Instances of Devietion {rom Good ALARA Practices

The RSO will investigate 211 known instences of ceviation from
§553‘1;3R176?3cti;gs;_ggg,_jf,pdEEEBTE:f;gigrmﬁne the ceuses.
WFen the cause 1S known, the RSO will require chenges in the
progrem to maintain exposures ALARA.

—

1V. Authorized Users
a. hew Procedures Involving Potential Rediation Exposures

1. The esuthorized user will consult with, &nd receive the
epproval of, the RSO and/or RSC during the pianning sizpe
before using radicactive meterizls for & new procedure.

2. The autho-ized user will evaluzte 211 procedures before

) using radioactive materizls to ensure that exposures will
be kept ALARA. This may be enhanced through the applicetion
of trial runs. ,

b. Responsibility of the Authorized User to Those He Supervises

1. The authorized user will explein the ALARA concept end
his commitment to maintain exposures ALARA to 211 of
those he supervises.,

2. The authorized user will ensure thzt those under his
supervision who are subject to occupational rediation exposure
ere treined and educzted in good health physics prectices
and in meintaining exposures ALARA.

V. FPersons Who Receive Occupationa] Radiation Exposure
g. worker will be instructed in the ALARA concept and its
relationship t0 his working procedures and work congizions.

b. The worker will know whzi recourses are. ayailable if he feels
that ALARA is not being promoted on the job.

V1. Estzblishment of Investigationz! Levels In Order to Monitor Individual
Occupztionz) External Radiation Exposures

This institution (or private practice) hereby estzblishes Investigational
Levels for occupational external radiation exposure which, when exceeded,
will initiate review or investigetion by the Radietion Sefety I
Committee and/or the Radiztion Sefety Officer. The Investicztional
Levels that we have adopted are listed in Table 1 below. These

levels apply to the exposure of individual workers.




Teble 1

Investicztiona] Levels -
(npags-per_cslendar guerser)
LEVEL 1 LEVEL 11

Whole body; head &nd trunk; 125 375

active blood-forming organs;

lens of eyves; or gonads

Hands and forearms; feet and 1875 5625

ankles

Skin of whole body* 750 2250

* Not normally applicable to nuclear medicine operations except those
using significant guantities of beta emitting isotopes.

The Radiation Sefety Officer will review and record on Form NRC-5,
Current Occupztional External Radiation Exposures, or &n equivalent
form (e.g. dosimeter processor’s report), results of personnel
monitoring, not less than once in any calendar quarter, 2$ is
required by 10 CFR 20, §20.401. The following actions will be
taken at the Investigational Levels 2s stated in Table 1:

2. Guarterly exposure of individuals to less than Investigational
Level 1.

Except when deemed appropriate by the RSO, no further action
will be tzken in these cases where an individual's exposure is
Jess than Table 1 velues for the Investigational Level 1. J

b. Personnel exposures equal to Or greztier than Investigational Level
1, but less than Investigational Level II.

The RSO will review the exposure of each individual whose
quarterly exposures equal or exceed Investigational Level 1.
He will report the results of his reviews at the first RSC
meg;%gg_jgllggjng.ibEHQuarze:.when‘the_egpqgure wes recorded.
TT The exposure does not egual or exceec Investigational Level
11, no action re1a1edﬂspeci£ically,ta.the_expgsureﬁig_ggquired
unless deemed appropriate by the Committee. The Committee
wilT, however, consider each such expoesure in comparison with
those of others performing similar tasks as an index of

ALARA program quality and will record the review in the Committee
minutes.
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€. ,Sxposure eq. to or greater then ]nvestig.onﬂ Llevel 1].

The RSO will investigate in & timely manner the ceuse(s) of

211 personnel exposures egualing or exceeding Investigationa)
Level 1] &nd, if warranted, take action. A report of the
investigation, actions tzken, if any, and a2 copy of the individual's
Form NRC-5 or its equivalent will be presented t0 the RSC at

the first RSC meeting following completion of the investigation.
The detzils of these reports will be recorded in the Committze
minutes. Committee minutes will be sent to the management of
this institution for review. The minuies, conteining detzils of
the investigation, will be made availeble to KRC inspectors for
review et the time of the next inspection.

d. Re-establishment of an individua) occupational worker's Investigaticnal
Level 11 Above That Listed In Table 1.

In cases where &2 worker's or & group of workeﬁ“@fexposures need
to exceed Investigational Level 11, & new, higher Investigational
Level 1] may be established on the basis thet it is consistent
with good ALARA practices for that individual or group.
Justification for 2 new Investigational Level 1] will be
documented. .

The Radiation Safety Committee will review the justificztion
for, and will approve, 211 revisions of Investigetional Levels
11. In such cases, when the exposure equals or exceeds the
newly established Investigational Level 11, those actions
listed in paregraph ¢ above will be followed.

VI1. Sicrature of Certifying Official®

1 hereby certify thet this institution (or privete practice),
has implemented the ALARA Program set forth above.

., ’a&)//fyg ) 0

1gnature

Allston J. Morris, M.D.
Name (print or type)

Vice President for Medical Affairs
Title

Institution (or Private Practice) Name and Address:

The individual who is authorized to make comnitments for the adminicstration
of the institution (e.g., hospita] administrator, etc.) or, in the case
of a privete practice, the licensed physician. 057k




