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Radiation Safety Of fice, CL 159

"

ATTN: Maci Richard, M.S.
541 Clinical Drive
Indianapolis, IN 46202-5111

Dear Mr. Richard:

This is in reference to your application dated February 12, 1992 and letters
dated October 14, 1992, June 15, 1993 and August 27, 1993, requesting certain
exemptions from 10 CFR Part 20.

Your requests for exemption of 10 CFR 20.1301(a)(1) and 20.1301(a)(2) as
they pertain to your brachytherapy and radiopharmaceutical therapy programs
are still being reviewed for technical merit. You will be notified at the
conclusion of our review.

In accordance with Section 2.103, Part 2, Title 10, Code of Federal
Regulations, some of your requests are hereby denied for reasons set forth
below.

1. 10 CFR 20.2106: Recordkeeping requirements for personnel monitoring

The old NRC Form 5 is not an appropriate document to record all the
information required in the revised Part 20, such as total effective
dose equivalent, committed effective o se equivalent, and so on.
Accordingly, we are denying your request for exemption to 10 CFR
20.2106.

Therefore, you must use the new form or equivalent to implement the
revised Part 20. An equivalent form would be one that contains at
least all of the information on the revised NRC Form 5.

2. 10 CFR 20.2104(d): Recordkeeping requirements for exposure history

The old NRC Form 4 is not an appropriate document to record all the
information required in the revised Part 20, such as internal dose.
Accordingly, we are denying your request for exemption to 10 CFR
20.2104(d).

.

Therefore, you must use the new farm or equivalent to implement the
revised Part 20. An equivalent form would be one that contains at Ai
least all of the information on the revised NRC Form 4.
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3. 10 CFR 20.2104(f): Personnel monitoring record retention

Your request for exemption to 10 CFR 20.2104(f) does not give reasons
for requesting the exemption, propose an alternative, or discuss the
burden of the recordkeeping retention requirements. Therefore, we are
denying your request for exemption to 10 CFR 20.2104(f).

As provided in Section 2.103 of 10 CFR Part 2, you have the right to request a
hearing concerning these denials. If you wish to request a hearing, it must
be submitted within 20 days from the date of this letter to the Secretary of
the Commission, ATTN: Chief, Docketing and Service Branch, U.S. Nuclear
Regulatory Commission, Washington D.C. 20555, with a copy of the Assistant
General Counsel for Hearings, U.S. Nuclear Regulatory Commission, Washington,
D.C. 20555.

The request should reference this letter and Docket Number 030-01609.

Sincerely,

]/ w .m
IJghn B. Martin

Regional Administrato

Enclosure: 10 CFR Part 2
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3, 10_CrR 20.1104(ft: Personnel monitoring record rotention

Your request for exemption to 10 CFR 20.2104(f) does not give reasons
for requesting the exemption, pro' pose an alternative,' or discuss the
burden of the recordkeeping retention requirements. Therefore, we are
denying your request for exemption to 10 CTR 20.2104(f).

As provided in Section 2.103 of 10 CFR Part 2, you have the right to request a
hearing concerning these denials. If you wish to request i, hearing, it must
be subeltted within 20 days from the date of this letter to the Secretary of
the Commission, AITN: chief, Docketing and Servico Branch U.S. Nuclear
Regulatory Coamission Washington D.C. 20555, with a copy o,f the Assistant-
General Counsel for lleariegs, U.S.' Nuclear Regulatory Commission. Washington,

.

D.C. 20555.

The request should refererce this letter and Docket Number 030-01609.

Sincerely.

~

.. -

. - s.

John D. Martin
= Regional Adainistrator * * * -
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Enclosure:''10 CFR Part 2 ' * ' ' "~' '

y. . . . . . . . . . . . . . , . . ... . , , . . . . . . , . . . , . . . . .. .. . . . .
,

. . .

. . . . . . . .. .
. . , . . . . . . . . . . . . . . . .-. .

* '

. .. , . .

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

4 ' .h .>.,
, ,, .

,. - ..v.. - .x. . . * . .. - s. s.o.~ s.*.s~*..=*s'
,

*. , v 7.f _ n.s s e e nn.sr. . e , mo . * *

... . . . , . . . . . .

".a....,... .- ... . ... . .!r,. ../
. .. ., ol h. .

.

(
_ .

,
.. _

Y'Rill Kl SP N.
'

RIII
Ga n , aw ra tano

, 43 Axelson
RIII RIII Rlll R11J

Pawlik Berson Miiler Martin

a
l

.. .. .

_ _ . _ _ _ _ _ _ _ _ _ _ _ _ . . - - - _



M
w y

CONVERSATION RECORD | TIME |DATE

11-24-93
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Mack Richard IN University 317-274-4797

5'2Ji:7
C/N 95384

I Lic. # 13-02752-03

WAcf
; Per Roy Caniano's request, I discussed the contents of the eminent denial

letter regarding exemptions to 10 CFR 20 prior to mail out.

The 1icensee underntood the contents of the letter.
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MEMORANDUM FOR: Roy J. Caniano, Chief-
Nuclear Materials Safety Branch
Division of Poliation Safety

and Safeguards, RIII

FROM: Frederick C. Combs, Chief
Operations Branch
Division of Industrial and

Medical Nuclear Safety, NMSS

SUBJECT: RESPONSE TO TECHNICAL ASSISTANCE REQUEST FROM INDIANA
UNIVERSITY, INDIANAPOLIS, INDIANA (CONTROL NO. 95384)

This memorandum responds, in part, to your technical assistance request (TAR)
dated September 7, 1993 (see Enclosure 1), regarding an Indiana University
request for exemption from various sections of the revised 10 CFR Part 20. We
are withholding decision at this time regarding the licensee's request for
exemption from 10 CFR 20.1301, while we coordinate with the Office of the
General Counsel. We will provide you with a response to Items 1 - 4 of the
TAR once that issue is resolved. This memorandum responds to Items 5 - 7 of
the TAR.

In Item 5 of the TAR, the licensee notes in their license renewal application
that they do not intend to follow the requirements of 9 20.2106 because their
personnel monitoring vendor has not begun using the revised versions of NRC i
Forms 4 and 5 and transcription by hand would "be overly burdensome." The j
licensee's request for exemption should be denied. The old NRC Form 5 |
(S 20.2106 only addresses Form 5) is not an appropriate document to record all I

the information required in the revised Part 20, such as total effective dose
equivalent, committed effective dose equivalent, and so on. The licensee must
use the new form or equivalent to implement the revised Part 20. An |
equivalent form would be one that contains at least all of the information on

'

the NRC Form 5.

In Item 6 of the TAR, the licensee notes in their license renewal application
that they do not intend to follow the requirements of s 20.2104(d) for the
same reasons stated above. The licensee must use the revised NRC Form 4 or
equivalent to meet the requirements of s 20.2104(d), because the old NRC Form
4 is not an appropriate document to record all the information, especially
information on internal dose, that is required in the revised Part 20. An
equivalent form would be one that contains at least all of the information on
the NRC Form 4. The licensee's request for exemption from 20.2104(d) should
be denied.

In Item 7 of the TAR, the licensee notes in their license renewal application
that they do not intend to follow the requirements of 5 20.2104(f). However,
the licensee does not give reasons for requesting the exemption, propose an
alternative, or discuss the burden of the recordkeeping requirements. We
agree with your recommendation to deny the licensee's request. .
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Roy J. Caniano -2-

A copy of Regulatory Guide 8.7, Revision 1, " Instructions for Recording and
Reporting Occupational Radiation Exposure Data," is enclosed for you to
provide to the licensee (see Enclosure 2). This regulatory guide provides
information that may be helpful to the licensee regarding the new NRC Forms 4
and 5.

If you have any questions regarding this TAR, please contact Scott Moore at
(301) 504-2514.

/ b (I )

Fehkri, dombs,Ah [
Jons ranchOpera [ionofIndustrialandDivil

Medical Nuclear Safety, NMSS

Enclosure: As stated i
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Requests exwution to recording exposure history to include all of the
infor mation required b N; r ym .1
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,Ab question was raih regarding the offective(,)lf-life of 28 hours |
'~ '

-

I utilized in'our calculations. This half-life is based upon our - ;

jeriencewithpatientsundergoingtreatmentforthyroidcarcinoma. Due
' '

!

,o the fact that these patients have had a thyroidectomy, they have Qttle !
remaining thyroid tissue. Thus, the biological rate of release for I is
much more rapid than an. individual with a normally functioning thyroid
gland. The value cited in ICRP 30 (7.6 days) is for a normal individual, -|
not a patient. j

l
VII. Based upon the aforementioned information, the expected duration of 1

operations in excess of the 10 CFR 20.1301(a) limits would be only a few
days each year. In the event that we would find that such limits are being
exceeded > 30% of the time (our definition of " frequent"), additional
shielding will be obtained or administrative restrictions implemented to
assure such deviations above the limits are both infrequent and in keeping
with the ALARA philosophy.

Resoonse ts! It_e.m 2. 91 Julv E 1993 HBq Letter.e

The rationale for not implementing the recordkeeping requirements of 10 CFR
20.2106 and 10 CFR 20.2104(d) and (f) were explained in item 14 of our
rc:ponse (dated October 14, 1992) to the original NRC deficiency letter i

dated August 11, 1992. That rationale was specifically discussed with Mr. !
Kevin Null and Mr. Mike McCann during their site visit for our NRC license j
renewal. At that time, Mr. McCann specifically instructed us to include ;

our rationale for not following the aforementioned recordkeeping require- i
ments and it was his opinion that such action was indeed appropriate. |

.
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13.C. Review added Attachment 11-2 and revised item IV.C.3. on page 11-3.

13.D.(1) The effluent release is based upon the revised 10 CFR 20,
Appendix B, Table 2, Col. 1 values. It is our understanding that these
values already include safety factors for ALARA.

3 3
13.D.(2) The release value for H (and H equivalent values) is based upon
the revised 10 CFR 20 as mentioned above.

13.D.(3) As was discussed during the October 16, 17 site visit, the
procedure specified in the initial application for computing the sum of the
ratios value is equivalent to that specified in 10 CFR 20.

13.D.(4) Review added item VI.C.7. on page 11-5.

13.D.(5)a. Review revised item VI.F.1.a. on page 11-6.

13.D.(5)b. Review revised item VI.F.4. on page 11-7.

14. It is our intent to follow the revised 10 CFR 20 with some notable
exceptions. First of all, the requirements of 10 CFR 20.2106 and 10 CFR
20.2104(d) and (f) require that records of individual monitoring results be
maintained on revised versions of NRC Forms 4 and 5. Currently, personnel
monitoring reports generated by our personnel monitoring vendor are
designed to follow the current 10 CFR 20. Although the revised NRC Forms 4
and 5 have been published, our personnel monitoring vendor has not yet
adopted the new format. It would be overly burdensome for us to transcribe
the information from the old NRC Forms 4 and 5 to the new versions of same.
We discussed this matter with a representative of our personnel monitoring
vendor. He indicated that the new format which will be equivalent to the
new NRC 4 and NRC 5 forms should be available in the latter part of 1993.
Therefore, we will begin maintaining records on the new NRC Form 4 and 5
when our personnel monitoring vendor has adopted that format.

Note 1: A typographical error was noted in Item 10N - Program for Main-
taining Radiation Exposures As Low As Reasonably Achievable (ALARA).
Please remove page 10N-1 from the initial application and replace it with
the revised page 10N-1.

Note 2: An attached revised TABLE OF CONTENTS which reflects sections or
attachments which have been changed or added should replace the original
TABLE OF CONTENTS in the initial application.

|

|
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p uaw U.S. NUCLEAR REGULATORY COMMISSION Revision 1
./ yo June 1992

%*es )OFFICE OF NUCLEAR REGULATORY RESEARCHREGULATORY GUIDE
E

L

REGULATORY GUIDE 8.7
(Draft was issued as DG-8007)

INSTRUCTIONS FOR RECORDING AND REPORTING OCCUPATIONAL
| RADIATION EXPOSURE DATA
l

A. INTRODUCTION sis for this guide. Tne information collection require-
) ments in 10 CFR Part 20 have been cleared under
| Section 20.1502 of 10 CFR Part 20, " Standards OMB Clearance No. 3150-0014. The existing re-
! for Protection Against Radiation," requires licensees quirements for NRC Forms 4 and 5 were approved by

to provide radiation monitoring for all occupationally the Office of Management under approval numbers
exposed individuals who might receive a dose in ex- 3150-0005 and 3150-0006. The amended informa-
cess of 10 percent of the limits in 10 CFR 20.1201, tion collection requirements reflected in this gu de
20.1207, or 20.1208. In 10 CFR 20.2106, licensees and contained on the revised NRC Forms 4 and 5 will
are required to maintain records of the radiation ex- not become effective until alter they are approved by

; posures of all individuals for whom personnel moni- the Office of Management and Budget. Notice of
! toring is required (pursuant to 10 CFR 20.1502). Ac- OMB approval will be published in the Federal Regis-
| cording to 10 CFR 20.2104, the dose in the current

ter.

| monitoring year must be determined for all persons
I who must be monitored, and this information must be B. DISCUSSION

recorded on NRC Form 4 or equivalent. In addition,
10 CFR 20.2104 requires that, prior to allowing an This guide is structured to reflect the process a
individual to participate in a planned special expo. licensee would go through in deciding whether or not
sure, records of all prior exposures must be acquired, monitoring for occupational exposure to radiation is
Records of prior dose must be maintained on NRC required under the revised 10 CFR Part 20. The
Form 4 or its equivalent. Further,10 CFR 20.2206 guide describes acceptable methods for determination
requires certain licensees to submit an annual report of prior exposures, records of monitoring provided,
to NRC of the results of individual monitoring, and reporting that are needed to comply with 10 CFR

Part 20. NRC Forms 4 and 5 are provided. A format
This guide describes an acceptable program for for electronically reporting exposure data to NRC is

the preparation, retention, and reporting of records provided in Appendix A.
of occupational radiation exposures. It includes cop-
ies of NRC Forms 4 and 5 and detailed instructions In rder to avoid confusion with the acronym for
on completing them. effective dose equivalent (EDE), the abbreviation

LDE is used to epresent the eye (lens) dose equiva-;

i Any information collection activities mentioned lent, as defined in 10 CFR Part 20. The term total
in this regulatory guide are contained as requirements organ dose equivalent (TODE) has been added, and
in 10 CFR Part 20, which provides the regu'atory ba- it means the sum of the deep dose equivalent and the

l'sNFC ELGU1AloRY OUIDrs The guides are Ir. sued in the following ten broad divisions:
Regufatory Guices are issued to describe and make available to the pub-
lac methods acceptacte to the NRC staff of implementmg specific parts
of the CommisskWs f cgulations, to dehneate techniques used by the I EU*D' N'8CIOf8 Il P
staff in evaluating speerfic protalems or postulated acc4 dents, or to pro- 2. Research and Test Reactors 7. T'UddCISranr.portation

vide guidance to appbcants. Regulatory Guides are not substitutes for 1 Fuels amt Matedals Faculities 8. occupational Health
regulations, and compliance with them is not required. Methods and 4 rnvironrr. ental and Siting g. Antitrust and financial Review

solutions diffe ent from those ut out in the guides wll1 be accepta is if 6 MatenaQ aM Rant RomcHC9 % Generalr

they provide a bars for the fendings requistle to the issuance Dr Contmu-
ance of a perrnit or beense by the Commission. '

Copies of issued gu' des may be purchased from the Government Printing
This gukje was lasued a'ter consideration of comments received from Office at the current GPO pnce. Information on current GPo prires may
the pubbc, Comments and suggestions for improvements in these be ottamed by contacting the Superintendent of occurtwnts, U.S.
guides are encouraged at all times. and guidos will be revised. as sp. Gmernment Printmg Office, Post Office Box 37082. Washington. DC
propnate, to accomrnodate comments and to refisct new mformation or 20013-7082, telephone {2G2)275-2060 or (202}27s-2171,
expenence.

Wntien comrnents may be submdted to the Hegulatory Pubhcations issum! guktes may also be purchased from the National Technicallnfor-
branch, ofIPS. AHM, U S Nuclear Regulatory Commiss*on. Washmg+ mateon Service on a standing order basts, Detalls on this service may beton, oC 205%. obtained by writing NTIS. 528s Port Royat nond, springf+ eld. VA 22 t61.

|
f

Enclosure 2
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committed dose equivalent to the organ receiving the 1.3 Documentation of Prior Exposures
highest dose as descnbed m 10 CFR 20.210h(a)(6).

I or those indm. . duals for whom monitoring is re-
.

C. RI GULATORY POSillON qu e m na no cu m nt year expmum at,

other facilities is required by 10 CFR 20.2104. To,

1. Dirl ERMIN ATION Ol' MONIIORING document the determination of current year expo-

H l.Q UI R E M I:N'I S
' lhe individual to be rnonitored must provide an

NRC 1 orm 4 signed by the mdwidual or a written
. statement that includes the names of all facilities thatAccordme to 10 C H, ,0.150, if an aduh is

hkcly to recene m I provided monitoring f or occupational exposure to ra-c .

cent of ans appla alu, lear a dose greater than 10 per-diation dunng the current year and an estimate of the
,

momtoring is required.e nnut,
dose received. Although not required by the regula-.t he hcensee snould perfono an esaluation of the
nons, it is considered good health physics practice todose the indnidual is hkely to receive pnor to allow- verify the information provided by the individual...

me the indaidual to recche the dose. .!.!us evaluanon
- V.enfication may be documented with:

.

need m>t he made for every mdmdual; evaluations

can be made for employees wah similar job functions An NRC Form 5 for each listed monitoring pe-*

or sunk aren Further gunlante on esaluating the nod, or
_

need to proude roomtonng is prmided in Regulatory Electronic, telephone, or f acsimile transfer of N
e

Guide A.M, "Monnoring Cruena and Methods To dose data provided by licensees listed on the
Cak ulaic Oc t up.uinnal Do: ev ' written statement, or

An NRC Form 4 countersigned by a licensee or1.1 If Monitoring is Not Required e

current employer. fIf tin, prmpectwe esaluanon shows that the mdi- In addition,10 CFR 20.2104(a)(2) requires that
udual n not likth to exceed 10 percent of any apph- hcensees attempt to obtain the records of lifetime cu-
table lunit, there are tro recordkeeping or reporting mulative occupational radiation dose. To demonstrate
iequuements m regard to the indmdual's exposure. compliance with this requirement, the indwidual to be (For indn eJuah who recened exposure at other facih- monitored may provide a written estimate of the cu- |
nes in the tunent sear, the presious do:.e need not be mulative lifetime dose or an up-to-date NRC Form 4
comidered in thn prospecthe evaluation. Only dose signed by the individual. This information need not
that could lic received at the f acihty performing the be verified so long as the indwidual does not partici-
evaluanon need be consdered when determining the pate in a planned special exposure.
need for morntoring and, therefore, the record-
keenng and reporung requirements. If it is deter- NRC, Forms 4 and 5 and termmation letters or

noned that unmi:oring h not required and a subse- reports, which report the results of morntoring prior
quem evaluanon shows that the 10 percent threshold to implementation of the revised 10 CI.R Part 20,
has or wi!! be exceedt d, the done received when may be used without recalculating dose according to.

tmonitonng was not prosided should be estimated, re- the requirements of the revised 10 C,FR Part 20. F.or

cordeu,, and reponed .t.hese estimates can be based the pmpose of assessing prior dose, whole body dose
on an3 combmanon of work ,iocation radiation moni- in rem as reported on the old (1981 or earlier) NRC
tonny or suney resuhs, monnorine results of indn. .du- Forms 4 and 5 can be considered equivalent to total

i

als m smular work 'nuanons, or other estnuates to effective dose equivalent (.FEDE).
prodm e a "heu , sumate' of the actual dose re- 1.4 Records of Prior Exposure for Persons
E #d Participating in Planned Special Exposures

li m.nnioimg n not requaed to demonstrate com. If there m any periods of exposure during the
phance wnh Al hnuts but is regiured relative to one or hfe of the monitored individual that have not been

.

i

determined and documented, participation in amor e * pet the bon:s. the hcentee should emer NP"
in the bli>cks on NRC I oims 4 and 5 to mdicate the plannM special exposure is not perrnitted. Accept-
ateas fm uin;h monnonn; u as not required f e.g., ex- abk documentation of prior exposure is similar to
tremity or skm dmes). Where monitorine was pro- that required for documentmg current-year exposure.
sided l'ut not meranah!c. the htemce sliouhi enter Alternauvely, the licensee rnay request in writing that
" N i l" for %t Detectable - a report of the monitored individual's exposure his-

tory be provided by the NHC. To request an exposure
1.2 If Monitoring 1s Required history, the beensee may send a request signed by the

momtored indwidual to:
!! the prwpecme culuanon shows that the indi- REIRS Project Manager

4s Hual n hke|y to cu ecd 10 percent of an applicable Of fice of Nuclear Regulatory Research
hnnt. monnoung n respured t 10 Cl R 20.1502). Re- U S. Nuclear Regulatory Commission
cordmg and repmtmg of the resuhs of monitoring per- Washington, DC 20555
formed. t ecarJless of the actual dose recewed, is re-
qu: red by 10 CFR 2n.210Ma) and 20 220Mh) re. The request should contain the social security
Tet tn eh . number (or other unique identifymg number) of the

8.7-2 ''
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rnonitored individual authorizing release of the 2.2 Dose Calculations for CDE and TODE to
information and the name and address of the person the Maximally Exposed Organ
or licensee to whom the report should be sent. The

f REIRS database contains only reports submitted by Licensees are required by 10 CFR 20.2106(a)(6)
i* the seven classes oflicensees required by 10 CFR Part to record the total organ dose equivalent (TODE),

20 to report occupational exposures. Any missing which is the sum of the deep dose equivalent (DDE)
monitonng periods should be obtained directly from and the committed dose equivalent (CDE) to the or-
licensees. gan receiving the highest dose. Organ doses need not

be calculated if the committed effective dose equiva-
1.5 Individuals with No Social Security Number lent (CEDE) does not exceed 1 rem and there are no

overexposures in any dose category within the moni-
Doses to individuals who do not have a social se- toring year, including doses previously reported by

curity number, such as citizens of foreign countries, other licensees. In this case, the licensee may record
should be reported using another unigtme identi- "NC" for "Not Calculated" in items 16 and 18 on
fication number, it is important to record the type of NRC Forms 4 and 5. If during the course of the year
identification used in the data block labeled "lD the dose to date for the year exceeds 1 rem CEDE or
type" that follows the " Identification Number" data the individual receives an overexposure in another
block on NRC Form 4 and 5. The appropriate code dose category, the CDE to the maximally exposed or-
li(ted below should be inserted in the blank labeled ran must be calculated, recorded, and reported.

,

IID Type. When CDE and TODE to the maximally exposed or-
ran must be calculated, the licensee should refer to
Regulatory Guide S.34, " Monitoring Criteria and

ID TYPE CODE Methods To Calculate Occupational Doses."

" " '"
U. S. Social Secunty Number SSN

A declared pregnant worker is a worker who has '

f Passport Number PPN voluntarily informed her employer in writing of her
Canadian Social Insurance Number CSI pregnancy and the estimated month and year of con-

cepuon. The embryo / fetus' dose for the entire gesta-
Wmk Permit Number WPN tinn penod must be recorded (10 CFR 20.2106(e)),

,

but need not be included on NRC Forms 4 and 5.INDEX Identification Number IND Multiple records are not required in the case of twins,
! Other OTil triplets, etc. Any dose measured to demonstrate com-
h pliance with 10 CFR 20.1208 must be recorded.

The use of licensee-generated idenufication num- Licensees should be sensitive to the issue of per-
bers should be avoided whenever possible. sonal privacy with regard to (.mbryo/ fetus dose. If re-

quested by the monitored woman, a letter report may
2. RECORDS OF MONITORING RESUI.TS be provided to subsequent licensees to document

f FOR INDIVIDUALS FOR WIIOM prior embryo / fetus dose. Further guidance on assess- !

MONITORING IS REQUIRED ing do'e to the embryo / fetus is provided m Regulatory )
Guide 8.36, " Radiation Dose to the Embryo / Fetus "

The preparation of NRC Form 5 with the infor-
2. 4 'l.r ansmittal of Reports to the NRCmation clearly and legibly shown, or the collection of

all the information requested by NRC Form 5 using Certain hcensees are required by 10 CFR
paper or elecuonic media (see Appendix A), is re- 20.2206(c) to submit reports of monitoring for the
quired by 10 CFR 20.2106. Such a record must be previous year to NRC on or before April 30. These |
maintained for each individual for whom personnel reports should be sent to-
monitoring is required by 10 CFR 20.1502. In addi- '

tion, certain classes of licensees report the results of ElRS Proket Managn
this monitonng to NRC pursuant to 10 CFR 20.2206 Office of Nuclear Regulatory Research
either by submitting copies of NRC Form 5 or by U.S. Nuclear Regulatory Commission

'

transmitting the required informanon to NRC through Washington, DC 20555
electronic media. This report is filed annually. in-

According to 10 CFR 20.2206(b), " .The licen-structions and additional information pertinent to
each item are contained on Form 5. see shall use Form NRC 5 or electronic media con-

taining all the information required by Form NRC 5.'
2.1 Multiple lladges 2.5 Electronic Reporting of Exposure Data

m Further guidance on interpreung the results of Licensees are encouraged to record and report
multiple dosimetric devices placed at ddferent loca- these data electronically. The format for reporting )

( tions w thin a single dose category is provided in radiation exposure data in an electronic,
Regulatory Guide 8.34, " Monitoring Criteria and machine readable format is provided in Appendix A |
Methods To Calculate Occupational Doses." of this guide. I

1

S.7-3 )
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D. IMPLEMENTATION with specified portions of the Commission's
The purpose of this section is to provide informa. regulations, the methods described in this guide will

tion to applicants and licensees regarding the NRC' be used in the evaluation of applications for new
staff's plan for using this regulatory guide. licenses, license renewals, and license amendments

Except in those cases in which an applicant pro- and for evaluating compliance with 10 CFR
poses an acceptable alternative method for complying 20.1001-20.2401.
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Mr APPENDIX A 'WP-

FOR51AT FOR ELECTRONIC TRANS511SSION OF EXPOSURE DATA

introduction e File name Descriptive name of the,

/ file or files contained on
b The following outlines a means by which licensees the disk.

may satisfy the requirements of 10 CFR 20.2206, e Date Created Date each file was cre-
| " Reports of Individual Monitoring " in an electronic ated.

format by submitting rnagnetic disks, cartridges, or Operating system Operating system ande
tape with formatted radiation exposure data. version used to format,

!

the disk.
Media Requirements * Contact Name and telephone

. number of the person
! The following data storage media are compatible with knowledgeable about
! the Radiation Exposure Information Reporting Sys, each file.

tem (REIRS). The electronic media listed below are * Other instructions Cornments or explana-
preferred by NRC for these submissions and are pre- tion regarding the sub-
sented in the order of preference. However, licensees mission, the actual date,
are encouraged to submit data on whatever system is the data format, or the

compatible with their existmg systems. Other forms of other important infor-
*""""'data submission may also be acceptable. NRC will

Signature and date Dated signature of theprovide additional guidance to licensees upon request *

to the REIRS Project Manager. licensee's authorir.ed
representative responsi-

* "'PC Diskettes
Expected Data

3M" or sjf" One routine Form 5 is expected for each monitored
;j Double sided, high or double density individual at the facility for the monitoring year.2

\ Standard IBM-DOS format There may also be a Form 5 for a planned special
ASCII character format exposure for some individuals. Because there should

be few repetitions of employee information, the em-
Magnetic Tape playee information is included in the Form 5. The

primary license number is also included in each Fonn
5 to ensure that the records are assigned to the8 rmu tape cartridees

Data quality pr per fadty.

ASCll or EBCDIC format File Structure

The file structure consists of a IIeader Record, which
Transmittal Letters provides information about the source of the data file,

followed by Form 5 dose records and supporting
With the submission of each disk, tape, or cartridge, Form 5 intake records. Each record contains only

ASCll or EBCDIC printable characters and is termi-
| the licensee sbauld also subrm.t a transmittal letter nated with a Carriage Return (CR) and a Line Feed

containing i.iformation that will minimi7e processing (LF). All empty space in a field is padded with
| time and help resolve possible discrepancies. Each spaces. Text strings are expected to be left justified in

letter should contain the following information as a a field and numbers are expected to be right justified
minimum: in a field.

i

t

U
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11eader Record

The following record type occurs only once at the top of, each data file to identify the source of the data.

Start 1:nd
l'ield Width Col. Col. Description

Primary _ License 13 1 13 Primary NRC license number.

Preparation _Date 8 15 22 Date the record was written to the data
file formatted as 'YYYYMMDD.'

Licensee _Name 72 24 95 Name of NRC licensee.

Contact 72 97 168 Name of person to contact for further
ir formation about this data file.

Phone _Nurnber 14 170 183 Contact's phone number.

Ot her_ License _1 13 185 197 Other related NRC license numbers.

Other License 2 13 199 211 Other related NRC license numbers.

Other License 3 13 213 225 Other related NRC license numbers.

Other 1.icense 4 13 227 239 Otr.er related NRC license numbers.
"

Other License 5 13 241 253 Other related NRC license numbers.

Other License 6 13 255 267 Other related NRC license nurnbers.

Other License 7 13 269 281 Other related NRC license numbers.

Other 1.icense 8 13 283 295 Othar related NRC license numbers. '

Otber License 9 13 297 309 Other related NRC license numbers.

Ot he r_ Lice nse_10 13 311 323 Other related NRC license numbers.
I

1

l

O
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| Form 5 Dose Record
{ The following record type occurs once for each Form 5 being reported. h is followed by zero or more Form 5

Intake Records.

,

Start 1:nd
Field Width Col. Col. Description

Employ ee_ID 12 1 12 SSN. PPN, CSI, WPN, IND, or OTil.

ids should have no punctuation.

ID_ Type 3 14 16 'SSN ' 'PPN,' 'CSI,' 'WPN,'

'IND,' or 'OTil' |

Primary _ License 13 18 30 Primary NRC license nurnber.

Preparation Date 8 32 39 Date the record was written to the data
file formatted as 'YYYYMMDD.''

I Record _ Type 1 41 41 'D' = DOSE

First_Name 25 43 67 Employee's full first name
(no nicknames).

Middle _ Initial 1 69 69 Employce's middle initial.

La st_Name 25 71 45 Employee's last name. Titles such as
"Jr" should be separated from the lasti

i name by a space. No punctuation should be
used in the title.

( Sex 1 97 97 Employee's sex.
'M' = Male and 'F' = Female

Dirt h_Date 8 09 106 Employee's date of birth
('YYYYMMDD'). |

Monitoring _ Start 8 10S 115 Date monitoring began
I ('YYYYMMDD'). This is typically
I January 1 of the monitoring year for

everyone except new hires.
_

Monitoring _End 8 117 124 Date monitoring ended
('YYYYMMDD'). This is typically
December 31 of the monitoring year for
everyone except terminations.t

Report _ Type 1 126 126 'R' = Record, or 'E' = Estimate

Exposure _ Type 1 128 128 'R' = Routine, or 'P' = PSE<

8.7-11
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Start End j

Field Width Col. Col. Description I

GDDE 8 130 137 Deep dose equivalent in rems. This can
be formatted as '999.999.'

LDE 8 139 146 Eye dose equivalent to the lens of the i
eye in rems. This can be formatted as '

'999.999.'
'

SDF._WB 8 148 155 Shallow dose equivalent, whole body in
rems. This can be formatted as '999.999.'

SDE_.\1E 8 157 164 Shallow dose equivalent, max extremity in
rems. This can be formatted as '999.999.'

,

1

CEDE 8 166 173 Comrnitted effective dose equivalent in
te ms. This can be formatted as '999.999.'

1

CDE 8 175 182 Conynitted dose equivalent. This can be
formatted as '999.999.'

TEDE 8 184 191 Total effective dose equivalent. This can be
formatted as '999.999.'

TODE 8 193 200 Total organ dose equivalent, maximally
exposed. This can be formatted as '999.999.*

O

1

|

|
|

| 1

I

O
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Form 5 Intake Record '
i

l
The following record should be provided for each intake on the Form 5 heing reported.

|

[ Start End
Field Width Col. Col. Description

l
l Employee _ID 12 1 12 ids should have no punctuation.

1 D_T> pe 3 14 16 'SSN,' 'PPN,' 'CSI,' 'WPN,' 'IDL,' 'lN D,' or
| 'OTi L '

Prima ry_1. ice nse 13 18 30 Prirnary NRC license number.

f Preparation _Date S 32 39 This is the date from the parent Form 5
Dose Record formatted as 'YYYYNIN1DD.'

Record Type 1 41 41 'l' = Intake
1

Radionuclide 9 43 .51 Radionuclide abbreviation with the hyphen.

Class 1 53 53 'D,' ' Y,' 'W,' 'V,' or 'O' for other.
t
'

51 ode 1 55 55 'll' = Inhalation, 'll' = Absorption, 'J' =
l Injection, 'O' = Ingestion

___

Intake 10 57 66 The amount of Ci for the radionuclide,

This can be expressed in scientific notation
using the format '+9.999E+99' or as a
decimal number of less than 9 digits.

|

|
|

|
|

8.7-13
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Forrn 5 Comment Record

The following record type occurs only when comments are necessary to explain special exposure calculations or
overexposures.

Start End
Field Width Col. Col. Description

Employee,,l D 12 1 12 ids should have no punctuation.

ID_ Type 3 14 16 'SSN,' 'PPN,' 'CSI,' 'WPN,' 'lDL,' 'IN D,' or
'OTil . '

Primary _ License 13 18 30 Primary NRC license number.

Prepa ration _Dat e 8 32 39 This is the date from the parent Form 5
Dose Record formatted as 'YYYYMMDD.'

Record _ Type 1 41 41 'C' = Comment

Conunent 240 43 282 Explanatory comment when needed.

O

O
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REGUI.ATORY ANALYSIS |i

A separate regulatory analysis was not prepared the guide. A copy of the " Regulatory Analysis for the
for this regulatory guide. The regulatory analpis Revision of 10 CFR Part 20" (PNL-6712. November
prepared for 10 CFR Part 20, " Standards for 1988), is available for inspection and copyuig for a
Protection Against Radiation" (56 FR 23360), pro- fee at the NRC Public Document Room, 2120

vides the regulatory basis for this guide and examines L Street NW., Washington, DC, as an enclosure to
1ne coms and neoent, of the ,uie aumniemented hs Part m

,
,

|
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RADIATION
Sq[3y ()|y]q August 27, 1993

Robert G. Gattone, Jr.
Nuclear Materials Licensing Section
U.S. Nuclear Regulatory Commission
Region III Office
799 Roosevelt Road
Glen Ellyn, IL 60137-5927

Re: Control Number 95384

Dear Mr. Gattone:

Attached please find our responses to your letter dated
July 16, 1993. As evidenced by our extensive response,
we consider this an issue of great importance.

Should you have any questions, please do not hesitate to
contact this office. Thank you for your consideration in
this matter.

Sincerely,
_

' d'
'

f A6
Mack L. RichaEd, M.S. I

Radiation Safety Officer

Attachments: 1

Clinical Buikling 159
541 Clinica!1) rive

Indianapohs. Indiana

46202-5111

317-274-4797

f at 317-274-2332

RECEIVED !

i

IUSchon/ofh/icine SEP O 21993 )
Il!.1fedical Cmhr &
.euewaa,,e REGION III

L
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.# Jd3FIFICATION FOR EXCEEDING LfRTTS
SPECIFIED IN 10 CFR 20.1301(a)-

.

Resnonse to item 1 of July 16, 1993 NRC Letter |
.

I. We have performed an extensive review of direct radiation surveys in
and around hospital rooms where our brachytherapy patients are located.
Based upon that review, the following information has been obtained:

A. Over the past 1.5 years, approximately 18% of the surveys indicate |
that the instantaneous exposure rate at one foot outside the patient I
room door exceeded 2 mR/hr. Of those measurements, the highest was j
4.5 mR/hr and the average was 3.1 mR/hr. j

1

B. Over the same time period, only 3% of the surveys indicate that |

the instantaneous exposure rate at one foot from the barrier in an |
adjacent patient room exceeded 2 mR/hr. One of those was 3.2 mR/hr j
and the other was 3.7 mR/hr. i

|
C. While the calculated integrated exposure (based upon treatment
time) in the room doorways exceeded 100 mR, utilizing an " occupancy

,

factor" of 0.25 (assumes someone present in the doorway 25% of the I

time), the actual integrated exposure in every case would be less than
100 mrem. j

D. The additional person-rem associated with these exposures above
the limits equate to approximately 0.23 person-rem /yr.

II. It is our opinion that exceeding the 'imits specified in 10 CFR.

20.1301(a) in doorways and adjacent rooms around brachytherapy patients is
justifiable based upon the information provided in section 10H,III,B of our
license renewal application and the following additional information:

A. The requirements of 10 CFR 20.1301(a) are directly based upon the
recommendations found in NCRP Report No. 91, section 17. That section
of the report states, "For continuous (or frequent) exposure, it is
recommended that the annual effective dose equivalent not exceed 1 mSv
(0.1 rem)." The key words in this statement are " continuous (or
frequent)." Based upon the information listed above, the instances
where our exposure rates may exceed the aforementioned limits are
neither continuous nor frequent.

B. The NCRP report further states, . a maximum annual effective"
. .

dose equivalent limit of 5 mSv (0.5 rem) is recommended to provide for
infrequent annual exposures." As stated in our original license
renewal application, we propose to limit the integrated exposure to no
more than 300 mrem.

C. In the U.S. Nuclear Regulatory Commission safety goals policy
(Federal Register 51:30033; 1986), the NRC's " rule of thumb" for
radiation exposure avoidance is $1000/ person-rem. We have considered
adding additional shielding to patient rooms and found that the least
expensive option would be to purchase a portable wall shield at a cost
of $2485. When considering this, it would take almost 9 years before
we would reach the exposure avoidance dollar value corresponding to
$1000/ person-rem ($2485/$1000 per person-rem + 0.28 person-rem /yr =
8.875 years). Thus the cos' of exposure avoidance in this case seems
excessive.

1

(
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A A. W W
D. We had' considered the possibility of restricting the area around
the doorways by posting a portable " radiation area" sign at some point
outside the doorway where the exposure rate is < 2 mR/hr. While this,

would allow us to meet the regulation, it could present a hazard
regarding access to the patient room in the event of an emergency
(e.g. fire or cardiac arrest). Furthermore, as stated previously,
individuals do not generally occupy the doorway area more than 25% of
the time. This being the case, while the instantaneous exposure rate
might exceed 2 mR/hr, the actual exposure that individuals might
receive is expected to be 25% of the instantaneous exposure. We
propose an upper limit of 5 mR/hr which would correspond to an
individual exposure of 1.25 mR in any one hour.

E. For adjacent patient rooms, we did consider the possibility of
vacating said rooms when the exposure rate exceeds 2 mR/hr. Once
again this is possible; however, it is questionable as to whether such
action is warranted given the small amount of exposure involved and
the previously mentioned NCRP recommendations.

F. Based upon information received from our hospital administration,
the average daily cost for a hospital patient is approximately
$1500/ day. If an adjacent room which generally houses two patients
had to be vacated, the cost to the hospital would be $3000/ day. Based
upon our current information, we would expect no more than 5 situa-
tions per year where rooms would need to be vacated; however, assuming
the average brachytherapy treatment time is 2 days, the annual cost
for exposure avoidance would be $30,000 (5 pt/yr x 2 day /pt x
$3000/ day). Utilizing the cost avoidance dollar value of
$1000/ person-rem, the maximum annual amount to be spent for exposure
avoidance should be the aforementioned value multiplied by the
predicted annual collective dose equivalent. This equates to $280.00
($1000/ person-rem x 0.28 person-rem /yr). The annual cost ($30,000) is
far greater than the appropriate cost avoidance value ($280).
Furthermore, if no additional patient rooms were available, we would
be faced with a situation where treatment might have to be denied
which is not in the best interest of the patient.

G. Under our previous NRC license, we had specific permission
pursuant to 10 CFR 20.105(a) to exceed the limits specified in 10 CFR
20.105 (b) (1) , thereby allowing an instantaneous exposure rate in
unrestricted areas of 5 mrem /hr around patient rooms. There seems to
be no justifiable reason for not continuing this permission under 10
CFR 20.1301(c).

En_s_ponse .tp ltmg 2 _ol July lb.1993 NRC L_etter

III. We have alsp3 performed a review of the direct radiation surveys for
our hospitalized I therapy patients. Based upon that review the follow- j
ing information has been obtained:

,

r !

131A. The 2 mR/hr limit was exceeded in less than 20% of the I

patient treatments. In all cases, this exposure rate was noted in an !
adjacent patient room. The highest exposure rate was 3.3 r;R/hr and i
the average exposure rate above the limit was 2.3 mR/hr. I

!
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B. Due to the ra % biological elimination o P 31I in these patients
'

(Effective'Tg = 28 hours), the calculated integrated exposure to an
individual in the adjacent area was less than 100 mR in all cases.

.

C. Calculation of the " excess integrated exposure" (i.e. the in-
tegrated exposure above 2 mR/hr) indicated that the total person-rem
over a six month period would be approximately 0.082 person-rem.
Thus, the annual collective dose would be approximately 0.165 person-
rem.

It is our opinion that exceeding the limits spIecified in 10 CPRIV.
120.1301(a) in doorways and adjacent rooms around I patients is justifi-

able based upon the information provided in section 10I,II,B of our license
renewal application and the following additional information:

A. The requirements of 10 CFR 20.1301(a) are directly based upon the
recommendations found in NCRP Report No. 91, section 17. That section
of the report states, "For continuous (or frequent) exposure, it is
recommended that the annual effective dose equivalent not exceed 1 mSv
(0.1 rem)." The key words in this statement are " continuous (or
frequent)." Based upon the information listed above, the instances
where our exposure rates may exceed the aforementioned limits are
neither continuous nor frequent. Furthermore, while the integrated
exposure to individuals exposed to our proposed 5 mR/hr limit could be
greater than 100 mrem (see license renewal application section
10I,II,B,2), the " excess" integrated exposure (i.e. that part of the
integrated exposure contributed by the exposure rate above 2 mR/hr)
would be less than 100 mrem.

B. In the U.S. Nuclear Regulatory Commission safety goals policy
(Federal Register 51:30033; 1986), the NRC's " rule of thumb" for
radiation exposure avoidance is $1000/ person-rem. We have considered
adding additional shielding to patient rooms and found that the least
expensive option would be to purchase a portable wall shield at a cost
of $2485. When considering this, it would take approximately 15 years
before we would reach the exposure avoidance dollar value of
$1000/ person-rem ($2485/$1000 per person-rem + 0.164 person-rem /yr =
15.15 years). Thus the cost of exposure avoidance in this case seems
excessive.

C. We had considered the possibility of restricting the area around
the doorways by posting a portable " radiation area" sign at some point
outside the doorway where the exposure rate is < 2 mR/hr. While this
would allow us to meet the regulation, it could present a hazard
regarding access to the patient room in the event of an emergency
(e.g. fire or cardiac arrest). Furthermore, as stated previously,
individuals do not generally occupy the doorway area more than 25% of
the time. This being the case, while the instantaneous exposure rate
might exceed 2 mR/hr, the actual exposure that individuals might
receive is expected to be 25% of the instantaneous exposure. We
propose an upper limit of 5 mR/hr which would correspond to an
individual exposure of 1.25 mR in any one hour.

D. For adjacent patient rooms, we did consider the possibility of
vacating said rooms when the exposure rate exceeds 2 mR/hr. Once
again this is possible; however, it is questionable as to whether such

3
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action is ,warrantagrgiven the small amount of4Pkposure involved and
the previously mentioned NCRP recommendations.'

E. As previously mentioned, the average daily cost for a hospital
*

patient is approximately $1500/ day. If an adjacent room which
generally houses two patients had to be vacated, the cost to the
hospital would be $3000/ day. Based upon our current information, we
would expect no more than 10 situations per year where rooms would
need to be vacated; however, assuming the average brachytherapy
treatment time is 2 days, the annual cost for exposure avoidance would
be $60,000 (10 pt/yr x 2 day /pt x $3000/ day). Utilizing the cost
avoidance dollar value of $1000/ person-rem, the maximum annual amount
to be spent for exposure avoidance should be the aforementioned value
multiplied by the predicted annual collective dose equivalent. This
equates to $165.00 ($1000/ person-rem x 0.165 person-rem /yr). The
annual cost ($60,000) is far greater than the appropriate cost
avoidance value ($165). Furthermore, if no additional patient rooms
were available, we would be faced with a situation where treatment
might have to be denied which is not in the best interest of the
patient.

F. Under our previous NRC license, we had specific permission
pursuant to 10 CFR 20.105(a) to exceed the limits specified in 10 CFR
20.105(o)(1), thereby allowing an instantaneous exposure rate in
unrestricted areas of 5 mrem /hr around patient rooms. There seems to
be no justifiable reason for not continuing this permission under 10
CFR 20.1301(c).

V. A number of precautions will be implemented to maintain exposures to
indiygduals in the doorways and adjacent rooms around bcith brachytherapy
and I patients as low as reasonably achievable (ALARA).

A. To minimize the exposure in doorways, the treat.ed patients' beds
will be moved as far away from the doorway as practicable.
B. We do possess one portable bedside shield for brachytherapy
patients. When the exposure rate is greater than 2 mR/hr in an
adjacent controlled area, we will attempt to position said shield in
such a way as to minimize the exposure in either the doorway or
adjacent room. If two or more patients are being treated concurrently
and the exposure rates in adjacent areas exceed 2 mR/hr for more than
one patient, the portable shield will be utilized to reduce the
highest adjacent area radiation exposure level.
C. As mentioned in the NRC license renewal application, the exposure
limits specified in 10 CFR 1301(a) will be strictly followed in
adjacent rooms housing either pregnant patients or pediatric patients.
D. As mentioned in the NRC license renewal application, the in-
stantaneous exposure rate will not be allowed to exceed 5 mR/hr. For
areas adjacent to brachytherapy patients, the calculcted integrated
exposure (i.e. the exposure rate x treatment time) will not be allowed
to exceed 300 mR. As illustrated in the NRC license renewal applica-
tion, thecalculappdintegratedexposurewouldnotexceed200mR
during a routine I treatment.

4
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VI. 1g question was ragged regarding the effective 4Kalf-life of 28 hours
. for I utilized in'our calculations. This half-life is based upon our

experience with patients undergoing treatment for thyroid carcinoma. Due
tothefactthatthesepatientshavehadathyroidectomy,theyhave}gIttle'

remaining thyroid tissue. Thus, the biological rate of release for I is
much more rapid than an individual with a normally functioning thyroid
gland. The value cited in ICRP 30 (7.6 days) is for a normal individual,
not a patient.

VII. Based upon the aforementioned information, the expected duration of
operations in excess of the 10 CFR 20.1301(a) limits would be only a few
days each year. In the event that we would find that such limits are being
exceeded > 30% of the time (our definition of " frequent"), additional
shielding will be obtained or administrative restrictions implemented to
assure such deviations above the limits are both infrequent and in keeping
with the ALARA philosophy.

Besponse to Item 3 of July 16 1993 NRC Letter2

The rationale for not implementing the recordkeeping requirements of 10 CFR
20.2106 and 10 CFR 20.2104(d) and (f) were explained in item 14 cf our
response (dated October 14, 1992) to the original NRC deficiency Jetter
dated August 11, 1992. That rationale was specifically discussed with Mr.
Kevin Null and Mr. Mike McCann during their site visit for our NRC license
renewal. At that time, Mr. McCann specifically instructed us to include
our rationale for not following the aforementioned recordkeeping require-
ments and it was his opinion that such action was indeed appropriate.

I

|
|
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JUL 101993

Indiana University Medical Center
Radiation Safety Office, CL 159
ATTN: Mack L. Richard, M.S.

Radiation Safety Officer
541 Clinical Drive
Indianapolis, IN 46202-5111

Dear Mr. Richard:

We have reviewed your letter dated June 15, 1993 requesting amendment to NRC
License Number 13-02752-03 and find that we will need additional information
as follows:

1. Radiation Safety Proaram Precautions and Procedures for Brachytherapy

In order for us to properly evaluate your request for exemptions to:

o 10 CFR 20.1301(a)(1) (allowing the total effective dose equivalent
to individual members of the public from your brachytherapy
program to exceed 0.1 rem in a year); and

o 10 CFR 20.1301(a)(2) (allowing the dose in any unrestricted areas
from brachytherapy sources to exceed 0.002 rem in any one hour)

you need to submit the information requested in 10 CFR 20.1301 (c)(1).

Therefore, demonstrate the need for and the expected duration of
operations in excess of the limits outlined above.

2. Radiation Safety Proaram Procedures for Radionharmaceutical Theraqy
;

Patients Reauirina Hospitalization

In order for us to properly evaluate your request for exemptions to: |

o 10 CFR 20.1301(a)(1) (allowing the total effective dose equivalent !
to individual members of the public from your iodine-131
radiopharmaceutical therapy program to exceed 0.1 rem in a year);
and

o 10 CFR 20.1301(a)(2) (allowing the dose in any unrestricted areas
from iodine-131 radiopharmaceutical sources to exceed 0.002 rem in )
any one hour) i

you need to submit the following information:

a. Pursuant to 10 CFR 20.1301 (c)(1), demonspate the need for and
the expected duration of operations in ';xcess of the limits j
outlined above. l

i
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b. Your iodine-131 effective half-life (28 hours) is much different
than that reported in ICRP-30 (7.6 days). Therefore, discuss the
methodology you used to determine biological half-life and
effective half-life.

3. 10 CFR Part 20

On January 1,1994, all NRC licensees will be required to comply with
revised 10 CFR 20. Until that date, licensees have the option of
implementing all of revised 10 CFR 20 or withholding compliance with
revised 10 CFR 20. Implementation is all oC none (i.e., partial
implementation of revised 10 CFR 20 is prohibited).

Based on your correspondence, it arpears you chose early implementation
of revised 10 CFR 20. However, you indicate a partial implementation by
excluding 10 CFR 20.2106 and 20.2104(d) and (f). 'herefore, it is
necessary for you to confirm implementation of the entire revised 10 CFR
20, or state your intention of withholding implementation of revised 10
CFR 20 until January 1, 1994.

The enclosed Regulatory Guides 8.34 and 8.7 may provide guidance that
may assist you in complying with 10 CFR 20.210a and 20.2104(d) and (f).

We will continue our review of your application upon receipt of this
in formation. Please reply in duplicate, within 30 days, and refer to Control
Number 95384.

Upon failure to file an answer within the specified time, we will consider
that you have abandoned your request and will void this action. This is
without prejudice to resubmission of the application.

If you have any questions or require clarifie n ~on on any of the information
stated above, you may contact us at (708)790 :. 'i.

Sincerely.

Original Signed By
Robert G. Gattone, Jr.
Nuclear Materials Licensing Section

Enclosures:
1. 10 CFR Part 20
2. Regulatory Guide 8.34
3. Regulatory Guide 8.7

fy
Galtone/rg Frauer
7/'s/93 7/15/93
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"# - MEDICAL CENTER cnng anitung is
j L; -| 541 Cluucal Drive
jygh Indianapolis,1N 46202-5111
">M G17) 274-4797

i

June 15, 1993

Mr. Michael McCann
Materials Licensing Section
U.S.N.R.C. - Region III
799 Roosevelt Road
Glen Ellyn, IL 60137

Dear Mike:

Per our telephone conversation of this morning, we hereby request
that a member of your staff review sections 10H and 10I (specific
pages 10H-2 and 101-2) of our NRC license renewal application
(NRC license #13-02752-03) regarding acceptable exposure limits
in areas adjacent to rooms where brachytherapy and radiopharma-
ceutical patients are located. As I mentioned to you this
morning, we recently discovered that the provisions of these two
sections may have been overlooked during the renewal process due
to the fact that there is no specific reference in our NRC
license regarding NRC authorization to deviate from the require-
ments of 10 CFR 20.1301(a).

Should you have any questions or require further information,
please do not hesitate to contact me. Thank you for your atten-
tion in this matter.

Sincerely, a
'

f;/ / !Q (j !k/ ,|;
e' l' '

//Wf& f /)/-
/

Mack L. Richard, M.S.
Radiation Safety Officer
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