30~ 60"

Indiana University Medical
Center

Radiation Safety Office, CL 159

ATTN: Mack Richard, M.S.

541 Clinical Drive

Indianapolis, IN 46202-5111

Dear Mr. Richayd:

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 frem 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 u>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
Teast 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 form or equivalent to implement the \//
revised Part 20. An equivalent form would be one that contains at J\ |
least all of the information on the revised NRC Form 4. !4'1)7
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Indiana University Medical 3~ U g 1003
Center
B 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. 20855,

The request should reference this letter and Docket Number 0G30-01609.

Sincerely,

)/5{4,, K, e
n B, Martin
Regional Adm1nlstrato¥/

Enclosure: 10 CFR Part 2
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MEMORANDUM FOR: Roy J. Caniano, Chief
Nuclear Materials Safety Branch
Division of Fudiation 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 § 20.2106 because their
personnel monitoring vendor has not begun using the revised versions of NRC
Forms 4 and 5 and transcription by hand would "be overly burdensome."” The
Ticensee’s request for exemption should be denied. The old NRC Form 5

(§ 20.2106 only addresses 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 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 Ttem & of the TAR, the licensee notes in their license renewal application
that they do not intend to follow the reguirements of § 20.2104(d) for the
same reasons stated above., The lTicensee must use the revised NRC Form 4 or
equivalent to meet the requirements of § 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 Ttem 7 of the TAR, the licensee notes in their license renewal application
that they do not intend to fnllow the requirements of § 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, plea%e contict Scott Moore at

(301) 504-2514.
Fted_rlck C /tombs XEﬂT”AJ’J-y—“-$

~Branch
Diviston of Industrial and
Medical Nuclear Safety, NMSS

Enclosure: As stated
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hqucttion was rai‘ regarding the affective.lt-lito of 28 hours
. 1 utilized in'our calculations. This half-life is based upon our
perience with patients undergoing treatment for thyroid carcinoma. Due
o the fact that these patients have had a thyroidectomy, they have }}ttlg
remaining thyroid tissue. Thus, the biological rate of release for *°!1 §
much more rapid than an individual with a normally functioning thyroid

gland. The value cited in ICRP 30 (7.6 days) is for 2 normal individual,
not a patient.

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

Response to Item 3 of July 16, 1993 NRC Letter

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
response (dated October 14, 1992) to the original NRC deficiency letter
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.

n




;i Me——————————————.————————_————T
-
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.

13.D.(2) The reiease value for °H (and ’H equivalent values) is based upon
the revised 10 CFR 20 as menticned 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 eguivalent to that specified in 10 CFR 29.

13.D.(4) Review added item VI.C.7. on page 11-5.
13.D.(5)a. Review revised item VI.F.l.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 erro? 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 refiects sections or
attachments which have been changed or added should replace the original
TABLE OF CONTENTS in the initial application.
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INDIANA UNIVERSITY
PURDUE UNIVERSITY
¢« INDIANAPOLIS

RADIATION
SAFETY OFFICE

Clitiical Building 159
541 Clinical Drive
Indianapolis, Indiana
462025111
317-274-4797
Fax: 317-274-2332

It School of Medicine
U Medical Cender &
Associated Facilities

August 27, 1993

Robert G. Gattone, Jr.

Nuclear Materials Licensing Section
U.S8. 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,

”~

T AW A
F ¥ V7 A / - _//,/. /‘ /,‘.

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

Attachments: 1
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\thxncmxon FOR EXCEEDING LINWTS
SPECIFIED IN 10 CFR 20.1301(a)

Response 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
room door exceeded 2 mR/hr. Of those measurements, the highest was
4.5 mR/hr and the average was 3.1 mR/hr.

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
and the other was 3.7 mR/hr.

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

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

I1. 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 feollowing 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 eguivalent 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 eguivalent limit of 5 mSv (0.5 rem) is recommended to provide for
infregquent annual exposures." As stated in our original license
renewal application, we propose to limit the integrated exposure to no
more than 300 mrem.

C. 1In 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/perscon-rem. We have considered
adding additicnal 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/%$100C2 per person-rem + 0.28 person-rem/yr =
8.875 years). Thus the cos* of exposure avoidance in this case seems
excessive.




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 vossible; however, it is guestionable 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 egquivalent. 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).

Response to ltem 2 of July 16, 1993 NRC Letter

I1I. We have als?zperformed a review of the direct radiation surveys for

our hospitalized I therapy patients. Based upon that review the follow-
ing information has been obtained:

A. The 2 mR/hr limit was exceeded in less than 20% of the 311
patient treatments. 1In all cases, this exposure rate was noted in an
adjacent patient room. The highest exposure rate was 3.3 wLR/hr and
the average exposure rate above the limit was 2.3 mR/hr.




IV.

«0.1301(a) in doorways and adjacent rooms around

B. Due to the raﬁ biological elimination o”ll in these patients
(Effective T, = 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 fgfcified in 10 CFR
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 reguirements 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 continucus 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
101,1I1,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. 1In 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 avecidance 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

L i Sos



s
action is _warrant=given the small amount of¥¥posure 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(p) (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).

A number of precautions will be implemented to maintain exposures to
Y}Puals in the doorways and adjacent rooms around bcth brachytherapy
I patients as low as reasonably achievable (ALARZ) .

A. To minimize the exposure in doorways, the treated 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 renewai 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 calculzted 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, the calculaffg integrated exposure would not exceed 200 mR
during a routine I treatment.
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VI. hquestion was ra¥Rd regarding the effectiveWWalf-life of 28 hours
« for "1 utilized in' our calculations. This half-life is based upon our
experience with patients undergoing treatment for thyroid carcinoma. Due
to the fact that these patients have had a thyroidectomy, they have }}ttle
remaining thyroid tissue. Thus, the bioclogical 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.

Response to Item 3 of July 16, 1993 NRC Letter

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 ¢f our
response (dated October 14, 1992) to the original NRC deficiency letter
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.
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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 Program Precautions and Procedures for Brachytherapy

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

0 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

0 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 (¢)(1).
Therefore, demonstrate the need for and the expected duration of

operations in excess of the limits outlined above.

2. Radiation Safety Program Procedures for Radiopharmaceutical Therapy
Patients Requiring Hospitalization

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

0 10 CFR 20.1301(a)(1) (allowing the total effective dose equivalent
to individual members of the public from your iodine-131
radiopharmaceutica! Lherapy program to exceed 0.1 rem in a year);
and

0 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)

you need to submit the following information:
a. Pursuant to 10 CFR 20.1301 (c)(1), demonst~ate the need for and

the expected duration of operations in =xcess of the limits
outlined above.
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b. Your iodine-13]1 effective half-1ife (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 ¢r none (i.e., partial
implementation of revised 10 CFR 20 is prohibited).

Based on your correspondence, it appears 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 implemzntation 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 20.2102 and 20.2104(d) and (f).

We will continue our review of your application upon receipt of this
information. 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 clarific . on on any of the information
stated above, you may contact us at (708)790 .. ».

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

RITI RM 1
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Gattone/rg Frazier
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INDIANA UNIVERSITY
MEDICAL CENTER

RADIATION SAFETY OFFICH
Clinical Building 159

541 Clinical Dyive
Indianapolis, IN 46202-5111
(317) 2744797

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 10I-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,

/ ”
7

4 P r N o /
F /, v. . /". 1/ /‘

g

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

RECEIVED
o TR JUN21 1993
' REGION I

LR 95384



