December 10, 2021

U. S. Nuclear Regulatory Commission
Materials Licensing Section

2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

Dear Sir or Madam:

IOM Health System, LP d/b/a Lutheran Hospital of Indiana would like to amend its NRC
Byproduct Materials License, Number 13-01535-01, to add authorization for Saad M.
Ibrahim, M.D. to perform 35.1000 yttrium-90 procedures with the TheraSphere delivery
system. Dr. Ibrahim is currently listed on our license as a 35.1000 user of the yttrium-90
SIR-Spheres delivery system. Documentation of case experience and preceptor attestation
are enclosed.

Additionally, we would like to add Jonathan M. Lee, M.D. as an authorized user of
35.300 materials (limited to the oral administration of I-131 sodium iodide).
Documentation supporting this addition is enclosed.

If there are any questions concerning this license amendment, please contact our nuclear
medicine physicist, Mr. Bryce A. Caudle, M.S., DABSNM at 317-443-9035, or by email
at bcaudle@mpcphysics.com.

Sincerely,

L

Brady Dubois C.E.O
Chief Executive Officer

RECEIVED DEC 2 8 2001










NRC FORM 313A (AUT) U. S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO. 3150-0120
(01-2020) EXPIRES: 01/31/2023
go*‘"'““‘«.o, AUTHORIZED USER TRAIN |G, EXPERIENCE, AND
5*" ‘?\ r./f F PRECEPTOR ATTESTATION
3 f: (for uses defined under 35.300)
Y eans® [10 CFR 35.57, 35.390, 35.392, 35.394, and 35.396]
Name of Proposed Authorized User State or Territory Where Licensed
Jonathan Lee, M.D. Jlndiana

Requested Autho?izétion(s) (cf;écl} all that apply):
[:] 35.300 Use of unsealed byproduct material for which a written directive is required
OR

35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

D 35.300 Parenteral administration of any radioactive drug that contains a radionuclide that is primarily used for its
electron emission, beta radiation characteristics, alpha radiation characteristics, or photon energy
of less than 150 keV, for which a written directive is required.

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

* Training and Experience, including board certification, must have been obtained within the 7 years preceding the
date of applit ion or the individual must have related continuing education and experience since the required
training and experience was completed. Provide dates, duration, and description of continuing education and
experience related to the uses checked above.

[] 1.~ 1Certification
a. Provide a copy of the board certification.

b. For 35.390, provide documentation on supervised case experience. The table in section 3.c. may be used to
document this experience.

c. For 35.396, provide documentation on classroom and laboratory training, supervised work experience, and
supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this
expet ice. Skip to and complete Part Il Preceptor Attestation.

d. For a board certification issued on or before October 24, 2005 that is listed in 10 CFR 35.57(b)(2)(ii), provide the
following:

() Documentation that the individual performed each use checked above on or before October 24, 2005.

(i) Dates, duration, and description of continuing education and experience within the past seven years for
each use checked above.

e. Stop here.

L1 2. Cr~-~nt 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License under the requirements below or

equivalent Agreement State requireme;tg (check all that app]y):
1 35.390 [ ] 35.392 [ ] 35.394 [ ] 35.490 [ ] 35.690

b. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional required
supervised case experience. The table in section 3.c. may be used to document this experience. [f board
certified, provide a copy of the certificate and stop here. If not board certified then provide completed Part
Preceptor Attestation.
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FormA

AMERICAN
BOARD OF
RADIOLOGY

American F--~~ of Radiology — Progrr— ™'---tor Attestation

COMPLIANCE WITH NRCTRAINING AND EXPERIENCE REQUIREMENTS

Forms A and B ~+--* “~ ~=“-nitte - ~“ter comr='~**~~ ~*--=*;r NRC training - er

More information can be found at the following link:

http://www.nrc.gov/reading-rm/doc-coll- -~ -1s/cfr/part™"" 'part035-0290.html

e NSt Toegh  Sloa. -

Resident Name Program Program#

By the time of the ABR certifying examination, this applicant will have successfully completed
the hours of training and experience as outlined in 10 CFR 35,290, 35.392, and 35.394............

This applicant has taken part in 2 3 cases of oral administration of 1-131 therapy € 33mCi.......ccoooucu.

This applicant has taken part in 2 3 cases of oral administration of I-131 therapy >33 mCi...............

Theresident’s log of these therapy experiences (date, dose, and preceptor attestation) is attached........

| attest that the work experience cited above for § 35.290 was completed under the supervision of
an Authorized User (AU) who meets the requirements under relevant sections of § 35.290or
equivalent Agreement State reQUITEMEBNLS. ... iveerrsieressrnersrseieeissessrmseemecssensvrensossessanssssansssensssasnass

| attest that the work experience cited above for § 35.392 was completed under the supervision of an

Authorized User (AU) who meets the requirements under § 35.390, 35.392 or 35.394, or
equivalent Agreement State reqUIreMENTES......c v s ssssseesnsessases

| attest that the work experience cited above for § 35.394 was completed under the supervisionof an
Authorized User (AU} who meets the requirements under § 35.390 or 35.394, or
equivalent Agreement State reqUIrEMENLS........c.cccccccveeerierrinen sesmseiesesonssonessses
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PoResH 2-DESOL £ 8 Deson 5715 1¢

Residency Program Director Program Director
(Print Name) (Signature)

Date

Rev.05/2017








