- Mclaren

MACOMB

1000 Harrington
Mt. Clemens, Mi 48043

January 26, 2026

UNITED STATES NUCLEAR REGULATORY COMMISSION
Region llI, Materials Licensing Section

2056 Westings Ave, Suite 400

Naperville, IL 60563-2657

Re:  Amendment for NRC License # 21-04080-01
Add Authorized User Physicians
Correct Credentials of Two Authorized User Physicians

Dear Sir/Madam:
ITEM 1

Please add the following physicians as authorized user physicians to our NRC license for 10 CFR 100 and
10 CFR 200 uses. We have enclosed NRC Forms 313 AUD and board certifications for each physician.

Authorized User Uses : Medical License# State
Amy O'Neil, D.O, 10 CFR 100 and 200 5101020289 M
Zeinab Saghir, D.O. 10 CFR 100 and 200 5101023625 M
ITEM 2

Please change the credentials for the following physicians from M.D. to D.O. on the NRC license.
Correct:

Alexander Kure, D.O.
Jay Mohan, D.O.

If you have any questions or require additional information please contact our Medical Physics Consultant,
Cari Dzanbazoff, at (734) 662-3197 or e-mail cdzanbazoff@mpcphysics.com.

Sincerely,

Tracey Franovich, RN, MHA, MBA
President and Chief Executive Officer

Mount Clemens Regional Medical Center
d/b/a McLaren Macomb



LRT\IRC FORM 313A (AUD) U. 8. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0120 EXPIRES: 07/31/2026
- (07-31-2023)
<A REGy, Estimated burden per response to comply with this mandatory collecion request: 4.3 hours. Submittal of the application
S <5 is to determine that the applicant is qualified and that adequate procedures exist to protect the public health
‘:,‘\-s . p 4»-°& AUTHORIZED USER TRA'N!NG: EXPERIENCE AND and safety‘]Send comments regarding burden esiimate to the FOIA, Library, and Information Collsctions Branch (16
5 2 3 PRECEPTOR ATTESTATION A10M), LS. Nuclear Regulatory Commission, Washinglon, DC 20555-0001, or by emal to Infocollects Resourca@nre,
by 2 gov, and the OMB Reviewer at: OMB Office of Information and Regulatory Affairs, (3150-0120), Atth: Desk Officer for
25 ,55 (for uses defined under 35100, 35.200, and 35.500) the Nuclear Regulalory Commission, 725 17th Street NW, Washington, DC. 20503; small: oira_submission@omb.a00,
"4/0 & [10 CFR 35.57, 35.190, 35.290, and 35-590] gov. The NRC may not-conduct or sponsor, and a person is not required fo raspond 1o, a collection of information
Fohdex K : unless the document requesting or requiring the collection displays a currently valid OMB eontrol number.
Name of Proposed Authorized User ) State or Territory Where Licensed
Zeinab Saghir, DO . Michigan

£

Requested Authorization(s) (check all that apply)
35.100 Uptake, dilution, and excretion studies 35.200 Imaging and localization studies
D 35.500 Sealed sources for diagnosis (specify device)

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
application or the individual must have obtained 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. Board Certification
a. Provide a cdpy of the board certification.

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

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

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

¢.  Stop here.

[ ] 2. Current 35.390 Authofized User Seeking Additional 35.290 Authorization
® Authorized user on Materials License  mesting 10 CFR 35.390, 10 GFR 35.57 for 35.300
uses, or equivalent Agreement State requirements seeking authorization for 35.290.

b. Supervised Work Experience.

- (If more than one supervising individual is hecessary to document supervised work experience, provide multiple
~-copies ofthis section:) - -~ . - - co :

e . . “Location of Experience/License or Clock Dates of
Description of Expgnence y Permit Number of Facility. Hours Experience*

Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs

‘Total Hours of Experience: [:]

S ising Individual ‘ License/Permit Number {isting supervising individual as an
Upervising Individua authorized user or authorized nuclear pharmacist

Supervisor meets the requirements below, or equivalent Agreement State requirements {check all that apply).

[]35.290 | {]35.390 + generator experience in 32.290(c)(1)(iNG) [ ]35.55 [ ] 35.57 for 35.200 uses
c. If board certified, provide a copy of the certificate and stop here. If not board certified, skip to and complete

o Partll Preceptor Attestation. .

NRC FORM 313A (AUD) (07-31-2023) .~~~ PAGE 1
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"NRC FORM 313A (AUD) - ' '

U. S. NUCLEAR REGULATORY COMMISSION
(07-31-2023)

AUTHORIZED USER TRAINING, EXPERIENCE AND PRECEPTOR ATTESTATION
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.57, 35.190, 35.290, and 35.590](continued)

[_] 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

Clock Datés of o

Description of Training | Location of Training Hours Training®

Radiation physics and
instrumentation

‘Radiation protection

‘Mathematics pertaining to the use
and measurement of radioactivity

:Chemistry of byproduct material -
for medical use (not required for -
35.590) :

‘Radiation biology

Total Hours of Training: [::l

b. Supervised Work Experience (completion of this table is not required for 35.590).
. (if more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)

| . . Total Hours of

Supervised Work Experience. Experionce: [

o Descnptlon of E‘)‘(bé‘ri'énce . Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility ’ Experience*

‘iOrdering, receiving, and unpacking Q

radioactive materials safely and i D ves

performing the related radiation P [No

surveys '

Performing quality controt

procedures on instruments used o D Yes

‘determine the activity of dosages D No

and performing checks for proper

‘operation of survey meters iy

NRC FORM 313A (AUD) (07-31-2023) PAGE 2



“NRC FORM 313A (AUD) U. S. NUCLEAR REGULATORY COMMISSION
07-31-2023
( ) AUTHORIZED USER TRAINING, EXPERIENCE AND PRECEPTOR ATTESTATION
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.57, 35.190, 35.290, and 35.590](continued)
3. Training and Experience for Proposed Authorized User {continued)
b. Supervised Work Experience. {continued)

Description of Experience Location of Experience/License or Confirm Dates of
Must include: Permit Number of Facility . Experience*
Caléulating, measuring, and safely [:] Yes
preparing patient or human research ,
subject dosages : [ INo
Using administrative controls to ' D Yes
prevent a medical event involving the
use of unsealed byproduct material [JNo
Using procedures to contain spilled []Yes
byproduct material safely and using '
proper decontamination procedures D No
Administering dosages of radioactive D Yes
drugs to patients or human research . ‘
subjects []No
Eluting generator systems appropriate |
for the preparation of radioactive []Yes
drugs for imaging and localization No*
studies, measuring and testing the D °
eluate for radionuclidic purity, and .
processing the eluate with reagent
kits to prepare labeled radioactive
drugs L
Supervising Individual . License/Permit Number tisting supervising individual as an
. authorized user or an authorized nuclear pharmacist for generator
fraining '

Supervisor meets the‘}equiréments below, or equivalent Agreement State requirements {check one).
[]35.190 []35.290 []35.390 [ ] 35.390 + generator experience in 35.290(c)(1)(ii)(G)

[]-35.55 [ ]35.57 for 35.200 uses
*Not required for 10 CFR 35.100 use.

¢. For 35.590 only, provide documentation of training on use of the device.

Device ‘ Type of Training Location and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part Il Preceptor Attestation.

NRC FORM 313A {AUD) (07-31-2023) - : PAGE 3



+ 7 1'NRC FORM 313A (AUD) , o

G o * U. 8. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING, EXPERIENCE AND PRECEPTOR ATTESTATION
‘ ~ (for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.57, 35.190, 35.290, and 35.590](continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising

individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
- one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not

required to meet training requirements in 35.590)
By checking the boxes below, the preceptor is not attesting to the individual's "general clinical competency."

First Section

Check one of the following for each use requested:

For 35.190

(07-31-2023)

| attest that Zeinab Saghir, DO has satisfactorily completed the 60 hours of training and
 Name of Proposed Aithorized User '
experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR 35.190(c)(1)

and is able to independently fulfill the radiation safety-related duties as an authorized user for the medical uses
authorized under 10 CFR 35.100. :

For 35.290

| attest that ~ Zeinab Saghir, DO has satisfactorily completed the 700 hours of training
* Name of Proposed Authorized User fEa :
and experience, including a minimum of 80 hours of tlassroom and laboratory training, required by 10 CFR

35.290(c)(1), and is able to independently fulfill the radiation’safety-related duties as an authorized user for the
medical uses under 10'CFR 35.100 and 35.200. ’ o

Second Section .
Complete one of the following for attestation and signature: .

Authorized User:

I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

35.190 [v]35.290 []35.390 [ ] 35.390 + generator experience [] 35.57 for 35.200 uses
OR

[] -Residency-Program Director: -

D [ affirm that the attestation represents the consensus of the residency program faculty where at least one

faculty member is an authorized user who meets the requirements below or equivalent Agreement State
‘requirements for:

[]35.190 [ 135.290 [135.390 []35.300 + generator experience | | 35.57 for 35.200 uses
D I affirm that this fability member concurs with the attestation | am providing as program director.

D I affirm that the residency training program is approved by the:
L__] 'Residency Reyiew Committee of the Accreditation Council for Graduate Medical Education
D vRoyaI College df Phys‘icianvsvapd S‘urgeqns of Céne;da R :
D -Council on Post-Graduate Training df‘ tﬁe American Osteopathic Association

L] 1 affirm that the resi_jdenﬂcy' training program includes training and experience specified in:

[]85190 - []35.290 '
{Name of Facility: ) License/Permit Number:
Mount Clemens Regional Medical Center d/b/a McLaren Macomb 21-04080-01
JName of Preceptor or Residency Program Director (Typed or Printed) : Telephone Number Date
Melissa Tamtelte o ‘ 556-1u-yo10 | il-o-ty
Signature

=N

NRC FORM 313A (AUD) (07-31-2023) ) . PAGE 4
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~ Certifies That |
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HAVING MET THE REQU KRLMENTS PRESCRIBEE) BY THIS B()&RD FOR PﬁYSlCM
TRAH\?ED IN THE UNITED STATES AND HAVING SATISFACTORILY P&S‘S’E’{) _
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A DIPLOMATE CERTIFIED IN THE SUBSPECIALTY OF

NUCLEAR CARDIOLOGY

- VALID: JANUARY 1, 2023 - MARCH 1, 2033
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NRC FCRM:313A (AUD) U. S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0120 EXPIRES: 07/31/2026
{07-31-2023) : . .
NS

3 AR REGY, . Estimated burden per response to:comply with this mandatory collection request:-4.3 hours, Submittal of tha applicalion
N RS s’ to-determine that the applicant is qualified and thet adequate procedures exist to protect the public hedlth
% 13 AUTHORIZED USER TRAINING, EXPERIENCE AND and safe[y_,ennd garding burden estimate to the FOIA, Library, and information Collections Branch (T-§
o PRECEPTOR ATTESTATION ) A10M), U.S: Nuclear Regufatory. Commission, Washington, DC 20555-0001, or by emait to Infocoliects. Resource@nre.
3 gov, and the OMB-Reviewer at; OMB Office of Information and Regulatory Affairs, (3150-0120), Attn: Desk Officer for
(for uses defined under 35.100, 35.200, and 33.500) . the Nuclear Reguiatory Commission, 725 17th Street NW, Washington, DC 20503; email: gira_sibmission@mb.son.
[10 CFR 35.57, 35.1 90, 35.290, and 35'590] gov. The NRC may not conduct of"sponsor; arid @ person is not required to Tespond to, a coliection of information
: unless the d questing or requiring the collection displays a currently valid OMB controf number,
Name of Proposed Authorized User ‘ State or Territory Where Licensed
Amy O'Neil, D.O. Michigan

Requested Authorization(s) (check all that apply)
35.100 Uptake, dilution, and excretion studies 35.200 Imaging and localization studies
D 35.500 Sealed sources for diagnosis (specify device)

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
application or the individual must have obtained 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. Board Certification o
a. Provide a copy of the board certification. .

b. For a board certification issued on or before choberl;m, 2005 that is listve‘q‘ in 10 CFR 35.57(b)(2)(i), provide
the following: . ; . P

v - - [
i i [

) Do_cumentation'thét the individljal_ performed eejch usv:e»“checked abdye on or before October 24, 2005,
(i) Dates, duration, and desgription of continuing eiiducafio‘_n’ and experience within the past seven years for

each use checked above. ]

C.. . Stop here.
[ ] 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization
a. Authorized user on Materials License meeting 10 CFR 35.390, 10 CFR 35.57 for 35.300

uses, or equivalent Agreement State requirements seeking authorization for 35.290.
b. Supervised Work Experience.

(If more than one supetvising individual is necessary to document supervised work experience, provide multiple
copies of this section.)

Location of Experience/License or Clock Dates of

Qgscnpt;on ,_(‘)f.EXper’_frTf:,e Permit Number of Facility Hours Experience*

Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate ,
with reagent kits to prepare labéled | ' ' ¢
radioactive drugs

' Tcﬁal Hours of Experience: E
' ’ ' " |License/Permit Nurnber listing supervising individual as an
authorized user or authorized nuclear pharmacist

Supervising individual

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).

[ ]35.290 [ ]35.390 + generator experience in.32.290(c)(1 Wi)G) [ 13555 [ ] 35.57 for 35.200 uses

c. If board certified, provide a copy of the certificate and stop here. If not board certified, skip to and complete
-~ Part Il Preceptor Attestation. : :

NRC FORM 313A {AUD) (07-31-2023) - PAGE 1




NRC FORM 313A (AUD) U. S. NUCLEAR REGULATORY COMMISSION

A AUTHORIZED USER TRAINING, EXPERIENCE AND PRECEPTOR ATTESTATION
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.57, 35.190, 35.290, and 35.590](continued)

N

] 3. Training and Exbvé‘rience for Proposed Authorized User

a. Classroom and Laboratory Training.

Clock Dates of

Description of Training _ Location of Training Hours Training*

Radiation physics-and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
35.590)

Radiation biology

Total Hours of Training: :I

b. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)

. N Total Hours of
Supervised Work Experience | Experience: l:]
Description of Experience Location of E‘xperience/Licensé or Confirm Dates of
Must Include; : Permit Number of Facility Experience*
Ordering, receiving, and unpacking
radioactive materials safely and D Yes
performing the related radiation []No
surveys
Performing quality control
procedures on instruments used to |- []Yes
determine the activity of dosages D No

and performing checks for proper
operation of survey meters

NRC FORM 313A (AUD) (07-31-2023) ) ) ] : : ) PAGE 2



NRC FORM 313A (AUD)
+407-31-2023)

AUTHORIZED USER TRAINING, EXPERIENCE AND P
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.57, 35.190, 35.290, and 35.590](continued)

U. S. NUCLEAR REGULATORY COMMISSION
RECEPTOR ATTESTATION

3. Training and Experience for Proposed Authorized User {continued)

b. Supervised Work Expe_rience. (Qqntinued)

preparing patient or human research
subject dosages

Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility - Experience*
Calculating, measuring, and safely []Yes

[ ]No

Using administrative controls to
prevent a medical event involving the
use of unsealed byproduct material

[ ]Yes
[ ]No

Using procedures to contain spilled
byproduct material safely and using
proper decontamination procedures

[] Yes
[]No

Admihistering‘doéages of radioactive
drugs to patients or human reseatch
subjects R

[] Yes
[ ]No

Eluting generator systems appropriate
for the preparation of radioactive”
drugs for imaging and localization
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare {abeled radicactive
drugs

[]Yes
[ No*

Superyising Individual

training

License/Permit Number listing supervising individual as an
authorized user or-an authorized nuclear pharmagist for generator

*Not required for 10 CFR 35.100 use.

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[ 135190 [ ] 35290 [1385.390 [ ] 35.390 + generator experience in 35.290(c)(1)(ii)(G)

[ 13555 [ ] 3557 for35.200 uses

Device

c. For'3_5.590 only, provide documentation.of training on use of the device.

Type of Training

Location and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part 1| Preceptor Attestation.

NRC FORM 313A (AUD) (07-31-2023)

PAGE 3



NRE FORM 313A (AUD)

F U. S. NUCLEAR REGULATORY COMMISSION
(07-31-2023)

AUTHORIZED USER TRAINING, EXPERIENCE AND PRECEPTOR ATTESTATION
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.57, 35.190, 35.290, and 35.590](continued)

PART Il - PRECEPTOR ATTESTATION

Note: - This part must be completed by the individual's preceptor. The preceptor does not have fo be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than

one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not
required to meet training requirements in 35.590)

_ By checking the boxes below, the preceptor is not attesting to the individual's “general clinical competency.”

First Section ,
Check one of the following for each use requested:
For 35.190

{ attest that = Amy O'Neil, D.O. has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized User

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR 35.190(c)(1),

and is able to independently fulfill the radiation safety-related duties as an authorized user for the medical uses
authorized under 10 CFR 35.100.

For 35.290

| attest that Amy O'Neil, D.O. has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10 CFR

35.280(c)(1), and is able to independently fulfill the radiation safety-related duties as an authorized user for the
medical uses under 10 CFR 35.100 and 35.200.

-———-——-———_-———ﬁ——"———-~————-u——--—_————————

Second Section o _
Compilete one of the following for attestation and signature:
Authorized User: '
I meet the réquiremehts below, or equivaient Agréement State requirements, as an authorized user for:
[v]35.190 [v]35.290 []35.390 [7] 35.390 + generator experience (] 35.57 for 35.200 uses
: OR

[} Residency Program Director: '

D | affirm that the attestation represents the consensus of the residency program faculty where at feast one

faculty member is an authorized user who meets the requirements below or equivalent Agreement State
requirements for:

[] 35190 [ ]35.290 D 35.390 [ ] 35.390 + generator experience | | 35.57 for 35.200 uses
[:l 1 affirm that this facility member concurs with the aﬁestation | am providing as program director.
D I affirm that the residency training program is approved by the:
D Residency Review Committee of the Accreditation Council for Graduate Medical Education
D Royal College of Physicians and Surgeons of Canada
D Council on Post-Graduate Training of the American Osteopathic Association

[___] I affirm that the residency training program includes training and experience specified in:

[ 135190 [] 35.290
§Name of Facility: : . ) ) . License/Permit Nuriber:
Mount Clemens Regional Medical Center d/b/a McLaren Macomb 21-04080-01
{Name of Preceptor or Resjdéncy Program Director (Typed or Printed) / ; o ‘ Telephone Number Date
Metissa L an'fell!, Do 7 - 556 464~ Yoro l-10-18

Signature : ; %‘ﬁb

NRC FORM 313A (AUD) (07-31-2023) ‘ . ‘ , _ PAGE 4







Martha Pavon

From: Tammy Tomczak

Sent: Wednesday, February 11, 2026 11:37 AM

To: Martha Pavon

Cc: Sandy Pavon

Subject: FW: License Amendment Request: #21-04080-01
Attachments: NRC Amendment Doc.pdf

Hi again, Martha ©
Canyou please add the attached to ADAMS?

Thank you!!
Tammy

From: Newsted, Felicia <Felicia.Newsted@mclaren.org>

Sent: Wednesday, February 11, 2026 11:29 AM

To: R3-DRSSMail Resource <R3-DRSSMail.Resource@nrc.gov>

Cc: Cari Dzanbazoff <cdzanbazoff@mpcphysics.com>; Ewald, Art <Art.Ewald@mclaren.org>; Cobbett, Joshua
<Joshua.Cobbett@mclaren.org>

Subject: [External_Sender] License Amendment Request: #21-04080-01

Please see the attached documents requesting the addition of two authorized user physicians to our
NRC License.

If you have any questions or require additional information, please contact our Medical Physics
Consultant, Cari Dzanbazoff at 734-662-3197 or email cdzanbazoff@mpcphysics.com.

Sincerely,

Felicia Newsted CNMT, ARRT (N)
Nuclear Medicine- Lead
McLaren Macomb Hospital
586-493-8130

r Mflaren DOING WHATS BEST

HEALTH CARE
McLaren confidentiality statement: "The information contained in this communication, including

attachments, is confidential, may be privileged, and is intended only for the use of the named
recipient(s). Unauthorized use, disclosure, forwarding or copying is strictly prohibited and may be



unlawful. If you have received this communication in error, please notify me IMMEDIATELY at the phone
number or pager listed above."



