GF R, UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION Il
2443 WARRENVILLE RD. SUITE 210
LISLE, IL 60532-4352

March 27, 2024

Mohamad K. Ajjour, M.D.

Radiation Safety Officer

Cardiovascular Institute of Michigan, P.C.
18303 Ten Mile Road, Suite 100
Roseville, Ml 48066

Dear Mohamad K. Ajjour, M.D.:

This refers to the application dated December 19, 2023, requesting the renewal of your NRC
license no. 21-32094-01.

We are unable to complete our review because the information in the application is insufficient
to support your request.

Within 20 calendar days of the date of this letter (by close of business on April 16, 2024) please
provide only one complete, written, currently dated and signed response to the items below.

Please address your written response to my attention as “additional information to control no.
638911.”

Please include the name, direct phone number and direct email address for at least one point of
contact knowledgeable in matters concerning your NRC license, apart from phone numbers and
email addresses for outside physics consultants for this practice.

Note that, for the past 4 years, we only issue licensing actions via electronic transmission and
we no longer send hardcopy, paper documents.

Having the direct email address for a senior manager/owner of the practice helps us to transmit
the licensing documents to the correct, licensed recipient.

Please only send us one complete, written, currently dated and legibly, physically signed (by an
appropriate senior management official) correspondence document, such as either an NRC
Form 313 or a business-style letter containing the same information as an NRC Form 313a.

Please ensure that the requested information is answered completely and accurately.

Please do not send multiple copies of responses and please do not submit any information that
is identical to what you have already sent us unless we direct you to do so. If you resubmit such
information for the sake of adding context and other details to enhance its meaning, that is
acceptable.
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Please do not email a PDF document to me, and transmit a faxed version, and/or a hard copy
sent by mail. Only one copy transmitted in only one of these ways is appropriate to prevent
administrative processing errors, although emailing a PDF document is the least efficient
mechanism for responding to me.

The most reliable and fastest way to respond is to send an email to R3-
DRSSMail.Resource@nrc.gov and “cc” me at colleen.casey@nrc.gov.

Please do not send your response to me only as that will incur a delay in processing it in our
offices.

1. We noted that Item 13 in your application was signed by Doreen Iregbu, CNMT, Nuclear
Administrator. It is not clear to us whether she is a senior executive, senior manager
and/or owner of this license.

Please either confirm that Ms. Iregbu is an appropriate senior manager for this license
(and an owner, senior manager must sign the response to affirm this, if this is option you
use); or have an appropriate owner, senior manager sign the response letter and affirm
his/her knowledge of and agreement with the application for renewal dated December 19,
2023.

Here is some background information on signatories from 10 CFR Part 35 and from our
medical users guidance document.

“§ 35.12 Application for license, amendment, or renewal.

(a) An application must be signed by the applicant's or licensee's management.”

Management,” as used in this volume, pursuant to the definition in 10 CFR 35.2, refers to
the chief executive officer or other individual(s) having the authority to administer their
licensee’s activities, or those individual’s delegate(s). Any such individual or delegate must
have authority and necessary resources to achieve regulatory compliance.

3.1 Commitments and Responsibilities

To ensure adequate management involvement in accordance with 10 CFR 35.12(a),
“Application for license, amendment, or renewal,” and 10 CFR 35.24(a), a management
representative (i.e., chief executive officer or delegate) must sign the submitted
application. If it is not clear whether the application was signed by someone duly
authorized to act for and on behalf of the applicant or licensee, NRC license reviewers
may ask for additional assurances that the individual who signed the application is duly
authorized to act for and on behalf of the applicant or licensee. The signature on an
application acknowledges the applicant’s or licensee’s commitments and responsibility for
the following:

¢ Radiation safety, security, and control of radioactive materials and
compliance with regulations.


mailto:R3-DRSSMail.Resource@nrc.gov
mailto:R3-DRSSMail.Resource@nrc.gov
mailto:colleen.casey@nrc.gov
http://www.nrc.gov/reading-rm/doc-collections/cfr/part035/part035-0012.html
http://www.nrc.gov/reading-rm/doc-collections/cfr/part035/part035-0024.html

M. Ajjour -3-

e Completeness and accuracy of the radiation safety records and all information
provided to the NRC (10 CFR 30.9).

¢ Knowledge about the contents of the license application.

e Compliance with current NRC and U.S. Department of Transportation
regulations, the licensee’s operating, emergency, and security procedures, and
NRC license commitments.

e Commitment to provide adequate financial and other resources (including space,
equipment, personnel, time, and, if needed, contractors) to the radiation protection
program to ensure that patients, the public, and workers are protected from
radiation hazards and that compliance with regulations is maintained.

¢ Selection and assignment of a qualified individual to serve as the radiation safety
officer (RSO), who agrees, in writing, to be responsible for implementing the radiation
protection program. The RSO shall have independent authority to stop unsafe
operations and will be given sufficient time to fulfill radiation safety duties
and responsibilities.

Commitment to report defects, noncompliances, or reportable events, including
medical events in accordance with regulations.

Selection and assignment, if applicable, in writing, of one or more qualified associate
radiation safety officers (ARSO) to support the RSO. The RSO, with written agreement
of the licensee’s management, will assign to each ARSO specific duties and tasks
restricted to the types of use for which each ARSO is listed on the license.

Commitment to ensure that radiation workers have adequate training.

Prevention of discrimination of employees engaged in protected activities and
commitment to provide information to employees about employee protection provisions
(10 CFER 30.7, “Employee protection”).

Commitment to provide information to employees about deliberate misconduct
provisions (10 CFR 30.10, “Deliberate misconduct”).

Commitment to obtain NRC'’s prior written consent before transferring control of the
license (see Section 9.2.1, “Transfer of Control,” of this NUREG.)

Notification of the appropriate NRC regional administrator, in writing, immediately
following the filing of petition for voluntary or involuntary bankruptcy (10 CFR 30.34(h),
as discussed further in Section 9.2.2, “Notification of Bankruptcy Proceedings,” of

this NUREG.

Approval of qualified individual(s) to serve as authorized medical physicists, ophthalmic
physicists, authorized nuclear pharmacists, and authorized users for licensed
activities.”


http://www.nrc.gov/reading-rm/doc-collections/cfr/part030/part030-0009.html
http://www.nrc.gov/reading-rm/doc-collections/cfr/part030/part030-0007.html
http://www.nrc.gov/reading-rm/doc-collections/cfr/part030/part030-0010.html
http://www.nrc.gov/reading-rm/doc-collections/cfr/part030/part030-0034.html
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2. Please resubmit an updated, currently signed Delegation of Authority (DoA) for the
Radiation Safety Officer. The DoA submitted with the renewal designates Dr. Ajjour as the
RSO and Doreen Iregbu, CNMT, have signed it. The signatory for the DoA should be a
senior management representative, as described above in Iltem 1, such as a senior
executive, owner of the practice, etc. If Dr. Ajjour is the senior executive for the license
and the RSO, then please so state and the DoA will not be considered appropriate.

3. Section 8.7.2 in NUREG 1556, Vol. 9, Rev. 3, at https://www.nrc.gov/reading-rm/doc-
collections/nuregs/staff/sr1556/v9/index.html and Appendix C, Table C-2, Iltem 7 require
the names, state medical license numbers, uses requested and appropriate qualifications
of the authorized physician users (“AUs”) for this license.

Your application was silent with respect to the names of AUs for this license renewal. If
you are only going to name incumbent AUs, please so state specifically. You do not need
to resubmit their credentials again.

If you are deleting one or more incumbent AUs, you must specifically direct us to do that.

If you wish to add new AUs, please provide the information to support each proposed AU.
The regulations in 10 CFR Part 35 and the Guidance referenced above will be helpful.

4.  Appendix C, Table C-2, Item 9, Facility Diagram, describes the information we need to
evaluate your facilities. Some information listed in this section was not provided on your
facility diagrams.

Please revise your diagrams to include either the scale of the drawings or list and describe
the dimensions associated with each room where radioactive materials are delivered,
stored, injected and used.

Please specify if you will have shielding for the use and storage of radioactive materials,
what types and where it will be used.

In Amendment No. 7, issued on December 8, 2023, you changed the security measures
for radioactive materials in an application dated October 3, 2023. You did not fully describe
this procedure change in the renewal application. To carry this forward into the renewal,
please respond by describing the revised security procedure change.

Please note that, when we renew an NRC license, we usually replace all prior documents
listed in the last condition of the license with all new, updated documents in the renewal
application.

5.  We noted that the name of your license, Cardiovascular Institute of Michigan, P.C., did not
appear in any of the documents submitted with or as your renewal application. If your
name has changed, please let us know or include the name of your license specifically in
your written response.

If you have any questions concerning this letter please contact me at colleen.casey@nrc.gov or
630-829-9841. My fax number is 630-515-1078. As | telework about half of the time, reaching
me via email is the most efficient contact method.



https://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v9/index.html
https://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v9/index.html
mailto:colleen.casey@nrc.gov
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In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice,” a copy of this letter will be
available electronically for public inspection in the NRC Public Document Room or from the
NRC's Agencywide Documents Access and Management System (ADAMS), accessible from
the NRC Web site at https://www.nrc.gov/reading-rm/adams.html.

Sincerely,

Digitally signed by COLLEEN
COLLEEN v

Date: 2024.03.27 16:08:34
CASEY _05'00'

Colleen Carol Casey
Health Physicist
Materials Licensing Branch

License No. 21-32094-01
Docket No. 030-34736
Control No. 638911


https://www.nrc.gov/reading-rm/adams.html
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