UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD - SUITE 102
KING OF PRUSSIA, PA 19406-1415

May 8, 2024

Justin Drew, MSN, RN, NEA-BC, FAONL
Vice President, Ambulatory & Clinical Services
Middlesex Health
28 Crescent Street
Middletown, CT 06457

SUBJECT:  MIDDLESEX HEALTH, REQUEST FOR ADDITIONAL INFORMATION, MAIL

CONTROL NO. 640060

Dear Justin Drew:

This is in reference to your letter dated March 18, 2024, requesting to amend NRC License No.
06-00649-03. In order to continue our review, we need the following additional information:

1.

Authorized User (AU) — In your amendment letter, you included a document from the
American Board of Radiology (ABR) indicating that Dr. Michael Johnson, Jr. had
received certification in Interventional Radiology/Diagnostic Radiology in 2016 and 2013,
respectively. However, for an individual qualifying as an AU because of a recognized
board certification, the NRC requires a copy of the board certification issued by a
specialty board whose certification process has been recognized by 10 CFR Part 35,
Subparts D and/or E, as applicable to the use(s) requested. For an ABR certificate to be
recognized by the NRC, the words "AU eligible" must appear above the ABR seal, which
was not present on the certificate you provided. More information regarding NRC
specialty board certificate recognition can be found on the NRC public website at
https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html#35290.
Therefore, please provide one of the following:

a. If you wish to withdraw your amendment request, please submit a statement
denoting your intentions to no longer pursue your request to add Dr. Michael
Johnson Jr. as an authorized user for 10 CFR 35.100 and 35.200 uses.

OR

b. If you wish to continue pursuing your amendment request to add Dr. Michael
Johnson Jr. as an authorized user for 10 CFR 35.100 and 35.200 uses, please
provide information through one of the following pathways:

i. name of each proposed AU and uses requested

AND

ii. medical, podiatry, or dental license number and issuing entity (e.g., State
or territory)

AND


https://www.nrc.gov/materials/miau/med-use-toolkit/spec-board-cert.html#35290
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For an individual currently or previously listed as an AU on an NRC or Agreement
State license or permit for the same type of use(s) requested

provide an NRC license number or a copy of the license (if issued by an
Agreement State) or a copy of a permit issued by an NRC master
materials licensee, a permit issued by an NRC or Agreement State broad
scope licensee, or a permit issued by an NRC MML permittee of broad
scope on which the physician, dentist, or podiatrist was specifically
named as an AU for the uses requested

AND

if applicable, attach documentation of recent, related continuing education
and experience, as required by 10 CFR 35.59.

For an individual listed as an AU on an NRC or Agreement State license or
permit but seeking an additional authorization under 10 CFR Part 35

V.

Vi.

Vii.

provide an NRC license number or a copy of the license (if issued by an
Agreement State) or a copy of a permit issued by an NRC master
materials licensee, a permit issued by an NRC or Agreement State broad
scope licensee, or a permit issued by an NRC MML permittee of broad
scope on which the individual was specifically named as an AU

AND

attach additional documentation of training and experience necessary to
demonstrate the AU is qualified for the new medical uses requested:

1. Toadd 10 CFR 35.100 authorization for an AU qualified under 10
CFR 35.200, no additional documentation is needed.

2. To add 10 CFR 35.200 authorization for an AU qualified under 10
CFR 35.390, attach documentation of the supervised work
experience eluting generator systems as required in 10 CFR
35.290(c)(1)(ii)(G).

AND

if applicable, attach documentation of recent, related continuing education
and experience, as required by 10 CFR 35.59.

For an individual qualifying under 10 CFR 35.57(b)(3) because only accelerator-
produced byproduct material was used for medical use

viii.

attach documentation that the physician, dentist, or podiatrist used only
accelerator-produced radioactive materials, discrete sources of Ra-226,
or both, for medical uses performed at a Government agency or federally
recognized Indian Tribe before November 30, 2007, or at all other
locations of use before August 8, 2009, or an earlier date as noticed by
the NRC
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AND

attach documentation that the physician, dentist, or podiatrist used these
materials for the same medical uses requested

AND

attach documentation of recent, related continuing education and
experience, as required by 10 CFR 35.59

For an individual who was certified before October 24, 2005, by a board listed in
10 CFR 35.57(b)(2)

Xi.

Xii.

Xiii.

attach a copy of the board certification issued before October 24, 2005,
by a specialty board whose certification is listed in 10 CFR 35.57(b)(2)

AND

attach documentation demonstrating that the individual was using the
requested materials and uses on or before October 24, 2005

AND

attach documentation of recent, related continuing education and
experience, as required by 10 CFR 35.59

For an individual qualifying under 10 CFR Part 35, Subparts D, E, F, G, and/or H
because of a recognized board certification

Xiv.

XV.

XVi.

attach a copy of the board certification(s) issued by a specialty board
whose certification process has been recognized3 by the NRC or an
Agreement State under 10 CFR Part 35, Subpart D, E, F, G, or H, as
applicable to the use requested

AND

attach additional documentation of training and experience necessary to
demonstrate the AU is qualified for the medical uses requested:

1. Toadd 10 CFR 35.200 authorization with a board certification
recognized under 10 CFR 35.390, attach documentation of the
supervised work experience eluting generator systems required in
10 CFR 35.290(c)(1)(ii)(G).

AND

if applicable, attach documentation of recent, related continuing education
and experience, as required by 10 CFR 35.59
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For an individual qualifying under 10 CFR Part 35, Subparts D, E, F, G, and/or H
by classroom and laboratory training, supervised work experience, and
supervised clinical experience

XVii.

XViii.

XiX.

XX.

attach documentation of the classroom and laboratory training,
supervised work experience, and supervised clinical experience identified
in 10 CFR Part 35, Subpart D, E, F, G, or H, demonstrating that the
proposed AU is qualified by training and experience for the use(s)
requested

AND

for an individual seeking authorization under 10 CFR Part 35, Subpart G
or H, attach documentation of the training specified in 10 CFR 35.590(d)
or 10 CFR 35.690(c), as applicable, demonstrating that the proposed AU
is qualified for the type(s) of use for which authorization is sought

AND

attach a written attestation, signed by a preceptor physician AU or, if
applicable, the residency program director, that the above training and
experience have been satisfactorily completed and the individual is able
to independently fulfill the radiation safety-related duties as an AU for the
requested medical uses

AND

if applicable, attach documentation of recent, related continuing education
and experience, as required by 10 CFR 35.59

It is noted that Dr. Michael Johnson, Jr. would most likely need to follow Items xuvii, xix,
and xx. Please submit the documentation on an NRC Form 313A (AUD).

2. Please Note: Additional information can be found in NUREG-1556, Volume 9, Revision
3, Section 8.7.2, “Authorized Users (AUs).” This document can be found on the NRC’s
public website at https://www.nrc.gov/reading-rm/doc-
collections/nuregs/staff/sr1556/v9/index.html.

We will continue our review upon receipt of this information. Please reply to my attention at
Valerie.Stowell@nrc.gov, referencing mail control number 640060.

In order to continue prompt review of your application, we request that you submit your
response to this letter within 30 calendar days from the date of this letter.

An electronic version of the NRC'’s regulations is available on the NRC Web Site at:
www.nrc.gov. Additional information regarding medical uses of radioactive materials may be
obtained on the NRC Web Site at: http://www.nrc.gov/materials/miau/med-use-toolkit.html. This
site also provides the updated Training and Experience NRC Form 313A series of forms and
guidance, as well as information on the revised regulations for naturally-occurring and
accelerator-produced radioactive materials (NARM).



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
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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 document system (ADAMS). ADAMS is accessible from the NRC Web Site at:
http://www.nrc.gov/reading-rm/adams.html. Please be aware that you may request that certain
portions of your submittal to NRC be withheld form public disclosure as proprietary information.
To do this, you must execute an affidavit as specified in 10 CFR 2.390. You must list all portions
that you wish to be held proprietary, along with your reasoning as to why that is appropriate.
While it is allowable, please refrain from submitting proprietary information in support of a
license unless necessary. Keep in mind that all NRC licenses are considered to be in the public
domain, and therefore may be viewed by any member of the public who requests to see them.

If you have any questions regarding this request for additional information, please contact me at
610-337-5193 or via electronic mail at Valerie.Stowell@nrc.gov.

Thank you for your cooperation.

Sincerely,

Valerle A Digitally signed by

Valerie A. Stowell
Date: 2024.05.08

StOWG” 13:17:34 -04'00'
Valerie Stowell, Health Physicist
Medical and Licensing Assistance Branch
Division of Radiological Safety and Security
Region |

License No. 06-00649-03

Docket No. 030-01242
Mail Control No. 640060

CccC: Jason Marsden, Radiation Safety Officer
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