BAMF
Health

January 22, 2023

Materials Licensing Branch

109 Michigan St. NW
Suite 700
Grand Rapids, Ml 49503

bamfhealth.com

U.S. Nuclear Regulatory Commission, Region Il

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

Re: Mail Control Number 638612, Amendment 6 to License No. 21-35632-03MD, Docket No.

030-39300)

To Licensing,

In our original amendment request dated 1/17/2024 [Mail Control No. 638612] to add research
and development (R&D) activities, we asked for a maximum possession limit of 2 curies for
radionuclides with atomic numbers 1-83. However, for fluorine-18 and zirconium-89 we need
higher maximum possession limits due to our planned R&D activities. Thus, please augment

our amendment request as follows:

1. For fluorine-18, specify a maximum possession limit of 10 curies for R&D authorized

uses.

2. For zirconium-89, specify a maximum possession limit of 5 curies for R&D authorized

uses.

In addition, we would like to add additional radionuclides as follows:

Byproduct, source, and/or special
nuclear material

Any byproduct material with Atomic Numbers
84 through 104 with half-life

less than or equal to 120

days

Chemical/Physical Form

Any

Maximum Possession Limit

500 millicuries per radionuclide and 5 curies
total

Authorized Use

For research and development as defined in
10 CFR 30.4, including the pre-production of
radiopharmaceuticals for testing, validation,
and qualification of FDA regulated drug
products.




BA M F 109 Michigan St. NW
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If you have any questions, please contact me at (949) 939-2641 or mark.sitek@bamfhealth.com.
Respectfully Yours,

Mark A. Sitek, MS, CHP
Corporate Radiation Safety Officer
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January 22, 2023

Materials Licensing Branch

U.S. Nuclear Regulatory Commission, Region Il
2443 Warrenville Road, Suite 210

Lisle, lllinois 60532-4352

Re: Mail Control Number 638612, Amendment 6 to License No. 21-35632-03MD,
Docket No. 030-39300)

To Licensing,

In our original amendment request dated 1/17/2024 [Mail Control No. 638612] to add
research and development (R&D) activities, we asked for a maximum possession limit
of 2 curies for radionuclides with atomic numbers 1-83. However, for fluorine-18 and
zirconium-89 we need higher maximum possession limits due to our planned R&D
activities. Thus, please augment our amendment request as follows:

1. For fluorine-18, specify a maximum possession limit of 10 curies for R&D
authorized uses.

2. For zirconium-89, specify a maximum possession limit of 5 curies for R&D
authorized uses.

If you have any questions, please contact me at (949) 939-2641 or
mark.sitek@bamfhealth.com.

Respectfully Yours,
/(7 kA LUk

Mark A. Sitek, MS, CHP
Corporate Radiation Safety Officer



Martha Pavon

From: Tammy Tomczak

Sent: Monday, January 22, 2024 3:34 PM

To: Martha Pavon

Cc: Sandy Pavon

Subject: FW: RE: [External] Acknowledgement - Amendment Requests for License Nos.
21-35632-01 and 21-35632-03MD

Attachments: 21-35632-03MD Amend 6 Addendum 1-22-2024.pdf

Good afternoon, Martha @
Can you please add the attached to ADAMS?

Thank you!!
Tammy

From: Mark Sitek <mark.sitek@bamfhealth.com>

Sent: Monday, January 22, 2024 3:12 PM

To: Tammy Tomczak <Tammy.Tomczak@nrc.gov>

Subject: [External_Sender] RE: [External] Acknowledgement - Amendment Requests for License Nos. 21-35632-01 and
21-35632-03MD

Tammy,
Please send the attached addendum to Amendment 6 (Mail Control No. 638612) to the assigned reviewer.
Thanks,

Mark A. Sitek, MS, CHP

Corporate Radiation Safety Officer
BAMF Health

949-939-2641

From: Tammy Tomczak <Tammy.Tomczak@nrc.gov>

Sent: Thursday, January 18, 2024 2:38 PM

To: Mark Sitek <mark.sitek@bamfhealth.com>

Subject: [External] Acknowledgement - Amendment Requests for License Nos. 21-35632-01 and 21-35632-03MD

Good afternoon, Mark,

| am electronically transmitting the Acknowledgement forms that you would normally receive in the mail.
Please let me know if you have any questions, or require any additional information.

Thank you,

Tammy Tomczak
Licensing Assistant



630-829-9564



Martha Pavon

From: Tammy Tomczak

Sent: Tuesday, January 23, 2024 11:17 AM

To: Martha Pavon

Cc: Sandy Pavon

Subject: FW: Mail Control No. 638612 BAMF Health Amendment 6 revised addendum
Attachments: 21-35632-03MD Amend 6 Addendum 1-23-2024.pdf

Good morning, Martha @

Can you please add the attached to ML24022A287? This incoming should be the first document the reviewer sees when
they open the document in ADAMS.

Thank you so much!!
Tammy

From: Mark Sitek <mark.sitek@bamfhealth.com>

Sent: Tuesday, January 23, 2024 11:04 AM

To: Tammy Tomczak <Tammy.Tomczak@nrc.gov>

Subject: [External_Sender] Mail Control No. 638612 BAMF Health Amendment 6 revised addendum

Tammy,

I’'m sorry but can you please replace the addendum | sent yesterday with this one for Mail Control No. 638612. | talked
to another licensee today and learned that NRC allows atomic numbers 84-104 with half lives 120 days or less to be
added.

Thanks,

Mark





