
109 Michigan St. NW
Suite 110 bamfhealth.com

Grand Rapids, MI 49503 

April 11, 2022

Materials Licensing Branch
Attn: Tammy Tomczak
U.S. Nuclear Regulatory Commission, Region III
2443 Warrenville Road, Suite 210
Lisle, Illinois 60532-4352

Re: CN 630398 [Docket No. 030-39267, Sealed Sources and AU]

Ms. Tomczak, 

Please augment our March 8, 2022, amendment request assigned Mail Control Number 
630398 for License No. 21-35632-01 to include a change to the listing of sealed sources 
and to add an additional authorized user.

Specifically, replace Items 6.G-J, 7.G-J, 8.G-J, and 9.G-J with the following sole conditions:

6.G. Any byproduct material permitted by 10 CFR 35.65
7.G. Sealed sources
8.G. 100 millicuries total
9.G. For use in calibration and checking of the licensee’s instruments

This change is requested to align our accelerator license with our recently issued 
commercial radiopharmacy license (No. 21-35632-03MD) which has the same conditions.  
While our two licenses cover different operations within the same facility, the same sealed 
sources are used interchangeably.  

In addition, please add Bradley Knorr to Section 12 as an authorized user who will handle 
licensed material.  Mr. Knorr has approximately 19 years of relevant experience as a 
cyclotron operator and engineer.  He was most recently listed as an authorized user 
(cyclotron operator) on multiple agreement state licenses for SOFIE where he handled 
radioisotopes and quantities using cyclotrons similar to our facility.  



109 Michigan St. NW
Suite 110 bamfhealth.com

Grand Rapids, MI 49503 

The following radioactive radioactive materials licenses are attached which list Mr. Knorr 
as an AU:

a. State of California, License No. 7131-43
b. State of Ohio, License No. 02500180001
c. State of Florida, License No. 3287-1
d. State of New York, License No. C5707

Thank you,

Matthew DeLong, PharmD
VP Radiopharmacy

















































Amendment Number: 39 Page 1 of 3 
OHIO DEPARTMENT OF HEALTH 

LICENSE FOR RADIOACTIVE MATERIAL 
Pursuant to Chapter 3748 of the Ohio Revised Code, and in reliance on statements and representations made by the licensee, a license is 
hereby issued authorizing the licensee named herein to receive, acquire, possess, and transfer radioactive material as designated below; 
to use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such material to persons authorized to 
receive it in accordance with the applications of Chapter 3748 of the Ohio Revised Code and all rules promulgated thereunder.  This 
license shall be deemed subject to all applicable rules, regulations and orders of the Ohio Department of Health now or hereinafter in 
effect and to any conditions specified below. 
 

LICENSEE LICENSE NUMBER 

1.  N-Molecular, Inc. dba SOFIE 3.  02500180001 

EXPIRATION DATE 
2.  21000 Atlantic Blvd. 

Suite 730 
Dulles, VA 20166 

4.  December 1, 2026 

FILE / ID NUMBER 

5.  501082 / 16748 
 

6. RADIOACTIVE MATERIAL 7. CHEMICAL AND/OR PHYSICAL 
FORM 

8. MAXIMUM QUANTITY THAT 
LICENSEE MAY POSSESS AT 
ANY ONE TIME UNDER THIS 
LICENSE 

 A.  Any radioactive material 
permitted by OAC 3701:1-46-11  

  A.  Prepackaged units for in vitro 
diagnostic tests 

 A.  740 MBq (20 mCi) 

 B.  Any radioactive material with 
atomic numbers 1 to 83 inclusive, 
except other nuclides listed herein 

  B.  Any  

 
 B.  

 

222 GBq (6 Ci) 

 C.  Fluorine-18   C.  Elemental and / or 
radiopharmaceutical form  

 C.  1850 GBq (50 Ci) 

 D.  Carbon-11   D.  Elemental and / or 
radiopharmaceutical form 

 D.  592 GBq (16 Ci) 

 E.  Oxygen-15   E.  Elemental and / or 
radiopharmaceutical form 

 E.  370 GBq (10 Ci) 

 F.  Nitrogen-13   F.  Elemental and / or 
radiopharmaceutical form 

 F.  370 GBq (10 Ci) 

 G.  Iodine-124   G.  Elemental and / or 
radiopharmaceutical form 

 G.  16.6 GBq (450 mCi) 

 H.  Copper-64   H.  Any  H.  111 GBq (3.0 Ci) 

 I.  Any sealed source permitted by 
OAC 3701:1-58-26 

  I.  Sealed sources    I.  7.4 GBq (200 mCi) total, no 
single source to exceed 740 
MBq (20 mCi) 

 J.  Technetium-99m   J.  Sodium Pertechnetate and 
products labeled in accordance 
with manufacturer’s instructions 

 J.  740 GBq (20.0 Ci) 

 K.  Molybdenum-99   K.  Molybdenum-99 / Technetium-
99m generators 

 K.  740 GBq (20.0 Ci) 

 L.  Strontium-82 / Rubidium-82   L.  Any form.  Generators and 
radioisotopes derived to prepare 
radioactive drugs for medical use 

 L.  33.3 GBq (900 mCi)  

 M.  Germanium-68 / Gallium-68   M.  Any form.    M.  3.7 GBq (100 mCi) of 
Germanium 
3.7 BGq (100 mCi) of Gallium  

 N.  Strontium-85   N.  Any  N.  77.7 GBq (2.1 Ci) 

 O.  Activation Products   O.  Any radioactive materials 
produced by activation of 
cyclotron facilities and machine 
parts by the operation of the 
particle accelerator 

 O.  111 GBq (3.0 Ci) 



 

 OHIO DEPARTMENT OF HEALTH 

 LICENSE FOR RADIOACTIVE MATERIALS 

 SUPPLEMENTARY SHEET 

 Page 2 of  3 

License Number:  02500180001 

File/ID Number:  501082 / 16748 

Amendment Number:  39 

 
 P.  Uranium (depleted in isotopes 

Uranium-235) 
  P.  Metal for generator and product 

shielding 
 P.  200 kilograms 

9. Authorized Use 
 A. Redistribution of prepackaged in vitro kits to general and specific licenses as permitted by OAC 3701:1-46-42 provided 

the packaging and labeling remain unchanged. 

 B.- H. Preparation and distribution/redistribution of radioactive drugs to authorized recipients.  

 I. Authorization for calibration, transmission, and reference sources for in house use and distribution/retrieval to/from 
licensed recipients that has been manufactured, labeled, packaged, and distributed in accordance with a specific license 
issued pursuant to OAC 3701:1-46-44, or equivalent NRC or Agreement State regulations. 

 J. - L. For use in producing Technetium-99m Pertechnetate and redistribution of generators to authorized recipients. 
Generators will be obtained from a manufacturer licensed pursuant to OAC 3701:1-46-43, or equivalent NRC or 
agreement state regulations. Unused generators will be redistributed without opening or altering the manufacturer’s 
packaging.  Used generators will be redistributed without altering the manufacturer’s packaging and labeling.  A 
generator will not be distributed beyond the expiration date shown on the generator label.  Redistributed generators 
will be accompanied by the manufacturer supplied leaflet or brochure that provides radiation safety instructions for 
handling and using the generator. 

 M. For use of the Eckert and Ziegler GalliaPharm™ generator to prepare Ga-68 radiopharmaceuticals for imaging and 
localization studies.  For preparation and distribution of radioactive drugs in accordance with OAC 3701:1:46-43 and 
radiochemicals for non-medical use to authorized recipients. 

 N. By-product (impurity) of Sr-82/Rb-82 generators. 

 O. Activation products as a result of cyclotron operation. 

 P. Shielding 

CONDITIONS 
 

10. Licensed material may only be used at the licensee's facilities located at:  7650 First Place 
Building B, Suite A 
Oakwood Village, Ohio 44146 

11. The Corporate Radiation Safety Officer for this license is: Matthew A. Hadden 

The Radiation Safety Officer for this license is:  Patel, Kunal M., Pharm.D 

12. Materials may only be used by, or under the supervision of, the below listed individual(s) designated in writing: 

 Authorized Nuclear Pharmacist(s) 

 A.  Chwojdak, Lynn, Pharm.D. C.  Pratschler, Shannon, R.Ph.   

 B.  Patel, Kunal M., Pharm.D D.  Williams, Bryan H., Pharm D.   

 The following individuals are authorized for cyclotron use:   

 Authorized Individual / Authorization Use 

 A.  Armbruster, John - Operator and Maintenance I.  Patel, Kunal M., Pharm.D - Operator and Maintenance 

 B.  Brisard, Philippa - Operator and Maintenance J.  Patel, Priyanka- Operator 

 C.  Chwojdak, Lynn, Pharm.D. - Operator and Maintenance K.  Pratschler, Shannon, R.Ph. - Operator and Maintenance 

 D.  Crandall-Carney, Laura - Operator  L.  Rhein, Cameron - Operator and Maintenance 

 E.  Ecklund, Andrew - Operator  M.  Voelker, Ken - Operator and Maintenance 

 F.  Heiskell, Todd - Operator and Maintenance N.  Weaver, Greg - Operator and Maintenance 

 G.  Knorr, Bradley - Operator and Maintenance O.  Williams, Bryan H., Pharm D. - Operator and 
Maintenance 

 H.  Magerl, Marty - Operator and Maintenance   

13. Nuclear Pharmacists performing licensed activities shall be licensed by and in good standing with the State of Ohio. 
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14. Deliveries of radioactive material to a mobile unit may be made only when the licensed recipient has an authorized individual 
physically present to receive the radioactive material delivery. 

15. The Radiation Safety Officer shall conduct an annual formal program audit.  Audit review records shall be maintained for a 
period of three (3) years from the date of the record, and contain the date of the audit, the name of the individual performing the 
audit, areas audited, audit findings, corrective actions, and follow-up actions.   

16. The licensee is authorized to retrieve, receive, and dispose of radioactive waste from its customers limited to radiopharmacy 
supplied syringes and vials and their contents. 

17. The licensee is authorized to transport licensed material in accordance with the provisions of OAC 3701:1-50. 

18. The licensee shall conduct a physical inventory every six (6) months to account for all sources and/or devices received and 
possessed under the license.  Records of inventories shall be maintained for at least three (3) years from the date of each 
inventory and shall include: the quantities and kinds of licensed material, manufacturer’s name and model numbers, location of 
the sources and/or devices, and the date of the inventory. 

19. The licensee shall maintain records to demonstrate compliance with dose limits for individual members of the public as 
delineated in OAC 3701:1-38-13(E).  The licensee shall maintain records for review by the Director for a period of three years. 

20. The following conditions must be met for revision to the radiation safety program for the use of the Eckert and Ziegler 
GalliaPharm™ generator:  

 1) The revision does not require a license amendment under OAC 3701:1-58-08. 

 2) The revision is based on the NRC’s current guidance for the use of the Eckert and Ziegler GalliaPharm™ generator to 
prepare Ga-68 radiopharmaceuticals for imaging and localization studies under OAC 3701:1-58-72 posted on the NRC 
Medical Uses Licensee Toolkit; 

 3) The revision has been reviewed and approved by the licensee’s Radiation Safety Officer and management; 

 4) The affected individuals are instructed on the revised program before the change is implemented; 

 5) The licensee shall retain a record of each change for five (5) years; and  

 6) The record will include a copy of the current guidance for the use of the Eckert and Ziegler GalliaPharm™ generator to 
prepare Ga-68 radiopharmaceuticals for imaging and localization studies under OAC 3701:1-58-72 , the old procedure, 
the new procedure, the effective date of the change, and the signature of the licensee management representative who 
reviewed and approved the change.  

21. Except as specifically provided otherwise in this license, the licensee shall conduct its program in accordance with the 
statements, representations, and procedures contained in the documents, including any enclosures, listed below.  The Ohio 
Department of Health’s statutes, rules, and orders shall govern unless statements, representations, and procedures in the 
licensee’s application and correspondence are more restrictive than the regulations. 

 A.  Renewal application dated November 12, 2021. Letter dated November 23, 2021. Electronic correspondences dated November 
22, 2021, December 20, 2021, and January 5, 2022; Amendment 39 renews license number 02500180001 in its entirety. 

   
For the Ohio Department of Health 
 

  

DATE:  BY:  

   W. Gene Phillips, MBA, REHS 
Chief, Bureau of Environmental Health and Radiation Protection 
on behalf of the Director of Health 

 

February 3, 2022
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Pavon, Martha

From: Tomczak, Tammy
Sent: Tuesday, April 12, 2022 8:25 AM
To: Pavon, Sandy; Pavon, Martha
Subject: FW: FW: Sealed Sources 
Attachments: BAMF Health Amendment for Sealed Sources 35.65 and Knorr - signed.pdf; 20211223 

CA RAM License 7131-43 (CRSO Change) Amend 41.pdf; Acc Lic #C5707 Amend #11 
(Add A. Setaro CO).pdf

Good morning, Sandy and Martha, 
 
Please add the attached to ADAMS.  Also, I will be sending a second email.  Can all the documents in both 
emails be combined into one ADAMS document? 
 
Please let me know. 
 
Thanks, 
Tammy  
 

From: Mark Sitek <mark.sitek@bamfhealth.com>  
Sent: Monday, April 11, 2022 4:16 PM 
To: Tomczak, Tammy <Tammy.Tomczak@nrc.gov> 
Subject: [External_Sender] FW: Sealed Sources  
 
Tammy, 
 
Please add the attached to the previous amendment request (CN 630398) for BAMF Health License No. 21-35632-01. 
 
Because some files are large, a second email will follow with more attachments. 
 
Thank you, 
 
Mark 
 
 

From: Mark Sitek  
Sent: Wednesday, March 23, 2022 4:19 PM 
To: Tomczak, Tammy <tammy.tomczak@nrc.gov> 
Subject: FW: Sealed Sources  
 
Tammy, 
 
We plan to actually add two more amendment items so if it this has been assigned to someone please have them wait 
for me to send in the additional request.  It should be no later than the end of next week. 
 
Thanks, 
 
Mark 
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From: Parker, Bryan <Bryan.Parker@nrc.gov>  
Sent: Wednesday, March 23, 2022 6:02 AM 
To: Mark Sitek <mark.sitek@bamfhealth.com> 
Subject: RE: Sealed Sources  
 
Hey Mark, 
 
Yes, that’ll be fine.  Send it to Tammy Tomczak as an additional request for CN630398.  It has been controlled in, but it 
hasn’t been assigned to anyone yet. 
 

Bryan 
 

From: Mark Sitek <mark.sitek@bamfhealth.com>  
Sent: Wednesday, March 23, 2022 12:19 AM 
To: Parker, Bryan <Bryan.Parker@nrc.gov> 
Subject: [External_Sender] Sealed Sources  
 
Bryan, 
 
If you haven’t processed the accelerator license amendment I sent in, can I also send a request to change the sealed 
source condition from specific sources to the 35.65 version to match the radiopharmacy license? 
 
Thanks, 
 
Mark 
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Pavon, Martha

From: Tomczak, Tammy
Sent: Tuesday, April 12, 2022 8:26 AM
To: Pavon, Sandy; Pavon, Martha
Subject: FW: RE: Sealed Sources 
Attachments: 20220211 SOFIE Amend 39.pdf; State of Florida RAM License #32871 Amend 54 (2021 

Renewal).pdf

Hi Sandy and Martha, 
 
This is the second email, that should be incorporated into the previous email I just sent  সহ঺঻ 
 
Thank you!! 
Tammy 
 

From: Mark Sitek <mark.sitek@bamfhealth.com>  
Sent: Monday, April 11, 2022 4:18 PM 
To: Tomczak, Tammy <Tammy.Tomczak@nrc.gov> 
Subject: [External_Sender] RE: Sealed Sources  
 
Two more attachments. 
 
 

From: Mark Sitek  
Sent: Monday, April 11, 2022 2:15 PM 
To: Tomczak, Tammy <tammy.tomczak@nrc.gov> 
Subject: FW: Sealed Sources  
 
Tammy, 
 
Please add the attached to the previous amendment request (CN 630398) for BAMF Health License No. 21-35632-01. 
 
Because some files are large, a second email will follow with more attachments. 
 
Thank you, 
 
Mark 
 
 

From: Mark Sitek  
Sent: Wednesday, March 23, 2022 4:19 PM 
To: Tomczak, Tammy <tammy.tomczak@nrc.gov> 
Subject: FW: Sealed Sources  
 
Tammy, 
 
We plan to actually add two more amendment items so if it this has been assigned to someone please have them wait 
for me to send in the additional request.  It should be no later than the end of next week. 
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Thanks, 
 
Mark 
 
 

From: Parker, Bryan <Bryan.Parker@nrc.gov>  
Sent: Wednesday, March 23, 2022 6:02 AM 
To: Mark Sitek <mark.sitek@bamfhealth.com> 
Subject: RE: Sealed Sources  
 
Hey Mark, 
 
Yes, that’ll be fine.  Send it to Tammy Tomczak as an additional request for CN630398.  It has been controlled in, but it 
hasn’t been assigned to anyone yet. 
 

Bryan 
 

From: Mark Sitek <mark.sitek@bamfhealth.com>  
Sent: Wednesday, March 23, 2022 12:19 AM 
To: Parker, Bryan <Bryan.Parker@nrc.gov> 
Subject: [External_Sender] Sealed Sources  
 
Bryan, 
 
If you haven’t processed the accelerator license amendment I sent in, can I also send a request to change the sealed 
source condition from specific sources to the 35.65 version to match the radiopharmacy license? 
 
Thanks, 
 
Mark 
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	370 GBq (10 Ci)
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	77.7 GBq (2.1 Ci)
	Strontium-85
	Any
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	Activation Products
	Any radioactive materials produced by activation of cyclotron facilities and machine parts by the operation of the particle accelerator
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	CONDITIONS
	7650 First Place
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	2)
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	4)
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	5)
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	Except as specifically provided otherwise in this license, the licensee shall conduct its program in accordance with the statements, representations, and procedures contained in the documents, including any enclosures, listed below.  The Ohio Department of Health’s statutes, rules, and orders shall govern unless statements, representations, and procedures in the licensee’s application and correspondence are more restrictive than the regulations.
	21.
	Renewal application dated November 12, 2021. Letter dated November 23, 2021. Electronic correspondences dated November 22, 2021, December 20, 2021, and January 5, 2022; Amendment 39 renews license number 02500180001 in its entirety.
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