
BARBARA ANN 

Karmanos 
CANCER INSTITUTE 

Wayne State University 

March 25, 2021 

U.S. Nuclear Regulatory Commission, Region III 
Materials Licensing Branch 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532-4352 

Attn: Bryan Parker 
Re: Change in RSO and Authorized User for License #21-03298-06 

This is a follow-up to our earlier letter dated 12/16/2020 regarding the RSO change for 
license number 21-03298-06. Please find attached the RSO appointment letter. 

We also request a change in Authorized User from Thomas Mangner to Huailei Jiang, 
Ph.D. Supporting documentation of training and experience is attached. 

Sincerely, 

~ 
Mara Jelich 
Executive Director, Radiation Oncology and Imaging 
Karmanos Cancer Center 
4100 John R St., Mail Code GE00RO 
Detroit, MI 4820 l 
(313) 576-9555 

4100 John R 
Detroit, Michigan 48201 

(800) KARMANOS (1-800-527-6266) 
info@karmanos.org I www.karmanos.org 

2 Attachments 
I) RSO Appointment Letter 
2) AU Training and 

Experience 

iii 



BARBARA ANN 

Karmanos 
CANCER CENTER 

At the Detroit Medical Center 

Memo To: Radiation Safety Officer March 25, 2021 

From: Executive Director, Radiation Oncology and Imaging 

Subject: Delegation of Authority 

You, Joseph T. Rakowski, have been appointed Radiation Safety Officer for NRC license number 
21-0.298-06 and are responsible for ensuring the safe use of radiation. You are responsible for 
managing the Radiation Protection Program; identifying radiation protection problems; initiating, 
recommending, or providing corrective actions; verifying implementation of corrective actions; 
stopping unsafe activities; and ensuring compliance with regulations. You are hereby delegated 
the authority necessary to meet those responsibilities, including prohibiting the use of byproduct 
material by employees who do not meet the necessary requirements and shutting down operations 
where justified to maintain radiation safety. You are required to notify management if staff does 
not cooperate and does not address radiation safety issues. In addition, you are free to raise issues 
with the Nuclear Regulatory Commission at any time. It is estimated that you will spend 4 hours 
per week conducting radiation protection activities. 

Maratit= 3/2-'S/2-J 
Executive Director, Radiation Oncology and Imaging 
Karmanos Cancer Center 

I accept the above responsibilities, 

4100 Joho R Iii-· N. ·ii· Detroit. Michigan 48201 
(800) KARMANOS (l -800-527 -6266) 
info@karmanos.orgIwww.karmanos.org 

Date 



Training and Experience of Huailei Jiang, Ph.D. 

During the period Febrary 22 through March 19, 2021, I supervised 40 hours of training to Dr. Jiang in the 
following topics: 

• Radiation protection principles 
• Characteristics of ionizing radiation 
• Units of radiation dose and quantities 
• Radiation detection instrumentation 
• Biological hazard of exposure to radiation appropriate to types and forms of material used in positron 

emission tomographic imaging 
• Handling of radioactive materials relevant to accelerator activities. 

Dr. Jiang's experience includes the following: 

Isotope hands-on experience and typical amounts: 

• Fluorine-18: 10 Ci at end of beam and 6 Ci FDG in the final product at end of synthesis 
• Carbon-11: 3 Ci at end of beam and 1 Ci in. the final product at end of synthesis 
• Gadolinium-68: 100 mCi at end of synthesis 
• Zirconium-89: 20 mCi at end of synthesis 
• Zinc-63: SO mCi at end of synthesis 

Mayo Clinic, FL 2018 to 2020 

Senior PET Radiochemist/ Assistant Professor of Radiology 
• Validation of PET drug production for ANDA application; prepared for FDA's Pre-Approval 

Inspection (PAI) and received FDA approvals (F-18 FOG, C-11 Choline, N-13 Ammonia and F-18 
Sodium Fluoride) . 

• Validation for IND PE;T drug: C-11 PIB/C-11 PK11195 and F-18 FDOPA/F-18 AV 1451. 
• Quality assurance activities , including continuous improvement on PET drug production 

process and quality control'method; responsible for approval/release PET drug for clinica l 
use . 

Mayo Clinic, MN 2013 - 2018 

Research Associate/Senior Research Fellow/Research Fellow 
• Successful translation of novel radiotracers for IND stud ies, such as F-18 TFB for thyroid cancer 
and oncolytic virus reporter gene imaging. 
• Development of F-18 FMISO analogs for hypoxia imaging. 
• Novel F-18 radiochemistry development including production and transport of gaseous F-18-
synthons. 
• Involve so lution target production of radiometals (Ga-68, Zr-89, Zn-63) and chelation 
development. 

Dr. Jiang's signed CV is attached. 

~T~ 
Joseph T. Rakowski 
Karmanos Cancer Center RSO, License# 21-04127-06 



Date of Preparation: 03/24/2021 

Huailei (Ray) Jiang, Ph.D 

Office Address: Karmanos Cancer Institute 
4100 John R St. 
Mail Code CHOOPT 
Detroit, Ml 4820 l 

Office Telephone: 313-576-9918 
E-mail Address : jiangh@karmanos.org 

Educations 
Mayo Clinic, MN 

University of Chinese Academy of Sciences 
Anhui Normal University 

Professional Experiences 

Research Fellow, 
PET Radiochemistry 
Ph. D, Medicinal Chemistry 
B.S, Applied Chemistry 

2013 - 2016 

2006 - 2012 
2002 - 2006 

Signature 

Karmanos Cancer Institute/Wayne State University, Ml 2020 to present 
Scientific Director and Senior PET Radiochemist of Cyclotron and 
Radiochemistry Core/ Associate Professor of Oncology/Chair of RDRC 

► Development of C-11 and F-18 labeled PET drugs for the precise diagnosis of cancer, heart and brain 
related diseases within theranostic concept. 

► Supervision ofcGMP manufacturing of PET drugs, including various (A)NDA, IND and RDRC PET 
drugs. 

Mayo Clinic, FL 2018 to 2020 
Senior PET Radiochemist/Assistant Professor of Radiology 

► Validation of PET drug production for ANDA application; prepared for FDA's Pre-Approval Inspection 
(PAI) and received FDA approvals (F-18 FDG, C-11 Choline, N-13 Ammonia and F-18 Sodium Fluoride). 

► Validation for IND P~T drug: C-11 PIB/C-11 PKI 1195 and F-18 FDOPA/F-18 AVJ45 I. 
► Quality assurance activities, including continuous improvement on PET drug production process and 

quality control method; responsible for approval/release PET drug for clinical use. 

Mayo Clinic, MN 2013 - 2018 
Research Associate/Senior Research Fellow/Research Fellow 

► ·-successful translation of novel radiotracers for IND studies, such as F-18 TFB for thyroid cancer and 
oncolytic virus reporter gene imaging. 

► Development of F-18 FMISO analogs for hypoxia imaging. 
► Novel F-18 radiochemistry development including production and transport of gaseous F-18-synthons. 
► Involve solution target production ofradiometals (Ga-68, Zr-89, Zn-63) and chelation development. 
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Abstracts 
Oral presentations 
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Song, Taehoon 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Revision attached. 

Rakowski, Joseph <rakowski@karmanos.org> 
Thursday, March 25, 2021 3:11 PM 
Parker, Bryan 
[External_Sender] RE: Karmanos Cyclotron Request 
Karmanos_Cyclotron_RSO_AU_Request_Revised.pdf 

From: Parker, Bryan <Bryan.Parker@nrc.gov> 
Sent: Thursday, March 25, 20213:03 PM 
To: Rakowski, Joseph <rakowski@karmanos.org> 
Subject: [EXTERNAL) RE: Karmanos Cyclotron Request 

This Message originated outside your organization. 

Thank you for info, Joe. That helps immensely. 

Could you please provide one last bit of info re: Dr. Jiang's experience? Please further clarify the typical amounts and 
types of "hands-on" experience with the various PET isotopes. 

If you have any questions, please let me know. 

Thanks. 
Bryan 

Bryan A. Parker 
Senior Health Physicist 
USN RC Region Ill 
bryan.parker@nrc.gov 
678-828-7050 
630-515-1078 (fax) 

From: Rakowski, Joseph <rakowski@karmanos.org> 
Sent: Thursday, March 25, 2021 2:37 PM 
To: Parker, Bryan <Bryan.Parker@nrc.gov> 
Subject: [External_Sender] Karmanos Cyclotron Request 

Documents attached. Thank you. 

Joe Rakowski 
(313) 576-9616 
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." 




