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UNITED STATES 

NUCLEAR REGULATORY COMMISSION 
REGION Ill 

2443 WARRENVILLE RD. SUITE 210 
LISLE, IL 60532-4352 

Ibrahim Abdulhay, Ph.D. 
Radiation Safety Officer 
Genesys Hurley Cancer Institute 
302 Kensington Avenue, Suite 114 
Flint, Ml 48503 

Dear Dr. Abdulhay: 

DEC 16 2019 

This refers to the letters dated October 14, 2019, and December 13, 2019, both signed by Suzy 
Hosler, Med, EdS, Executive Director and to the telephone call on December 12, 2019, between 
you and me concerning your request to expand the authorization for Paul G. Kocheril, M.D. to 
include radium-223 permitted by 10 CFR 35.396. You currently hold NRC Material License No. 
21-32322-01. 

We are unable to approve your request at this time. If you wish to pursue this request, please 
respond to the following information within 15 days of the date of this letter, by December 31, 
2019, adhering to the instructions below. 

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

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. If you resubmit such information only for the sake 
of adding context and other details to enhance its meaning, that is acceptable. 

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 a fax of one complete copy only to me 
at (630) 515-1078. Please do not email your written response to me. 

Please address your written response to my attention as "additional information to control 
number 616241" to facilitate proper handling in our offices. 

Please always provide the name, direct telephone number, fax number and email address for at 
least one individual knowledgeable in the amendment being requested. The letter dated 
October 14, 2019, provides the your name and telephone number but it does not include your 
fax number or email address. 

-----------·· 
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Please consider scheduling a telephone call with me to discuss the items in this letter. 

Arranging the call itself by email is preferable. My email address is colleen.casey@nrc.gov. My 
telephone number is (630) 829~9841. 

A telephone discussion of these items may serve to clarify the information required by our 
regulations so that your response will be complete and accurate. 

Please be reminded that 10 CFR 30.9(a) requires: "(a) Information provided to the Commission 
by an applicant for a license or by a licensee or information required by statute or by the 
Commission's regulations, orders, or license conditions to be maintained by the applicant or the 
licensee shall be complete and accurate in all material respects." 

1. On page one of the letter dated October 14, 2019, you stated "Please add additional 
authorization for Paul G. Kocheril, MD as an authorized user for 10 CFR 35.300, limited 
to written directives involving parenteral administration of Xofigo (radium Ra-223 
dichloride) used for its alpha radiation characteristics requiring a written directive which 
was based on Authorized User Seeking Additional Authorization for the Proposed 
Authorized User in the NRC preceptor forms 313A (AUT)." 

We noted that this sentence is confusing and unclear as to what it is that you wish to do. 
We don't add authorization for physicians as authorized users for materials "limited to 
written directives .... " 

Please describe more clearly exactly what you want to amend this license for. The rest 
of this letter will assume that you wanted to expand Dr. Kocheril's authorization to 
include the use of Ra-223 as permitted by 10 CFR 35.396. 

2. Your letter dated October 14, 2019, also included an incorrect license number after the 
greeting. Your license number was given as "#21-32311-01" instead of as "21-32322-
01." Please be sure to consistently use the correct license number in the future. 

3. You attached a partially completed set of preceptor forms for Dr. Kocheril to the October 
14, 2019, letter. But the forms 313A (AUT} you partially completed and attached are in 
draft and are not available for official use yet because they have not been approved by 
the Office of Management and Budget (0MB). Your forms do not show an expiration 
date. 

Our website (https://www.nrc.gov/materials/miau/med-use-toolkit.html#reg) specifically 
directs our applicants and licensees to not use these 313a forms because they are not 
approved by 0MB and they are not in final form yet. Before receiving approval from 
0MB, there may be changes made to the draft forms to fully comport with the final 
rulemaking that became effective January 14, 2019. 

In preparing your response, please refrain from using these forms. Please do follow the 
instructions on our webpage in preparing your written response. 

4. In our review of the information provided with the October 14, 2019, letter, it appeared 
that the information in Part I, sections 3.a and 3.b. were left blank. The missing 
information was not provided elsewhere in the application or attachments. 
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The lack of this information demonstrates that 10 CFR 35.396(b )( 1) and 35.396(b )(2) 
were not met. This renders the application incomplete. 

In your response, please provide the missing information to demonstrate that 10 CFR 
35.396(b )( 1) and 35.396(b )(2) were met. This will require the preceptor to currently date 
and sign the document(s) when they are completed before you can include them in your 
response. 

5. We noted that you attached copies of patient records to support the request for Dr. 
Kocheril to the October 14, 2019, letter. It was unclear what purpose these records were 
intended to serve as NRC never asks for or wants copies of patient records submitted in 
support of a physician's application to become an authorized user (AU) or to expand an 
AU's authorization. 

We disregarded the inclusion of these patient records. Please refrain from sending us 
patient records again. 

6. Your letter dated December 13, 2019, requests an "expedite" for the request for Dr. 
Kocheril. As learned during our telephone discussion on December 12, 2019, NRC does 
not currently have an accurate understanding of your licensed program's staffing since 
two of your AU's have permanently ceased the performance of their duties under the 
license but you failed to notify NRC within 30 days after their cessation as AUs, as 
required by 10 CFR 35.14(b)(1). 

The December 13, 2019, letter requests the removal of Ahmed Aki, M.D. and Haesook 
S. Kim, M.D. from the license to achieve compliance with 10 CFR 35.14(b)(1 ). 

7. The December 13, 2019, letter does not specify a date when you need the amendment 
completed by, as we discussed in our call on December 12, 2019. Simply asking for an 
"expedite" does not give us sufficient information to consider your request. Please 
specify a date, i.e., month, day and year, when you need this amendment completed by. 

Please note that we will be unable to complete this amendment, with respect to the 
expansion of Dr. Kocheril's authorization, unless all of the information requested for him 
above is provided completely and accurately. 

8. The following information is provided for future reference, if you need to request an 
expedited review again. This is a "no response" item but you are encouraged to review it 
and follow it. 

Signatories, Licensing Correspondence Expectations and "Expedite" Requests 

To help ensure that an application for a new, amendment or renewal materials licensing 
request (or a response to requests for additional information "RFAI") is complete and 
may be acted upon by NRC, all incoming licensing correspondence must be signed by 
an appropriate certifying officer for the materials licensee in question. 

An applicant's or licensee's legal representative, administrative assistant, outside 
consultant, etc. will not suffice as a certifying officer. 
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As enumerated below, for all materials applicants and licensees, and as noted for 
medical/human use applicants and licensees, all initial requests for licensing requests 
must be signed, in order to comply with the regulatory requirements listed. 

If a certifying officer/management representative signs an "initial" licensing request that 
names someone else as a "point of contact," then the designated point of contact may 
be the sole signatory for any written responses related to that initial licensing request 
only, unless the NRC reviewer requests otherwise. 

All subsequent "new/initial" licensing requests must then be signed appropriately. 

Please always sign every licensing document and communication submitted, even if you 
sign an email and transmit it to us via email/PDF or fax, although signing an email is 
discouraged unless no other option is available at the time. 

Sending us an email and/or a fax and/or a hard copy mailed document are simply 
"means of transmission" and not a substitute for an appropriate signatory on the actual 
documents being transmitted. 

Unsigned email messages, electronically generated or imposed "signatures," stamped 
signatures, illegible signatures, etc. are not acceptable substitutes for an actual, 
physically hand-written legible signature. 

Submitting any licensing correspondence without a signature, or with an unacceptable 
signature, may delay the review process until an acceptable signature is obtained on the 
document(s) in question. 

Please be reminded that 10 CFR 30.32(a) and (c) require: 

"(a) A person may file an application on NRC Form 313, "Application for Material 
License," in accordance with the instructions in§ 30.6 of this chapter." And, 

"(c) Each application shall be signed by the applicant or licensee or a person duly 
authorized to act for and on his behalf." 

Please note that the NRC Form 313 requires the typed or printed name and signature of 
a certifying officer. The NRC Form 313 can be found at: 

http://www.nrc.gov/reading-rm/doc-collections/forms/nrc313. pdf 

If the NRC Form 313 is not used, then a business letter containing all of the information 
on the NRC Form 313 may be used instead. 

Faxing your application/request/response** to us at 630-515-1078 is usually the most 
quick and reliable method of transmission.** 

Only send us one, complete, signed and dated application/request/response**. Never 
send us more than one application/request/response** by either the same or different 
means of transmission. Doing so introduces delays and confusion. 
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Your written application/request/response** must contain sufficient information to 
completely identify your license by name, address and license number, at least. A 
business - style letter is typically used to capture this information for your response. 
Use of 

In the response (or initial application/request, as the case may be), reference the control 
number we've assigned to your request IF you have one. 

Note that the control number will change for each new pending licensing action you 
request. 

If you are directed to use a specific (six digit, no dashes) control number that we have 
assigned to a particular pending application/request/response and to reference your 
response to a particular reviewer, please do so. 

Do not submit more than one copy or other copies of an application/request/response** 
by different means of transmission, as doing so introduces errors in processing, delays 
and confusion. . 

Never send us documents, either initially or in response, unaccompanied by an 
appropriately dated and signed written response** letter, either by fax or email or regular 
mail. This is unacceptable and we will be unable to review it. 

We are also unable to do "pre-reviews" of your draft work, prior to the submission of 
"official" applications/requests/responses. 

We often note that the issues we encounter with applications/requests and even RFAI 
responses should have been readily apparent if a first check and verification had been 
performed prior to its submission. 

It is understandable and expected that, occasionally, some minor additional information 
must be solicited from a licensee in the course of our review process. 

But such occurrences should be rare and exceptional and address primarily minor 
issues, information that could not have been foreseen or planned around, etc. 

NRC's initial reviews and, too often, subsequent requests for additional information 
(RFAI) should not have to address basic issues that have been codified in our 
regulations for many years and which have been discussed in ample detail in our 
guidance documents, regulatory issue summaries, information notices, information on 
our website, and brought to your attention in previous RFAls, enforcement actions and 
cover letter correspondence. 

NRC expects the first vetting of all incoming licensing requests to be performed by the 
requesting licensee/applicant to ensure that the application is complete and accurate in 
all material respects, as 10 CFR 30.9 requires. 

Such vetting also enables us to more readily assess whether to "expedite" a case and 
act upon it more quickly, with less interference and impact to the cases in queue ahead 
of it. 
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"Expedites" should not be routine or a result of poor planning ahead. 

We have noted that many licensees often add the word "expedite" or similar wording to 
their incoming correspondence, some almost routinely, thus creating an expectation that 
we will automatically interrupt work on cases already in queue to begin work on the 
cases requesting non-specific, unjustified and unsupported "expedites." 

Others call us after submitting applications/requests/responses to request the expedite, 
leaving voicemail messages or sending us emails. 

This is disruptive to our process and often such requests contain no other information to 
justify and support the "expedite" request, nor a date when it is needed by. In addition, 
these cases are often of poor quality and require more time to review than should be 
expected. 

Therefore, to assist us in serving you better, and in order to serve all of our applicants 
and licensees fairly, please contact us by telephone ((630) 829-9887, or a specific 
reviewer, if known) if an emergent medical situation or compelling business situation 
arises after you have submitted an amendment request to your license or new license 
application and if you can justify and support the need for that particular 
amendment/new license to be moved up in our normal reviewing queue. 

As the volume of non-specific "expedite" requests we receive is quite large, this 
information is important to determine whether a reasonable effort was, could or should 
have been made on your part to prepare and submit the request in a sufficiently timely 
manner to permit our review without passing over the licensing requests of others who 
made their submissions earlier. 

Having this information enables our management to best decide how to handle your 
expedite request. 

If requesting an expedite, please briefly explain why your new license or amendment 
was not completed and submitted to us at least 90 days prior to the date when you 
needed it by. 

Please note that we normally process all licensing actions, including amendment 
requests, new license applications and renewals, in the order in which they are received, 
i.e., "first come, first served." We have conducted business in this manner for more than 
26 years, as of 2019. 

As stated in our acknowledgment card, sent to all within 10 - 14 days of receipt in our 
offices, who submit licensing applications for our review, the initial review for 
amendments and new license applications is normally completed within 90 days of 
receipt, as an internal goal only. 

The initial review for renewals is normally completed within 180 days of receipt, again as 
an internal goal only. 
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The technical quality of your submission is a primary factor that only you can control in 
order to enable us to help you more promptly and minimize delays in the reviewing 
process. 

Preparing your new license and amendment requests carefully and in accordance with 
NRC's regulatory requirements and guidance, especially the documents in the NUREG 
1556 series, as well as other information on our website at http://www.nrc.gov, will help 
ensure that your correspondence is complete and accurate in all material respects, as 
10 CFR 30.9 (a) requires it to be. 

If you know of a truly emergent medical situation that is unforeseen and beyond the 
circumstances of your control or a compelling business situation impacting your license 
and you need a licensing action completed by a certain specific date (not "stat" or "as 
soon as possible," etc.), please advise us of the particulars of the situation, the specific 
date when the new license or amendment is needed and the specific justification and 
support for it, which should be briefly summarized. 

Calling us directly is quickest, (630) 829-9500; depending on the situation, email may be 
useful. 

Always ensure that an appropriate senior management official and/or your Radiation 
Safety Officer signs and dates the new license application, renewal request or 
amendment request letter. 

For expedite requests, it is preferable that a senior management official sign the request, 
as possible/appropriate. 

Your assistance in these matters is greatly appreciated and enables us to serve you, 
and all of our licensees and applicants, better and in a more timely fashion. 

Please include the name of at least one knowledgeable contact person who is familiar 
with your new license application or amendment request, his or her direct telephone 
number, and the best fax number to transmit the completed amendment to you. A 
business email address for the contact person may also be helpful in many 
circumstances. 

Please address all initial licensing correspondence to: "ATTN: Materials Licensing 
Branch Chief' at the address shown below, unless you are directed to a specific, named 
reviewer for the immediate situation only. 

For medical licensees only, please take special note of the definitions in 10 CFR 35.2; 
and the provisions in 10 CFR 35.13 and 35.14; 35.26; 35.24( c); 35.24(d); and, for Type 
A broad scope medical licenses, 10 CFR 35.49. If your request meets the requirements 
and/or criteria in these sections, it may be acceptable for you or your Radiation Safety 
Committee to internally evaluate and approve certain changes to your license and then 
use the notification processes described in these regulations, as appropriate. 

For example, if a medical licensee wants to name an Authorized User (AU) physician to 
its license who is currently named to another NRC license for the exact same use, the 
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licensee can allow that AU to begin work and utilize the notification process, as 
permitted by 10 CFR 35.13(b) and (c) and 35.14(a).] 

If you have any questions concerning this amendment please contact me at either (630) 829-
9841 or (800) 522-3025, ext. 9841. My fax number is 630-515-1078. My email address is 
colleen.casey@nrc.gov. 

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. 

License No. 21-32322-01 
Docket No. 030-36106 
Control No. 616241' 

Sincerely, 

Colleen Carol Casey 
Materials Licensing Branch 


