
Dear Mr. Dougall: 
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UNITED STATES 
NUCLEAR REGULATO.RY COMMISSION 

REGION Ill 
2443 WARRENVILLE RD. STE 210 

LISLE, IL 60532-4352 

DECO 7 20f8 

Enclosed is Amendment No. 97 to your NRC Material License No. 21-01078-01 in accordance 
with your request. · 

Please review the enclosed document carefully and be sure that you understand all conditions. 
If there are any errors or questions, please notify the U.S. Nuclear Regulatory Commission, 
Region Ill office at (630) 829-9887 so that we can provide appropriate corrections and answers. 

If you have any specific questions concerning this letter or the information we are requesting, 
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. 

I very recently became aware that some of NRC's licensees authorized for the use of high dose 
rate (HDR) remote afterloading brachytherapy devices may or may not be as familiar as they 
may prefer to be with the requirements in 10 CFR 35.610(a)(2) and 35.615(a) and 35.615(b). 

So, just to review and ensure that you and your licensed program may fully benefit from these 
regulations, 10 CFR 35.610(a)(2) states, "(a) A licensee shall-- (2) Permit only individuals 
approved by the authorized user (AU), Radiation Safety Officer (RSO), or authorized medical 
physicist (AMP) to be present in the treatment room during treatment with the source(s)." 

This provision enables patients who may need supportive or emergent care during HDR 
treatment to have someone positioned inside the treatment room door (usually behind the 
shielded maze, wearing dosimetry equipment, trained appropriately and behind portable shields, 
as necessary for keeping radiation doses as low as reasonably achievable (ALARA)), provided 
that the AU, RSO or AMP has approved and permitted such accommodation. 

This regulation has been in place for many years and may be helpful if a patient has medical 
needs that might be compromised by the time it takes to open an HDR treatment room door. 

The HDR treatment room door is, of course, required by 10 CFR 35.615(a) and 35.615(b): 

"(a) A licensee shall control access to the treatment room by a door at each entrance. 

The enclosed document contains sensitive security-related information. 
When separated from this cover letter this letter is uncontrolled. 
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(b) A licensee shall equip each entrance to the treatment room with an electrical interlock 
system that will--

( 1) Prevent the operator from initiating the treatment cycle unless each treatment room entrance 
door is closed; 

(2) Cause the source(s) to be shielded when an entrance door is opened; and 

(3) Prevent the source(s) from being exposed following an interlock interruption until all 
treatment room entrance doors are closed and the source( s) on-off control is reset at the 
console." 

If you have any questions concerning the above, please contact me to discuss them. 

In the course of this review, I also noted some irregularities arising from potential 
misunderstanding of our regulations and guidance. In order to prevent such occurrences in the 
future, please consider the following, which will help you prepare licensing correspondence 
more completely and easily. 

Please be reminded that USNRC is an independent and objective federal government 
regulator. 

This is not official guidance, it is only a summary of language I have had to use often in 
deficiency correspondence, or "requests for additional information." 

This is not intended to be "all-inclusive," nor is it a substitute for your reviewing our regulatory 
requirements and guidance as they apply to your particular license and situation and preparing 
your licensing requests in accordance with them. 

"Expedite" Requests: 

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); and 35.24(d). 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 licensee can 
allow that AU to begin work and utilize the notification process, as permitted by 1 O CFR 35.13(b) 
and (c) and 35.14(a). 

We have noted that many licensees often add the word "expedite" or similar wording to their 
incoming correspondence, some almost routinely, th.us 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." 
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This is disruptive to our process and often such cases 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) ifan 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. 

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

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 25 years, as of 2018. 

As stated in our acknowledgment card, sent to all 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. 

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, 
in addition to the above. 

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 
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without passing over and delaying the licensing requests of others who made their submissions 
earlier and, perhaps, more accurately and completely. 

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

Only send one, complete, signed and dated application/ request. 

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

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, which will enable us to more readily assess whether to "expedite" it and act 
upon it more quickly, with less interference and impact to the cases in queue ahead of it. 

Please also ensure that an appropriate senior management official (required by 10 CFR 
35.12(a)) and/or your Radiation Safety Officer signs and dates the new license application or 
amendment request letter. For expedite requests, it is preferable that a senior management 
official sign the request, as possible/appropriate. 

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 licensing correspondence to: "ATTN: Materials Licensing Branch Chief' at 
the address shown at the top of page one above, unless you are directed'to a specific, named 
reviewer for the immediate situation only. 

1 O 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." 

When requesting the future addition of authorized users to your license, such as Dr. Bergsma 
who is already named to an Agreement State license, please incorporate the following advice to 
ensure completeness of your request while minimizing and eliminating unnecessary information: 

1. Please never send us resumes or curricula vitae as they typically contain a great 
deal of information that we do not ask for or need; they contain very little information 
that we do normally ask for or need; and the inclusion of extraneous information 
slows down and delays the review process. 

2. Please always refer to NUREG 1556 Vol. 9, Rev. 2, section 8.12 Item 7; and 
Appendix D, sections I, IV, V, and XI, as applicable. 
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3. Please be reminded that, since NRC has regulations permitting notification for 
certain authorizations in 10 CFR 35. 13 and 35. 14, you should not request 
"expedited" reviews for amendment requests that qualify under these provisions. 
Such authorizations may be "self-approved" before the amendment is completed, but 
you must follow the regulatory requirements. This will save you time and facilitate 
the delivery of care to your patients. 

NRC's Regulatory Issue Summary (RIS) 2005-31 provides criteria to identify security-related 
sensitive information and guidance for handling and marking of such documents. This ensures 
that potentially sensitive information is not made publicly available through ADAMS, the NRC's 
electronic document system. 

Pursuant to NRC's RIS 2005-31 and in accordance with 10 CFR 2.390, the enclosed license 
document is exempt from public disclosure because its disclosure to unauthorized individuals 
could present a security vulnerability. 

The RIS may be located on the NRC Web site at: http://www.nrc.gov/reading-rm/doc
collections/gen-comm/reg-issues/2005/ri200531.pdf and the link for frequently asked questions 
regarding protection of security related sensitive information may be located at: 
https://www.nrc.gov/reading-rm/sensitive-info/faq.html. 

A copy of this letter will be available electronically for public inspection in the NRC Public 
Document Room or from the Publicly Available Records (PARS) component of NRC's document 
system (ADAMS). 

The NRC's document system is accessible from the NRC Web site at 
https://www.nrc.gov/reading-rm/adams.html (the Public Electronic Reading Room). 

You will be periodically inspected by NRC. Failure to conduct your program in accordance with 
NRC regulations, license conditions, and representations made in your license application and 
supplemental correspondence with NRC will result in enforcement action against you. 

This could include issuance of a notice of violation, or imposition of a civil penalty, or an order 
suspending, modifying or revoking your license as specified in the General Statement of Policy 
and Procedure for NRC Enforcement Actions. 

Since serious consequences to employees and the public can result from failure to comply with 
NRC requirements, prompt and vigorous enforcement action will be taken when dealing with 
licensees who do not achieve the necessary meticulous attention to detail and the high standard 
of compliance which NRC expects of its licensees. 

The NRC's Safety Culture Policy Statement became effective in June 2011. 

While a policy statement and not a regulation, it sets forth the agency's expectations for 
individuals and organizations to establish and maintain a positive safety culture. 
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You can access the policy statement and supporting material that may benefit your organization 
on NRC's safety culture Web site at http://www.nrc.gov/about
nrc/regulatory/enforcement/safety-culture. html. 

License No. 21-01078-01 
Docket No. 030-08291 

Enclosure: 

Amendment No. 97 l 

Sincerely, 

~~~ 
Colleen Carol Casey 
Materials Licensing Branch 
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