
UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

REGION III 
2443 WARRENVILLE ROAD, SUITE 210 

LISLE, ILLINOIS 60532-4352 

MAY ~ 1201 
!Edward E. Wroblewski, M.A 
Radiation Safety Officer 
St. Vincent Hospital & 
Health Care Center 
2001 West 86th Street 
Indianapolis, IN 46240-0970 

Dear Mr. Wroblewski: 

Enclosed is Amendment No. 132 to your NRC Material License No. 13-00133-02 in accordance with your 
request. Please note that the changes made to your license are printed in bold font. 

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 III office at (630) 
829-9887 so that we can provide appropriate corrections and answers. 

If you have any questions concerning this amendment please contact me at either (630) 829-9841 or (800) 
522-3025. 

Please note that, at this time, we are unable to approve Marc P. Underhill, M.D. and Vincent L. 
Flanders, M.D. as Authorized Users (AUs) for the use of yttrium-gO (V-gO) in the Sir-spheres delivery 
system and we are unable to approve the move of one of your high dose rate remote afterloading 
brachytherapy (HDR units) devices from one room to another. This is because the information 
provided in your letters dated January 30,2012, and March 5, 2012, was insufficient to complete our 
review. 

If you wish to pursue these requests, please provide a written response to the following 
information, ensure it is signed by a senior management official (pursuant to 10 CFR 35.12(a)), and 
address it to my attention as "additional information to control number 576856JJ to facilitate proper 
handling in our offices. We will then continue our review. 

1. 	 Drs. Underhill and Flanders were not approved as AUs for the use of yttrium-gO in the Sir
spheres delivery system because neither phYSician meets the minimum qualifications described 
in NRC's guidance for AUs for the V -90 Sir-spheres as it appears on our website, "Licensing 
Guidance for 10 CFR 35.1000 sealed sources and devices." 

Specifically, our guidance states that "The authorized user for V-90 microspheres (AU): 
A) 1) Is identified as an authorized user for medical uses in 10 CFR 35.400, "Use of sources for manual 
brachytherapy," or for medical uses in 35.300, "Use of unsealed byproduct material for which a 
written directive is required," that includes categories 1, 2. and 3 as listed in 10 CFR 
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35.390(b)(1)(ii}(G) on one of the following licenses or permits that permit the medical use of 
byproduct material: A Commission or Agreement State license, ... " 

This excerpt captures the section that it appeared you were attempting to get Drs. Underhill and 
Flanders approved under, as it came the closest to what their qualifications could match up to. 
The most relevant section is underlined for emphasis. 

In reviewing the doctors' authorizations on the referenced license for Northwest Radiology 
Network, 13-32258-01, it appeared that the doctors met 10 CFR 35.390(b)(1)(ii)(G)(1). 

However, neither ofthem met 10 CFR 35.390(b)(1)(ii)(G)(2) or 10 CFR 3S.390(b)(1)(ii)(G)(3). 
Therefore our review terminated at this point. 

Please respond with the following: 

a. 	 Please clearly and explicitly specify what you want each AU to become authorized for on this 
license. Such statements were not made for either of these physicians in your letter dated 
March 5, 2012, for either the modalities they are already AUs for on the referenced license or 
for the V-90 Sir-spheres. It appeared that you were implying that you wanted them 
authorized for the V-90 Sir-spheres only. 

b. 	 Please state which training and experience pathway you are trying to demonstrate 
compliance with and show clearly how that pathway's requirements are met for each 
physician. This will remove guesswork and ambiguity from the reviewing process and 
enable us to assist you better. 

c. 	 Please carefully review the training and experience responses to ensure that each contains 
complete and accurate information, in accordance with 10 CFR 30.9, as noted below. 

2. 	 We were unable to approve the move of one of your high dose rate remote afterloading 
brachytherapy (HDR units) devices from one room to another for several reasons, described as 
follows: 

a. 	 Please specify the suite number of the new vault The previous vault had a specified 
suite number as part of its address of use. It is reasonable to assume that the new vault 
also has a specific suite number that we should use to clarify its new location. 

b. 	 Please separate the shielding calculations associated with the proposed HDR 
placements at L 1 and L2, instead of tabulating them together. Overall, please simplify 
your data to more clearly demonstrate the new vault's compliance with the radiation 
limits in 10 CFR Part 20. : 
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c. Please clearly list and show the thicknesses of each barrier in every direction. Please 
refrain from summing them up and presenting them as one value (i.e., "total barrier 

thickness,") especially as it appears some of the barriers' thicknesses vary at different 
places and multiple barriers may have been used in your calculations. We have to 
independently verify your shielding calculation conclusions and the absence of this data 
renders that verification impossible. 

d. Please indicate which immediately adjacent areas, including the roof, will be unrestricted 
or restricted for purposes of radiation control. 

e. Please use traditional units (either "only" or "in addition to" SI units) for all of your 
assumptions, constants, equations and conclusions. 

f. Please show your work's conclusions for "per hour" and "per week" in addition to 
"annual." Please specify an upper limit workload of how many patients you may treat 
per week and a maximum number of minutes of HDR "on-time" per patient. 

g. Please clarify whether your exposure rate findings are all based upon results "at one 
meter." For our calculations we will use a more conservative distance assumption to 
compare with your findings and the "one meter" distance assumption will not 
necessarily be coincident for our estimates. If you can provide results based upon a 
more conservative distance assumption, at least for the most "highly exposed areas," 
that would be helpfUl. 

h. Please specify the composition of each barrier so we can calculate the transmission 
factor for each. Your letter states "concrete," which is insufficient information. 

i. Please note that our calculations will not be using the number of TVls so if you wish to 
skip that information, that would be acceptable. 

j. Please describe what the thicknesses of the ceiling/roof are and their composition and 
distances, as this information was incompletely provided in the letter dated January 30, 
2012. 

k. 	 Please describe what administrative controls, if any, are in place to control access to the 
roof during exposure of the HDR device. 

I. 	 Please explain, in simpler terms and with calculations, how you arrived at the exposure 
results for the entrance to the vault as it is not clear what your distance and barrier 
assumptions were for either l1 or l2 pOSitions. 
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m. 	Please describe what is beneath the vault, as no mention of this dimension is made in 
your letter. If there is occupiable space beneath the vault, please include all appropriate 
information so we may assess that space's compliance with the radiation limits in 10 
CFR Part 20 also. 

Please also be reminded of the provisions in 10 CFR 30.9(a), "Completeness and accuracy of information," ... "(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." 

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: http://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 http://www.nrc.gov/reading
rm/adams.htrnl (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 Enforcemer.lt Actions. 
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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. 

s~~~ 
Colleen Carol Casey 7 
Materials Licensing Branch 

License No. 13-00133-02 
Docket No. 030-01579 

Enclosure: 

Amendment No. 132 
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