
DATE August 5, 2014 

UNITED STATES 

NUCLEAR REGULATORY COMMISSION 
REGION Ill 

2443 WARRENVILLE ROAD, SUITE 210 
LISLE, ILLINOIS 60532-4352 

TELEFAX TRANSMITTAL 

NUMBER OF PAGES 5 

SEND TO Donna Wenzel, Chief Technologist, Nuclear Medicine -regarding 
license renewal for Ronald Stewart, D.O.- NRC license 21-26489-01 

LOCATION Sterling Heights, Michigan 

FAX NU JYIBER (586) 254-5973 0VERIFY BY CALLING 
Q K, /!.ecet"v'eol 

FROM: Bill Reichhold 
(Sender) 

TELEPHONE NUMBER (630) 829-9839 FAX NUMBER (630) 515-1078 

If you do not receive the complete fax transmittal, please contact the sender as 
soon as possible at the telephone number provided above. 

MESSAGE See accompanying documents. 

NOTICE 
This message is intended only for the use of the individual or entity to which it is addressed and may contain information that is 
privileged, confidential, or exempt from disclosure under applicable law. If the reader of this message is not the intended recipient 
or the employee responsible for delivering the message to the intended recipient, you are hereby notified that any dissemination, 
distribution or copying of this communication is strictly prohibited. If you received this communication in error, please notify the 
sender immediately by telephone and return the original to the above address, by U.S. Mail. Thank You. 



Thank you for your response letter dated July 13, 2014,(with 
attachments) regarding the renewal for Ronald Stewart, M.D.'s NRC 
license 21-26489-01. We need clarification on the following items to 
complete the review of the request to renew the NRC license. 

Facility Diagram 

Please include the following information on the facility diagram: 

1. Your response indicated you would show the location of direct 
transfer delivery tubes from a PET radionuclide/radioactive drug 
production facility on the facility diagram. However it appears 
that your facility diagram does not include this detail and may be 
an error. If this is an error, please confirm that you do not have a 
direct transfer delivery tubes from a PET radionuclide/radioactive 
drug production facility. Please see attached. 

2. Please specify the scale of the facility diagram, or the room 
dimensions where radionuclides are used and/or stored. For 
example, the imaging room is 12 feet by 8 feet. 

3. Please specify if you use PET radionuclides. If you do not use PET 
radionuclides, please state so. If you do use PET radionuclides 
please indicate a quiet room, additional shielding, remote 
handling devices, shielding calculations, etc. 

4. Please specify the room numbers where radionuclides are use 
and/or stored. If there are no room numbers please state so. 

5. Please specify what is above and below rooms where 
radionuclides are used and/or stored. For example, there is a 
basement below and a roof above the rooms where radionuclides 
are used or stored. 



Occupational Dose 

Please update your "Occupational Dose" statement to indicate that you 
will meet the requirements under 'Criteria' in NUREG-1556, Volume 9, 
Revision 2. 

For example, please confirm that "Either we will perform a prospective 
evaluation Occupational Dose demonstrating that unmonitored 
individuals are not likely to receive, in 1 year, a radiation dose in 
excess of 10°/o of the allowable limits in 10 CFR Part 20 or We will 
provide dosimetry that meets the requirements listed under 'Criteria' in 
NUREG- 1556, Vol. 9, Rev. 2, 'Consolidated Guidance About Materials 
Licenses: Program-Specific Guidance About Medical Use Licenses." 
Please see attached. 

Please send a facsimile (630- 515-1078) of your response to the above 
within 7 days and state, Response to Control 583612. Please include a 
cover letter on company letterhead, dated and signed (signed by an 
individual who is authorized to sign official documents on behalf of the 
licensee) with your response letter. Please call me at 630-829-9839 if 
you have any questions. 

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this facsimile and the attached 
documents 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.govlreading-rmladams.html (the Public Electronic Reading 
Room). 

From the desk of: 

Bi1l Reichho1d 
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APPf.NDIXC 

!Table C.3 Items 7 through 11 on NRC Fonn 313: Training & Experience, Facllitin 
& Equipment. Radiation Protection Program, and Waste Disposal 

(Che,·k all applicable rows and fill in details and attach a copy of the checklist to the application or 
provide information $tparately.) 

Cleek boll 

19/22 
p 19/22 

toiadlute ? 
Item Nu~aber s .. aested RapoDM material 

l•-•_d_T_._~-c-------L----------------------------------------------+-~io!c~l~~d~ed~la~r~ , 
• Locat.ion, room numbers, and principal usc of each room or area whc:n: ~\. X J ~ .. ~ \. .. , ••. :f\ 

byproduct material is prepared, used or ston:d, localion of direct J ~':I "' v 
ttan!lfer delivery tubes trom a PET mdlonuclidt/radioactive drug ~ ~~ ~S 
production fo.cility or production liil:fl of PET nadionctive drup undet v~f) .. ~ ~ 

~d~~~~i~;;~3~:Eo::d~!:l~!'\~::n.~~-gamma· emiuing atf " .. ~fl 

(l"'"111-,~.:o:cat~i;om~n,:roo=m~nu;.m~1bc:B~~.1 an~d:ph~rin~11c~ipo~l)uii~Uo1 ~fdiei&;u:~h~ad~~a·cc:n•bov~t·roo~mbes~'d-r--·O::--~~, ~~~a 
(e.g., o Jcc:, file, toi ct, coset, a way , me u ng areas a e, 1 e, .,.~'-

~.;.;an;d;.bc-lo.ilw.lt•h;era-py;U'.Iieatm~~en-t 11roo-m11s,11i11ndi.·c11a;.ti11ng~w~~h.;.cth.er;.;..lh.e•roo~m-is•a-.. -~~--~~ iO .. \',Jc" ~ resU'icted or unrestricted area 83 defined in 10 CFR 20.100.3~ and I (.,\ I 
• Provide shielding calculations and include information abouitlte type. CJ f~ (9.,.. 

Item 9: Radiation 
Moni!Qring 
ln11UUmenls 

thickness, and density of any necessary shielding to L-nable ~\af5 
independent verification of shielding calcu.httions_ including a W 
dcscriptioo of any portable shields used (e.g., shielding of proposed 
patient rooms used for implant therapy, including the dimL-nsions of 
any ponable shield, if one is used; soun:c storage safe). 

In addition to lhe above, for teletherapy and GSR facilities, applican15 
should provide the directions ofprinuuy beam usage for teletherapy units 
IUld, in the CQe ofilll i:cocentric wtil, the plane of beam rotation. 

A statement that: "Radiation monitoring in:oJtrumcniS will be calibrated by 
It person qualified to perform survey meter calibrations." 

AND/OR 
--~-.................... ....,... ... ~.~ .............. __..,. ___ ., __ ,.. ____ ~_ ................ _____________ . _________________ ........... - .......................... _... .. _ ......... . 

A ::~tatement that: ''We have developed and will implcmcnl and maintain 0 
written survey meter calibration procc:dures in accordance with the 
rcquin:mc:nt!l in I 0 CFR 20.150 I and that ma:t the requirements of 
10 CFR 3!1.61." 

AND .. _ ............................. _. A:·;;;;ri;~i~~~r·;~·i~~;;;;;~~·(;;::-;;;;;;;;:·;;i~·;;; .. ·---·· .......... X ....... . 
detector, portable or stationary count rate meter, portable or statiof\8l'Y 
dose rate or exposiU'e rale metef', single or multichannel analyzer, liquid 
scintillation counter, proportional counter) that will be used to perform 
required surveys. 

Item 9: Dose A stat~ent that: "Equipment usc:d to mdl:lure dosages will be calibrated 
Calibrator and Other in ~cordiUlce with natiooally recognized standards or the manufacturer's 
Dosage Measuring instructi()ns." 
~~quipmcnt 
·~~ ~·-· 0 ...... ....... .................... • ..... 0 ....................................................................................................................... n•••• .. 'f0-00~·-·· ~ ••• .. •"- -~~-~ •'P•O M .... o ·~ ...... ~.... .. •• 0 .................................. . 

NURF..G- 1556, Vol. 9, Rev. 2 C-18 
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APPENDIXC 

Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities 
& Equipment, Radiation Protection Program, and Waste Disposal 

(Che,·k all applkable rowa and fill in detai/.t and anach a copy of the checkliJt to the application ur 
provide jnformalion separately.) 

Check bol 

Item Number 
to IDdle•te 

suaested Response malerilll 
aad Title lneludecl ia 

applle•tlon 

lkln 10; Safely Attached are procedures required by 10 CFR 35.610. LJ 
Procedures nnd 
Instructions 
.. --········· .. ········ .. ··•···· ... r-·······-··--···-·····--·----·-·---·····-······-~---··--·--·····-·-·--····--·- f-··-···--.. -·-···-··· 

Guidance in Section 5.2 was reviewed and security-related :rensitive a 
infonnation provided is marked w:cordingly. 

"* 
Item 10: A statement that; ''Either we will perform a prospective evaluation ~· ' Occupntiona.I Dose dcmonsrmting that unmonitored individuals are not likely to n:a:ive, in I ~ft.~\4!.\~ year, a radiation dose in cxccu of 10% of the atlow~imits in 

10 CPR Part 20o< ,..,.;n pro> ide OO.imdoy lh~ r,~.IJ ,..uf.......,_ ~ listed under 'Criteria' in NUREG-1.556, Vol. 9, R • I,' . 
Guidance About Materials Licenses: Program-S ~ce About 
Medical Usc Licenses.' " 

OR ............................................ -····-··--···--------------·-•--"-'•••• ............... __. . .__ .................................... -............. -. ................ , .. ____ . __ .. 

A dc:s4:ription of an alternative m~~:lhod rot demonstrating oomplinnce with LJ 
the referenced regul11tions. 

Tl~~:m 10; Arc:a A stak"mcnt that: ''Wr: have developed Md will implement and maintain "?( 
Surveys written procedures for area surveys in accordance with 10 CFR 20.1 101 

that meet the requirements of 10 CFR 20.1501 artd 10 CFR 3S.70." 

lt~~:m 10; Safe Usc A statement that; •·we have developed and will implement and maintain ~ of Uns~:&led prooc:dun:s for safe usc of unsealed byproduct material that meet the 
l-icensed Maaerial requirements of 10 CFR 20.1101 and 10 CFR 20.1301.'' 

Item 10: A statement that: ••we have developed and will implement and maintain ){ 
Spill/Contamination written procedures for safe response to spills of licensed material in 
PI'Qcc:durr:s accoNa.nce with 10 CFR 20.1101." 

Item 10: Name of the proposed cm1ployc:e and types of activities requested: (] 

Installation, 
Maintenance. .. 
Adjustment, Repair, AND 
IUid Inspection of ·-···-·-··-.. ·-·-··-··-···--··-·· .... ·····-·-·····-........... _...., __ ~---.. ................................................................ .... .._ ............................. 
rherapy Devices Des~.o-riplion of the training and experience dcmon:lttaling Lhat the proposed LJ 

Containing Scaled employee is quali tied by training and c.'(pt:ricni..'"C for the: usc requested. 

Sources AND ... _ ......... ___________ ·---~··-· ... ··· ................... --···············-·········· ... ·-···-··············-··········-···· ... ·······-········-·····-··· .... ·-······ •••••••••••-••n••••••••••• 

Copy of the rnllnufncturer's training certificalion 1111d an outline of the a 
training In procedures to be followed. 

lt~m 10; A n.--sponse is not required under the following condition: the NRC will N/A 
Minimi7.ntion of consider thlll the above crikria have been met if the information provided 
Contamination in applicant's responses satisfy the criteria in Sections 8.15, 8.16, 8.21, 

8.2S, 8.27, and 8.29, on the topics: facilities and equipment., facility 
diagram, Radiation Protection Program, safety progrmn, and waste: 
management. 
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