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Radiation Safety Oacer 

ATTN; Materials Licensing 

F- 630-51 5-1 078 September 13,2007 

PhtO: P l g u  (lnc. c o w  pago)a 7 

Re: License No.: 21-00943-03 Control No.: 316316 

~~ ~~ 

We are responding to the comments and questions in your fax of August 24, 2007 regarding the 
training and experience of Samir Narayan, MD to be listed as an authorized user on our NRC 
license. 

NRC Comment I. The let provided by UC-Davie dated June 1.2007, attached to your letter 
dated June 8., 2007, only states "names, expiration dates, category and training exemptl- no 
specific information, no degrees, no dates of authorization, no modalities of use authorized, etc. 
are given to corroborate the information in your letter dated June 8, 2007. 
Please submit a currently signed and dated letter from the Chairperson of the RSC for 
UC-Davis stating Dr. Narayan's name and degree, his dates of authorization, the specific 
modalities he was authorized for (as correlated to sections of 10 CFR Part 35) and, as 
appropriate, any other information that will enable us to evaluate his qualifications as a 
proposed authorized user for the types of use you have requested. 

Response: Pleese see attached supplemental infomation including a letter signed by 
the RadMon Safety Officer from the University of California-Davis documenting the 
uses for which Dr. Narayan was autho#zed under their Agmernent State broad scope 
license. 

NRC Comment 2. Please be reminded that we cannot accept Dr. Narayan's specialty board 
certification, as of October 24, 2005. 

Response: Dr. Narayan's board certification is acceptlsble for the purposes in our 
request in accordance with 10 CFR 35.57(b)(2). He was board certified in June 2003 
and as documented in the attached information was approved for the uses in our current 
license. Accordingly, §35.57(6)(2) states, Physicians, dentists, or podiatrists identified 
as authorized users for the medical use of byproduct meten81 on a license issued by . . . 
a permit issued by B Commission or Agreement State broed scope licensee ... who 
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License No.: 21-00943-03 
Control No.: 316318 

perfotm only those medical uses for which they were euthorized between October 24, 
2002 and Aptil29, 2005, need not comply with the training requirements of Subpads D 
through H of this part. 

NRC Comment 3. It appears that you may be trying to qualify Dr. Narayan under 10 CFR 35.57 
or 35.13 and 35.14. If so, pleaae state which regulation you are trying to qualify him under. 

Response: Dr. Namyan's board certification is acceptable for the purposes in our 
mquest in accordance with 10 CFR 3557(b)(2). He was board certified in June 2003 
and as documented in our original submission and in the attached information from UC- 
Davis, he was approved for those uses in our current license. 
In accordance with I O  CFR 35,14(a), "A licensee shall provide the Commission a copy , . . 
the permit issued by a Commission or Agreement State licensee of b m d  scope, or . 
no later than 30 days after the date that the licensee permits the individual to work as an 
authorized user, ... under 535.f3(b)." We did supply a copy of the bmad scope permit 
infomation from UC-Davis in our original submission. This was submitted prior to Dr. 
Narayan beginning duties at St- Joseph Mercy Hospital. The attached documentation 
supplements that submission. Accordingly, Dr. Narayan met the exception criteria of 
53513(b)(4)(ii) which requimd an amendment approval prior to working as an authorized 
user except for an AU on a permit issued by 8 Agreement State specific license of broad 
scope that is authoriled to pernit the use of byproduct maten81 in medicel use. 

NRC Comment 4. It appears that you only want Dr. Narayan authorized for materials in 10 CFR 
35.396, as opposed to * ' I O  CFR 35.300 (excluding iodine-I 31 ." If so, please confirm and provide 
sufficient training and experience information, in accordance with 10 CFr 35.396 (or another 
section of 35.300) to support your request. Please note, your letter dated June 8.2007, did 
assert that Dr. Narayan was approved for any 10 CFR 35.300 authorization at UC-Davis. 

Response: We agree with your darifcation that we wished to request authoflzation 
under IO CFR 35.396(6). Because of the written documentation needed to comply with 
§35.396(6) and not wishing to delay this licensing action further, we withdraw the 
request for this authorized use at this time and Will pursue as a separate future 
amendment action. 

NRC Comment 5. Please confirm that Dr. Narayan should only be authorized far the use of the 
HDR device on your license for "materials in 10 CFR 35.800," which excludes both GSR 
(gamma knife) and teletherapy, which are not authorized by this license. If it is appropriate to 
support Or. Narayan's authorization request, please provide sufficient training and experience 
information to demonstrate compliance with 10 CFR 35.690. 

Response: We agree with your clarftication that we am requesting Dr. Nerayen be 
euthorked for use of the HDR machine under our license for materials in 70 CFR 
35.600. 

NRC Comment 6: As no materials under 10 CFR 35.1000 are authorized by this llcense, Dr. 
Narayan cannot be approved as an authorized user for materials under 35.1000 on this license, 
so we will disregard this request. 

Response: We agme wlth your ciat#Yc8tion. Our intent was tu document ell Dr. 
Narayan's training and experience with NRC authorized materials and uses. We 
apologize for the unintended confusion. 

The information being submitted is complete and accurate taking all reasonable means and to best of 
our abilities. 

cc: S. Narayan, MD 
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September 6.2007 

Dear Mr. lieto, 

This letter is to verify that Samir Nanyan, M.1). was authorized to use radioactive matcrial in the capncity ol' an 
attending radiation oncologist at the University of California Davis Medical Ccntcr from July 2003 tu July 2007. 

Hc had authorization under Radiation Use Authorization 9050 under our broad scope liccnsc 1334-37 to use 
t-adiouctiw materials for bracliytherapy and our nmotc sftcrluadcr procedures, Groups 6 and 8. at 1JCI)I IS 
(Radioactive Material License # I  334-57) and autharizcd under the Following sections of 10 CFR 35. 

-35.400 Use of sourccs tor manual brachythcrtipy 
35.600 Usc of scalcd source in 8 remote afterloader unit. (We do not have any teletherapy units and he was not 

35.690 Authorizcd for rernok! afterloader use and maintailid compctcncy by completing annual emergency traiii illy 
trailed on thc usc o f  our gamma stereotactic radiosurgery unit.) 

for the remote afterloader. 

Scc nttachcd radiation use authorization with his iiainc 8s ai1 author id  user. Please exclude the attaclicd pages from 
public document nview. 

I~ICILSSC call me at (916) 734-7325 if have any questions. 

Sincerely. 

Liiidu KrogeI. MS 
Radiation Safety Officer 
IJC Davis Health System 

Attachiiietrt 
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Amendment: 2006 - 6  Type: Human 
Hazard Rsting: 4 
PI: Srinivasan Vijayakumar 

Department: Radiation Oncolo&y 
Rcncwrl Month: September 

Hazard Guide Value: 28398490.00 
Alternate PI: Janice Ryu 

Lob Phone: 4-8295 

Reehargc No: S4298 13 

A. Authorized Radionuclldcs, Amounts, Forma 

hmlE Glmmuul 
Co-60 Seolcd Sourcur-GmmaKnife 
cs-137 Sealed Sources-Brachy 
I-115 Scaled Sourc-Brrchy 
lr-192 seakd soureu 
k-90 Sealad source 
9-90 Scaled Source-Dphtholmic Appl 

B. Authorized Rndionuclidea and Protocols 

I!u&&Ql ~ 

~~ 

Co-60 Scaled SourcwdGamrnaKnife 215 

Cs- 1 37 Scaled Sources-Bmhy 27 

lr-192 Sualod Sourcur 29 

Ir- 192 Scaled Sources 37 
Sr.90 kaled Source 28 

I- 125 Scrkd Sources-&achy 27 

Sr-OO Scakd Sourcc-Ophthalrnic Appl 27 

C. Authorized Personnel 

J!!mmmh 
Loading of source8 into Lekoell Gmma Knife, 
acceptance Wing, training, alibmtion, rind 
physics lcoring in accordance with 
manfwnvafs manuals and ncomenduions. 
Safcry Protocol for BrPchyttrrmpy 
Safety Protocol for Bnchylhmpy 
M IcroSelectron-HDR Remota Aftorlanding 
System Requircmen(r 
Safety Protocol For Bmchytherapy 
The 10 mCi Sr-90 source m y  be u r d  for 
checking the conmncy of thimble 
ionlmtior, chmbcta ouiput. 
Safafy protocal for Bmchytharapy 
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See Anached Lhmg 

D. Autharhcd Locatjons 
I of 6 Paces 
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.-.--. - - - G ~ c U w - - - -  --*- 

I ,  Personal dasimefen will be worn a~ all times when pcrponncl are workin# with dioactlw rnotcrials. 
(Not required when wing the 10 mCi Sr-90 source) 

3. A finger ring dwirnmr shall be wow by personnel when tlray am handliry MU=, perfornrinB 
implanu and/or prepat;n& staicd l o u m  for implmatr. 

3. Dosirnary mqdmnenw in addition io the above as determined by the UCDMC Health Physics Oifice. 

F. Bioassay Requirements 

NONE 

G. Survcy Requircments 
I .  Radiation Oncology personnel who have received prolacoCnpeclflc mining or Wealth Physics mff 
shalt perform appropriate radiological surveys durfng each implant, 

2. Monthly monitoring by rho Health Physics Ollicc shall coniiu o f  M inspection of  thc records kopt 
concuming the use of radioactive mrtsrial undor this RUA. In' lku Qf the monthly mdiation survey by the 
UCDMC Health Physics Office, a quwrarly inventor)' af'thc aealcd sources shall bc m d e  by Health 
Physics personnel. 

3. A dose raw mew (operational ion chambar surwy mater, compensated QM) or OM wrvcy rnder shall 
be available during implant loading urd removal and when radioactive mrtddr are being used. While the 
implanted sources arc In tho pculont, m iMaUmcn1 rhdl bc on the unit whom drs prtknt's room is whn the 
patient is on the ward. It is prcfmbk to have an instrument in the pstimt's room. When the patient is 
rmnyloned to a diff'ecnt arca of the Hospital md the implanted tomu we still in the patient, a survey 
mctm will be present at the piicnt's new Iwrtion. 

For I. 125 radioactive implanrs, a thin wlndow GM survey motu or NaI dctcctor with meter ahall be 

2 of 6 Paps 
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-I. - 
UC Davis Health System 

Radiation Use Authorization 

RUANo: 9050 

&.P.__. ---_- 
09-O~M6 

--__I_-- . .. 
..-a * I-.--- _-  ---. d C  

present in the patient's hospital mom 01 ell tinier. 

4. After the r e m 1  of an implanted mlcd rwrc;e(s). the Source Crutodian, Ahematr Sourcc Custodian 
or a m d e r  of thc UCDMC Health Physics staff shell parfonn appropriate way of the patient's room, 
linen and alber UCIU as appmpriclrc to confirm SOUTCO removal. An i m d h t e  hvtnrory of the sealed 
snurcc(s) used shall h conducrcd and docurnmrd by thc Source Cuaodian or AltMnotc Source Cuuodian 
before the p t h t  leaves the hospital. 

5. I-  125 eye plaque patients who have thc plaque amred to their c y  are allowed 10 kave the horpital and 
remain in thcir home fw the heamrent petfod. After the mnovaJ of low dose rate mdlorctivc WLIPC~ 
implants, the pmtienf shell m h  in the hospital and may not be dischrrgcd u d l  a muse count and 
radiption survey of the patient confirm that all implants have been removed. 

6. The Source Custodian or Alternate Source Custodian shall lrbcl the rhipPbrp CantainCr with the 
radioiaoa6pc, the number orrctdr, and h c  total activity. 

H, Itutrwmant Callbration Ruquirementr 
I .  Tha ion chnmbcr survey men and compensated GM mctm Shalt be calibrated at LuW wlcc each 12 
months. GM a a w y  rnotws shall bo calibmted once per WT. Thc Hoaith Physics Wia b nlponsible for 
h a  cnlibnrion of this equipment. 

1. Authorized Use 
I. Cancer and wlcccd bmip disersco shall be mated In accordanc~ with ateblishsd community 
standards. 

1. 
for Ihe plarmina and watmeni orpatiants as pmrcribsd by I phy&im wrtifird by the Amcrican Board of 
Radiology or cquivalcni board cmffHtion in orber countries if approved by tbe Rdiolo@c H d t h  
Branch. 

Authorid uxrs  are lined on tho pemonncl list for the RUA. Tha di&w X)UTCCI may be UKd 

Radiation Oncology Physka staff, Radkiogy Physics staff' and mined engineers may also operata tha 
devices for calibrations, QAKIC testing uld equipment tapir. 

All personnel who optrate the HDR for pllimnt uae must haw tha appmpriatc hapeutk radiolo8ic 
technology certification from che State of Wifomia, The ccrtificntc number and expiration dam of rhc 
qualifmd operators for ptianr treatments shall bc posted. 

5 .  Radioactive materials authorized by this RUA must be u r d  in a c d a n c e  with tbc safcty protocols 
maintained in Stctim 1 .C of the RUA Notebook and on ilk with the UCDHS H d t h  Physics Office. 

4. The IO mCi Sr-90 swrcc may be used for checkmg the c o n w c y  of thimble type ionization chunban' 
ourput. 
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5. RtrcaFJl involving non-standmrd tharapies which may chanp radiUion considmations or vary 
rlgnificantly !tom standard radiation t m m t  d o w  will be submined lo the Radfulon Use Camlure 
(RUC) on a H u m  Radiation Use R c m h  Application. * w  the* 

3 o/6 Paps 
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Authorhud &on 

w a n ,  Jomw 
Caportogno, VIncsnt 
Franklin, staphen 
oddbrrg, zahlna 
Jacob, Rojyman 
Narayan, 8amlr 
PSPP-, ccnrrad 
Ryu, Jonlce 
Gahrekar, Kamm 
Vijayakurner, Srlnhraean 

Tralnlng Expit. Data 

m3RQo7 
ill MOO7 
119/2007 

7/2Q/2008 
QRW2007 
6t8i2009 
1/22/2007 
12t2712008 
6/2/2008 
111mOoa 
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