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Rear Mr. Thompson, 

The following is in mpc~nsc to information requested for OUT application. have 
included an NRC form 3 23A @SO) for the proposed Radiation Safkty OfKcer. 
Continuing education requirements am evidcat in that in oxder to mdntdn ARRT mgistry 
rcquiremenb, 12 credit hours are needed per year, which compliance has hecn maintained 
since 1990. I will fotward a copy of the NRC fom 3 13A (AV) as soon as 1 have received 
it Srom Rr. Abddnabi. 

Contiguous areas surrounding the areas of use: 
I.. North wall, DIGlRhD (camera room), Trearlmill room; the back wall is a brick 

wall adjacent to the outdoors, which being locatcd on the first floor, lis partially 
underground. 

2, West wall; this wall borders 0 pharmacy, and internal medicine physician’s office, 
3, South wall, or h n t  entry way to office; this wall is a brick d l  which faces 

outside. 
4. Fmt wall; this wall is adjacent to a psychiatrist’s office. 

Radiation Safty: 

I ,  

2. 

3- 

4. 

Surveys to be perrEomed; we have devel+ and will implemimt md maintain 
Written procedures for mea surveys h accordance with 10 CFR 20.1 1‘Dl that meet 
thc requiments of 10 CFR 20.1501 and 10 CFR 33.70. 
Personnel Dosimetry; either we will perform a prospective evaluation 
demonstrating that unmonitored individuals are not likely to rewive, in 1 year, a 
radiation dose of 10% of the allowable limits in 10 CFR Part 20 or wc! will provide 
dosimetry that rnccts the requirements listed under ‘Criteria’ in, NIJRY.10-1556, 
Volume 9, Revision 1, ‘Consolidated ovidance About Materiaki Licenses: 
Program-Specific Guidance About Medical Use Licenses.”’ 
Spills and emergencies; we have developed aind will implement mcl nuainttain 
Mitten procedures fbr safe response to spills of licensed matcdal in arwdance 
with 10 CFR 20.1 101. In the case of missing licensed materials1 due to loss, theft, 
or other means, the RSO will noti@ the NRC immediately by @hone, i‘bllowed by 
written report within 24 hours, and reports filed to local authorities BS iadvised by 
the NRC. 
Mobile reqdrements; dl licensed Werials will be transported meeting state and 
federal DOT. guidelines. Under no circummces will licensed m~dals be 
roceived from the radiopharmacy at any of the ‘‘secanchy” sites. All deliveries will 
be received in the ‘‘Plrirnary” office only for proper monitoring and dose 
verification prior to king administered eo patients. “Secondary“’ sites IWN be 
monitored aud wipe tested at the end of the days of use in all mesa where licensed 
materids aro uscd. All suspected contaminated waste will be remowdmd kept in 
the “Primary” ofice for proper decay, or retumcd to the radiopharmauy. A copy of 
the kil ity diagram of the c4secondary” sites will be maintained and stcmed at the 
‘‘Primary” location. A letw signed by management of the “sewnd3ry“ site location 



stating ‘knowledge of use of licensed materials’ will also be kept on1 file at the 
“Primary” site. The vehicle or ”van” will be! used only for buainess p p o g e s ,  and 
will not be used 8s a  personal" vchicle, The van Will be monitored imd wipe tested 
at the end of all days of use. These redings will be recurded and maintained far 
review at the “Primary’” location. 

5. Radiation monitoring equipment; we have developed and will implement and 
maintain writxen survey metex’ calibration procedures in accordance with the 
requirements 10 CFR 20.1501 and that meel the requirementsof 10 CFR 35.61. 

6. Dose calibrator; equipment used to measure dosages will be chlibratcd in 
accordance with nationally nxognized standards or ?he manuhchiret% instructions. 

Please call with any questions. 
301-535-4410 

Associated Spccialia, Inc. 

‘I 



APPENDIX c 

Pmduotion of PET 
radtowttivc drugs under 

c-5 NIJR.EO - 1S$6, Vd. 9, RCV. 2 



RADIATION SAFEW OFFICER TRAINING AN0 EXPERIENCE . ~ m ~ ~ ~ ~ ~  No. 3 1 ~ 9 7 2  

AND PRECEPTOR All'ESTAl'ION I 

- 

Descrlptlan of Tlslnlng Location of Tralning 
. -  

B- 1 NuTffEI;t - 1556, VO~, 9, RCV. 2 



. .  

De6criptlan of Eirperlenm 

receoUlng, end perfmlng related 
ndlatlan surveys 

Using Bnd performing checks for pmper 
opeattion of Instruments used to determlne 
the eulvKy of dosages, survey meters, and 
Instruments used to measure rrrdknuclMe8 

. .  

Ushg admlnlsbaHve cdntmls to wold 
mlstakes In admlnlstretlon of bypmduct 
matettel 

- .  __L 

Udng proaedures to prevent or mlnlrnlze 
radloac?hhe contamlnetkrn end uslng proper 
decontmlrbatbn procedures 

-- 
Using emergen procedures to conirol 
byprodudmate 7 ai 

Olspashg of bypmduct rneberjal 

Licensed Materlaf Used (e.&, 35.100, 
35,200, e@.)* 

_cL 

LocaHon of Trainlngl Dates of 
b n a e  or PemR Number of FacllM~ ---I---- Training' 

- 1956, VO~, 9, Rw. 2 8-2 



I .  * .  
d L  

c. Descrfbe tmlnlng In radlatfon safely, regulatory lssuee, me emergency pmc@ues for att types of medicel 
USB on Ihe IIcense. 

I II_ 7 I I 

I Descrlptlan of TralnIng Tralnlng P m h M  By - 
a ,  Redlatbn safety, regulatory laeuer~, end 

and 35.500 uses 
- 

Radfatbn safety, regulatory Iseuas, end 
emergency ptocedums for 36.300 usen 

. I  

-- 

Radlatlon safety, regubtory Issucls, and 
emergency procedures for 35.600 - 
teletherapy uses 

Radiation safety, regulatory Issues, and 
emergency procedures fbr 35.600 - remote 
afterfaedar uses 

* 

Radiatbn sahv, mgulatofy Issues, and 

stemotndc radiosurgery uses 
. emergency procedums for 35.600 - gamma 

L 

liadletbn safety. mgufatoory ISEUSS, and 
emergency procedures for 35.1000, epedly 
use(s): 

. .  . .  * I  . .  . .  
. ’  , . * .. . . . . .  

I .  

8-3 



BRadIatlcm Safety OfRcer EAuthOrlzed User AuttKnlzed Nudeer Phmnacl$t 

Aulhorlxed 8s RSO. AU, ANP, or AMP ibr be Mdldwlng medical uses: , , 

~ 3 5 . 1 0 0  g 3 5 . 2 0 0  35.300 0 35,400 . a 35.800 0 35.600 (mote elterloader) , 0 35.600 (telmiapy) 

0 (gamma stereotectjc radiosurgery) 0 35.1000 ( 

Aulhorlred Medlcel Physldst . .  

1 --- 
_.-u 

d. Skip to end complete Parl I I  Pmceptw AttestatJon. 
OR 

U.SL Authorlted Medloal Phveiclst. or A m  odzed NuJ ow Ph@ at I d e n t m u  
e IlCeW'$ 

3 4. t-fl=- 
a. Pmide flcense number. 
b. Usn the teMs In u d n  3.c. b descrlbe bakrlng In radsatlon safety, reguleWry (BBUMB. and emergency ' 

c. Sklp to and complere Part I I  Preceptor Attestallan. 

promdures for all types of medical use on the Ilcense. 

c 

PART II - PRECEPTOR ATTESTATION 
Note: Thls part must be completed by the Indlvfdua('s prtmpter. The preceptor dock noR have to be the aupervlslng 

lndhrktual a$ long 8s the peceptm provides, dlree, or vems tmlnhg and ex1prlencc Wuhed. If more than 
one prec6ptbr Is necesserl, t6-dbcument experience; obtah 0 Separaa pwcem+ment fromi each. 

, I .  , 
Fhst bctlon 
Chack one d the klldng: , . 

1, b a r d  cartln- 

10 CFR 35.50(a)(I)(l) and (a)(l:)(ll): or 35.50 (aX2)(i) and (a)(2)(ii); or 3550(c)(1). 

. , .  
OR ' 1  . 

: , . >  ; . .  2. $tnrctumt d E-aL P m  or P w  d&N@tI MI S ~ . O m c e r a  

has satrsfactorlly completed a stmtttiiral educational .da*st that  &&G& - Ikn.dPrnm%&P2, c, $' I , .  

program comlsting of bofh 200 hours of claasroom and laboratory Wnlng and me year af full-time 
fadletton seWy experience 89 nsqulred by 10 CFR 35.50(b)( I ). . 

OR 
NU& - 1SS6, Vat 9, ,Rev, 2 B - 4 '  



. .. . . .  
I .  

APPENDIX B 

, '  # .  
. ., 

'Itst S W o n  .(conthued). , . .  :heck one af the foflwvtng: 

idenafled on the Ltcensees llcense end has experience with the redietion safety 
aspects of slmller type of use of b roducf materfal for which the fndivldual hasl 
Radiation Safety OfAcer msponsI&es 

emergency procedures for the following types of use: 

J g k . 2 0 0  

35.300 
,- .  1 I 

IJ 35.300 
35300 

35.300 

35.400 

0 35.500 

a 35.600 

a 35.600 

0 35.600 

35.1000 

0'81 admlnlstmalon dgreater than 33.mlHfcur&3 of sodlum iodide 1-131 

parenteral admhlstratian of any other radlonucilde for which a Written directivecis 
r e q m  

. 

remde afterloader unitsl . 

teletherapy unlls 

gemma stereotactic ;kw&,y units 

emerging technolog)es, including: 

-. 

. ,  

I ,  



Y 
JRC FORM 313A (RSO) rn 

RAblAWON SAFETY OFFICER TRAINING ANI) EXPERIENCE AND PRECEPTOR ATWESTATION fcontlnuedl 

suftldent to function lndependenny &s a Radlatlon Safely CMcer fer e medical u198 ICcenuee. 

W O  - 1556, VO~. 9, Rev. 2 8-6 

s 



Name: HPV Heart 
Address : 

Suite 002 
c Columbia Mar 
. Radioactivc materid element & 

mass number: 

-u 1- 

3. License No.: M1)- 27-036-0 I 

., Any radiaactive material listed in 
Section G. 100 of COMAR 
26.12.01.01 

and 2 1044 

, m y  mdioactive material listed in 
Section G.200 of COMAR 
26.12.01.01 

5. Exbiratior 

, Coball-57 

, Gadolinium- 153 

A. Any radioactive material listed iiz 
Section G. 100 o f  COMAR 
26.1.2.01 -01 

R. Any radioactive material listed in 
Section G.200 of COMhR 
26.12.01.01 

C. Scaled Source 

13. Sealed Source 

Januarv31,2013 late: _I 

8. Maximum amount of radiodictivit: 
which licensee may posses$ at mi 
on tiroe: 

A. As needed to perfonn diagiwtic 
te,& 

B. As needed to perform diagnostic 
te5Q 

C. No source to exceed 15 mi1lic.uric.s 

D. No source to exceed 500 
- m.ilIicwi e3 

-c- 

Autliorized Use($): 
Any uplake, dilution, and excretion procedure approved in Section G. I, 00 of CCTMAR 26.1 2.01 .O 1. 
Any imaging and loca1,imtion procedure approved in Section G.200 o f  COhYlAR 26;. 12.01.01. 

PcD. Calibration and/or referencc source. 

. Tlie authorized place of use is the licensee's address stated in Item 2. The licensee must noti@ the Radiological 
Health Progm 30 days prior to vacating a pcrnianent USE address as is required 

A. 
1B. 

The radiaiion protection program shall be under the supervision of Jack Mc1Watim:J M.D. 
Radioactive material shall be used by: 
k J3ck McWatters M.D. 
b Keith Friedman, M.D. 
P William Herzog, M.D. 

Adrim Le Preston, M.D. 
> Michael E. Silverman, M.72. 
> Alexander Chudnovsky, M.D. 
b Monica Agpmai, M.D. 



12/12/2008 

?one: 304.-293R341 3 
Fax: 304-233-4529 

U.5 . Nuclear Regulatory Commission 
Region I 
Attn: Licensing Assistance Team 
475 Allendale Road 
King of Pnusia, PA 19406- 141 5 

Robert C. Byrd Health Sclenccs Center 
West Virginla Unkersity 
V N U  HospA.elr 

G-139 Healrh Scionces North 
PO Box 9006 
tdotganL3wns \NV 26506-4006 

Re: Authorized User(s) Under WVUH US NRC Broad-Scope License 

This letter dated December 12, 2008, hereby confirms that Gam Mtarancg MD, has been 
an authorized user of radionuclide at the department of nuclear medicine a.t West Virginia 
University Hospitals, Inc.. under US NRC broad-scope license # 47-2306ti-02 since 
September, 2001 I And adso Naresh Gupta, Mq was an authorized:uscr at Wcst Virginia 
University Hospitals, hc.,  under the same US NRC broad-scope license #+ 47-23066-02 
from February 1,994 t.0 Febntary 2003. Dr. Gupta was previowly a.uthoriz:ed and Dr. 
Mnrano currently is authorized for: 

. 
10 CFR35. loo,, (‘Use of unsealed byproduct material fcir uptake, dilution, 
and excretion ftudies-for which a written directives is riot repired. ” 
10 CFR 35.200, ‘‘Use of unsealed byproduct mateklfibr imaging and 
localimtion xtudies. for which a written directivev is not required.” 
10 CFR 35.300, ‘‘Use of unsealed byproduct materials*for which o written 
directives is required.” 

If any additional information is needed, please contact West Virginia [Jniversity 
Radiation Safety Department at (304)293-3413. 

S incerel y; 

Director and Radgtion Safety Officer 

Equal Opporlun~rylAfllrmalive Acrlon Institvrion 


