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College fields MRX and Medical Imaging 
Terry 1). Shaffer, MD and Associates 

Boaxvl Certified Radiologists 

13 0 Enclavc Drive 
New CdStle, PA 16105 

Phone: 724-658-9700 
Pax: 724-658-9666 

Materials Licensing Branch 
U S .  NRC, Region I 
Attention: Tara Weigner 
475 Allendale Road 
King ofPiussia, PA 19406-1415 

November 16,2006 

RE: Control # 139607 

Dear Ms. Weignw: 

X understand that you had a telephone conversation with Mr. Charles Anthony Ciomuso, 
MS, our Medical Physicist the other day regarding our license application. The following 
paragraphs will help to addess any other issues that you might have. 

1. Bnclosed please find the checklist that has been completed which indicates 
the possession limits for radioactive materials that we plan on utilizing. 

2. The old file roomthat is indicatad on a more complete diagram of ow office 
is the hot lab. It does have a lockable door to avoid any inadvertent entry by 
the general public. 

3. Mi. Charles Anthony Gomuso, MS has been given the authority to act as the 
Radiation Safety Officer of our nuclear laboratory. As such, he or his 
associates will visit our department on a qumlterly basis to review the entire 
radiation safety program. Any problems or issues that are uncovered will be 
addressed and cowe~ed by management of College Fields MRI and Medical 
Imaging. There will be a written report of all findings that will follow each 
visit to the depaitment and available €or the NRC to review, 

A11 oEthe appropriate equipment has been or will be purchased for routine use in the 
department prior to opening. In the event that any additional funds xe needed to maintain 
the program ALARA will be discussed and decided among the management and RSO to 
detamirie if funds need to be released. 



Mi. Giomuso does serve 8s Radiation Safety Officer at othm locations in Pmnsylvnnia 
and near the Ohio border. This is a full time business of which he is President and as 
such, can direct any ofthe associates to assist with items oQxadio1ogicaf concern should 
they mise. 

College Fields MRI: and Medical Imaging will utilize the qualified Nuclear Medicine 
Technologist to act as the in house point of contact person to communicate any problems 
or issues directly to the RSO. 

Charles Anthony Giomuso, MS is available via telephone (21 6-272-4669) 24 hours a dsy 
and can be reached via voice mail as well (888-934-1871). Pax (440-256-0056) and e- 
mail 
Gioniuso's office is approximately 45 - 60 minutes away fiom our location, so in the 
event of an emergency, he can reasonably be on site within 2 hows. 

* . et are also w&lable to us withk the dcpartimnt. m. 

I trust that this infoxmation will assist you in completing the review of our application. 
Should you have any questions regarding this letter, please feel fiee to contact Mr. 
Giomuso at the above indicated cell number. 

Sincerely, 

Teny D, Shaffer, M.D. 

enclosures 
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Table C.2 outlines the detailed responses that may be made to Items 5 and 6 on Form 3 13 for 
type of radioactive materid requested and purposes for which it wiff be used For example, if 
the applicanl is seeking a license for unsealed byproduct material under IO CFR 35.100 or 
35.200, then the applicant should check the ’yes” column next IO 10 CFR 35.100 and 35.200 in 
Table C.2 The table then indicates appropriate responses lor that type oFuse. PLn applicmt may 
copy the checklist and include it in the license application. 

Table C.2 Items $ and B on NRC Form 313: Radloactlve Material And Use 
flf using this checklisf, check applicable rows andJill in details, and uftoch cop)’ of checklist Io ihe 
ayplica f ion .) 

Any byproduct imkhal h y  
permitted by 10 CFR 
35.100 

byproduct matofla1 hny 
permitted by 10 CFR 
35.300 

Byproduct iunterial Sealed source or dwice 
pcnnitted by (Manufacturer 
10 CFR 35.400 , Model 
Radionuclide ) No.- 

As needed 

. . . . . . .  .._..... . 
mfiyg@, Y%s ; .. .:. . . : , . .  “ y  ’:’. !. :+;. 
. . . . . .  . . .  . . . . . . . . . .  . . . .  . . . . . . . . . .  . . . . . .  

. .  
I .. 

. .  A ; .. . . .  

c inillicuries 

Byproduct materid Sealed soil~cc or dcvice 
permitted by (Man& tuurr 
10 CFR 35.400 , Modcl 
(Radionuclide 1 No.- 

- millicuries 

. . . . . . . . . .  
: .e . , . . .  

Strantiiiin-90 Scalcd sotllcc or device - millicuries 

Model 

NUREG - 1556, V O ~  9 c-4 

. . . . . . . . . .  . . . . . . . . .  

Any uptoke, dilution, and 
excretion study permitted 
by 10 CFR35.100. 

Any radiophmoca1ticil1 
therapy procedure 
pemiitted by 
10 CFR 35.300. 

Any brochythei‘apy 
ymcadure lm-mi[ed by 
10 CFR 35.400. 

Treatment of  superficial 
eye conditions using an 
applicator distributed 

and pcniiittcd by 
10 CPR 35.400. 

p u s l m  to i o  cm 32.7 
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Table C.2 (continued) 

vianu€aclwa use yeniiitted by 
10 CFR 35 600, in a 
Manufachucr 

No 
roinoto a ftcrload ing 
brachythernpy device. 
One source in its 
shipping conlrciiizr BS 
necessary foi 
rcplacement OF the SOUXCI 

III the raaoto afterloader 

, Model 

Model 10 3 

- curies per sourcc urd For inedical use 
- cunes tote1 pmuitted by 

10 CFK 35.600, u1 R 
Maniifaeturer 

No 
s~ereo~ectic radiosuqcry 
device. Sources in the 
shipping coutainer as 
necessary for 
wplocement of the 

1 sources in tho stereotacti 

Nodel  

I i redios'agery dcvrca. 

ksled soiuce or device 
Manufacturer 

Modal 
4 0 . 3  

nuies  per source and 
curies total 

- - 

- kilograms Sluelding in a teletherep 
Lul j l .  

c-5 NUREG - 1556, Vd. 9 



Any mdiaiuelide in 
SSCESS of 30 millicuries 
for use in calibratian, 
kmsinission, nnd 
refiirunce sources. (List 
rdionuclide: ) 

Plutonium (principal 
radionuclide Pu-238) 

..... E& .”’.. , :’ ’. .’ ,1.: r ,  .,:: , ]. 
. Q ,:. , . , , . . .  ...... . . . . . .  . . . . . . . . .  .:, . . . .  <......’. .. 

Table C.2 (continued) 

3eoled SOLUC~ OT devicc 
Manufactmr 

,, Modd 
GO.__) 

3oalcd sources 

. .  . . .  ~$jq&jj&. ,;. ’ 

. . . .  . . . . . . . . . . .  . .  :..? . . . . . . . . .  ,. .. 

. .  <.. :*.&,.. x,!., 
II_- t 
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Pot mc in a 
Manufacturer 

No .~ for 
calibration and c h d i n g  
of licensee’s survey 
instnunerh 

-Model 

, I . . I . , * ,  

As a coinponunt of 
Manufacturer 

Model 
No. I 

nuclear-powered caidtac 
psceinekers for clinic~l 
cvaluahon in accordance 
wth manufacturer’s 
protocol dated -. 
This nuthorimtion 
ir,ctudes: follow-up, 
aplantRtion, recovery, 
d l ~ p o s ~ l ,  md 
Lllphntatlon. 

NUKGG - 1556, VOI. 9 C-0 



Table C.3 i s  a checklist that may be wed to identify the attached documents that the applicant js 
supplying for items for which a response is required. For example, an applicant may fill in the 
narne(s) of Radiation Safety Officer in Table C.3 and then check the boxes indicating which 
documents pertaining to the RSO are being included in the licenss application An applicant 
may copy the checklist and include it in the license application. 

Table C.3 Item8 7 through 4' l  on NRC Form 313: Training & Experiertce, 
Facilities I& Equipment, Radiation Protection Program, and Waste 
Ditipoaal 

(Check nli applicable rows cmdj7i in defoils andottach Q copy of the check(irr Io &he ayyliecitiopr or 
provide inforfnafion separate@.) 

tent 7: Radiation Safety OfXcer Previous l icme number (if issued by NRC) or LI copy of the 
jams: l icens (if issued by an Agreement State) that authorized tho USES 

a/ C 1 d J  /&,T,,&~ '&,pa the RSO. rcqucsted end on which thc individual was ~p~'ciOcally naiiicd 8s 

flbUIL/YI &J IClbF OR 
Copy of the ceitificAtion(s) for Ilic bomd(s) recognized by NRC 
and as applicable to the types of use for which he or she h3s RSO 
responsibilities. 

OR 
Description of the trainkg and experience specified in 10 CVR 
35.9000@). 

OR 

Description of Uta training and cxycriencc specified in 10 W R  
35.50(b) dcniunstrnhg that the proposed RSO is qualified by 
treining and cxperiencc as sp,plicabbh to die types of we for which. 
he or she has RSO wspodbilities. 

A N D  

Written ccr(ification, signcd by a preceptor KSO, that ttm abwe 
Iraining and experience has been satisfactorily completed and that 
a level ofradiation safety bowledge sulficieul to function 
hdependontly as an RSO for a medical use licensee hw bcon 
achieved. 

A N D  

sppliable, description of rcccnt relnted continuing cducntion 
and experience as required by 10 CPR 35.59. 

c-7 N'UWG - 1556, Val. 9 



Table C.3 (contlnued) 

tem 7: Authorized Nuclear 
Phannacists P Nnmes: 

. . . . . . . . .  - 
: ... I . .  . . . .  . .  

. .  . : - . .  . 
, i . .. .: . 

?rewious licmsc number (ifisstled by NRC) or a copy of the 
icomc (if issued by an Agreement Stat0) on which tho individual 
was spccifimlly mmed ANP. 

OR 
Zol'y of the wiifiwtion(s) for (hc. radiophnnuncy board(s) 
:ccognimd by NRC undcr 10 CFR 35.55(a) or 10 CFR 35.9SO(a). 

OR 
Description ofthe training and expericiice dcn~onsttating Iktt thc 
proposed AMP is qudified by Mining nnd experiancc. 

AND 
Written certification, signed by a prccoptor A W ,  that the above 
trainiog and experience has been satisfactorily completed and thak 
a level. of competency 

suficicnt to lvnction independently as an ANT' has been 
achieved (10 CFR 35.53, or 
sufficient to indcyadwntly opemtc a nuclear pharnincy (1 0 
CFR 35.960). 

AND 

* 

If applicable, description of recent related continuing education 
md experience as rsquired by 10 CFR 35 59 

ITURE?T; - 1556, VOl, 9 C-S 



Table C.3 (continued) 

I 

i diagnm is cncloscd that dcsc~ibcs tho fncilities ond identifies 
ctivities conduck4 in all coiltigtrous areas sunoundhlg 
rea(s) of use. The following infonuation i s  included: 

Drawings should be to scsle, and indicate the scele wed.  

Location, rooin rmmbcrs, and principal use of each mom or 
area where byproduct inatelie1 is propared, usod or stored, as 
provided abovc under the l~eadulg "Discussion"; 

Location, room iiunbers, and principal usc of aoch adjacmt 
room (e.g , office, fife, toilet, closct, hallway), including ereas 
above, beside, and bclow therapy treatment rooms; indicste 
whether the room is a restricted or unestricted ora os 
cleruxd in 10 CFR 20.1003; md 

Provide shielding calcvletions and includc infonuation abo-Jt 
the type, thickness, end density of any lsccessary shielding to 
enable inclelmxlcnt verfication of shielding calculatiolls, 
inclurling a descriptionof my poxtable shields used (e.&, 
shieldb of proposed patient r o o m  used for implant t he rnp~~  
including the ditnelLqioRq of any portable shield, if om is 
used; source storage safe, etc.). 

In addition to the above, for telethempy and GSR facilities, 
applicants should provide the d h t i o l l s  of yrilntuy benil\ usage 
for teletherapy units and, in thc CBSL: of an isoceentric unit, the 
plene of bran) rolatioii. 

c-9 N U W G  - 1556, VOl. 9 



fG?FITmIX c 
Table 6.3 (contlnued) 

..- 
/\Facilities I additional facilitws and equipment. 

For ~nanunl bmciiy&herapy facilities, we are yrwidbg a 
description o f  the emagency respozlse equipment 
For teletherapy, GSR, and innote afterloadar fflcilities, we are 
providing a doscription of the following: 
9 Woming systclns Rnd restrictd  arc^ ccnlrols (c.g., locks, 

signs, warnkg lighrs md alanns, intcrlock systems) for ssch 
therapy treatment room; 

Vicwing and intcrcoia systcms (accyt for LDR u t s ) ,  

Stcps that will bc taken 10 cnywc {hut nn two UN\S ctln be 
opernted sunultnueously , if othei. radiation-produciug 
cqrupmait (e.&, linear accelerator, X-my machine) are In the 
trdnieid room; 
Methods to ensue that whenever the device is  not in iisc or is 
unattended, the console keys Will be inaccessible Lo 
umuthorizd ycnons; nnd 

4 hrca radiation inonitoring equipment, 

I1 

n 

0 

fl 
0 
n 

0 



APPENDIX C 
fable C.3 (contlnued) 

llrtem IO: Occuipational D O E  1 A statement t~lol: ‘cEit)ier we will perfom a prnspectivc cvaluation 
demonstrating thnt wnanitured individuals are not likely tu 
receive, in one yenr, a radiation d09e in excess of J 0% of the 
allowable Iirnits in IO CJ3t Part 20 or WE will providc dosiinehy 
thnt inccls the requirements liskcl under “Critexria” in NUREO- 
1556, Vof. 9, ‘‘Consuljdaled Cntidnncc About Materials Liconscs: 
Prograni-Specific Guidance About Medical Use Lieonseas,” dated 
0ctobF.r 2002.” 

OR 
A description oTm a l t e r n t h  nieihod for dclnonstmtiug 
w~~~ul imu with the referenced icmdations. 

Item IO: Safe Uso of Unsealed 
Lic~iised Matnial 

A stntenienl that: “We have developed and will iinpleiumt a d  
maintain proccd~res For safe use of unsealed byproduct material 
that meel lhc rcqnbwnts of 10 CFR 20.1 10 1 a d  10 CFR 
20.1301.” 

Itciu 10: Installation, 
Mainteilancc, Adjiislinncnt, 

Thclapy DEvices ConEniuing 
Scaled Sources 

Name o f  the proposed anployee mid typcs af‘activitics rcqucstrd: 

Repix, and Lnspeclion of A ! !  
Dsscnption ofthe training and oxyclicnca dcriondmting that tbe 
proposed employee is qualified by training and cxpcricncc for the 
usc rcqueskd. 

AND 
Copy of the manufachucr’s tr~ining certification and an outlinc of 
the CraSng in procedures to be followd 

k i n  11: Waste Mamgement A stntcmc~t that: “Wc havc dcvdopcd and will impleincnt nnd 
maintain written waste disposal yrowdms for licemed inateriel 
in accordmce with 10 CFR 20.2 101, tLv also meet the 
requiremeids of the applicoble section of Subpat K to 10 CFR 
Part 20 and 10 CFR 35.92.” 

0 

0 

0 
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