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(540) 822-5161 

hS-lb WILUAM J. WALKER, JR., Pn.D., DABHP 
11928 ROPP k N C  

L O V ~ ~ V I L U ,  VA 20180 
FAX (640) 822-4188 

TO: Michelle R Slmmons Far: (61 0)337Q269 

cc: Chehe Records 

FROM: Willlam J. Walker 
DATE: October 27,2008 

SUBJECT: Docket No. 03037830 Pages (witover): 16 
Llcense No. 0731 33261 

Control No. 142797 

Dear Ms. Simmons: 

This is in response to the Deficiency Letter Mail Control # 142797 you sent on 
1011 6/2008. Attached is a response IeCLer addressing your questions. Also attached are 
a copy of the Business License and a letter from the facility Chief Executive Officer 
confirming the authority of Cherrie Retxrds, Clinical Director. 

Also attached is a completed NRC form 31 3A (RSO) containing the fallowing 
attachments, 1) a letter from the American Academy of Health Physics confirming the 
proposed RSOs board certification, 2) ;3 copy of the preceptor's Current Pennsylvania 
radioactive materials license as RSO for a 10 CFR 35.400 Brachytherapy program, end 
3) the consultant RSO commitments. 

Please note that a current AU with many years experience in the use of 10 CFR 35.400 
material on another license who is also a proposed AU for this license will be appointed 
RSO as soon as he can receive the required training and we are satisfied that he meets 
the requirements. 

If I can be of any further assistance please contact me at (540) 822-51 61. Thank you for 
your assistance in this matter. 
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Octohcr 24,208 

US. Nuclear Regulatory Commission 
Oivision of Nuclear Materials Safety 
Attn; Michelle R. Simmons, Health Phyisicist 
475 Allendale Road 
King of Prussia, PA 19406 

RE: License No. 07-31332-01 
Docket No. 03037830 
Control No. 142797 

Dear Ms. Simmons: 

This'is in reference to our application diatted September 10, 2008 requesting Nuclear 
Regulatory Commission Llcense No, 07-31 332-01. Please note that our responses are 
numbered to correspond with the numbers of your questions. 

1, Please replace our request for Ck Raben as RSO with William J. Walker, Ph.D., 
CHP. His qualifications have been submitted under separate cover. Or. Walker 
will serve as RSO until Or. Rakm can be qualiied as RSO to replace Dr. Walker. 
This is anticipated to be accomplished within 2 months. 

2. a. Seeds will be kept in a locked cabinet in the seed preparation room 
except when being prepared for an implant or being returned or 
prepared for shipment back to the manufacturer, The Brachytherapy 
technologkt will be present at all times when the seeds are not 
physically in the lockled cabinet. A 'Caution - Radioactive Materiels" 
sign will be placed 011 the room door whenever seeds are present and 
not locked in the storage cabinet. 

b. We confirm that licerlsed material will be prepared and stored in a 
shielded area. Seeds; are received in sterile Mick cartridges or 
stranded seeds in shielded containers and only removed during the 
implant. These contalners are specifically designed for seed storage 
when not in use. Radiation levels are below that would require the 
room to be shielded. 

c. The area above the room Is the roof and the area below is concrete 
slab. 

3. a. We have developed ;and will implement and maintain written survey 
meter calibration procedures in accordance with the requirements in 
10 CFR 20.1501 and that meet the requirements of 10 CFR 35.61. 
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b. We resenm the right to upgrade our suNey instruments 8s necessary 
as long as they are adequate to measure the type and level of 
radiation for which they are used. 

c. We have developed ‘and will implement and maintain written waste 
disposal procedures for licensed materlal in accordance with 10 CFR 
20.1101, that also meet the requireme= of the appllcable section of 
to 10 CFR Part 20. Subpart K, and 10 CFR 35.92. 

We have developed and will implement and maintain written 
procedures for area !;urveys in accordance with 10 CFR 20.1 101 that 
meet the requirements of 10 CFR 20.1501 and 10 CFR 35.70. 

d. 

e. We have developed and will implement and maintain procedures for 
safe use of unsealed byproduct material that meets the requirements 
of 10 CFR 20.1 101 alnd 10 CFR 20.1301, 

f. We have developed end will implement and maintain written 
procedures for safe iesponse to spills of licensed material in 
accordance with 10 CFR 20,1101, However, only sealed sources will 
be in use under this ‘license. 

4. A copy of our business license to show that we have been registered as a 
legitimate business entity in the state of Delaware is attached, 

5. bocuments are attached attesting to Cherrie Records’ qualifications to a d  as the 
certifying oficer. Also attached IS a rsume detailing Ms. Records previous 
employment and training history. 

Thank you for your prompt attention to this request. If there are questions, I can be 
reached at (302) 73&0300 or you may contact Dr. Walker at (540) 822-5161 or 
wwalkerdoncoloavmed. corn . 

Sincerely, 

Cherrie Records, RN 
Clinical Oirector 
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, Dolowof* 187 1 3  

, Phon.; (30P) 73&0300 
: fax: (SOP) 355-0155 

Octobber 24,2008 

U.S. Nuclear Rcgulalory Commission 
Division of Nuclear Materials Safety 
Am: Michelle R. Simmons, Health Physicist 
475 Allendale Road 
King of PNssia PA 19406 

RE: License No. 07-31332-01 
Docket No. 03037830 
Control No. i 42797 

Dear Ms. Simmons: 

This lcttcr i s  scm in rcsponso to your inquiry concerning certifying nuthority within this 
ambulatory surgery center (Delnwnre Outpatient Center for Surgery, LLC) to make all clinical 
decisions. 

This letter will indicate and veri5 that Cheme Records, RN, Clinical Dimor, has all necessary 
nuthority to carry out responsibilities associated with the clinical conduct ofthe organization, 
including all matters associated with the safe and effective utilization ofmsou~~es, deployment Of 
personnel and protection of patient and employee sdety. 

Please feel free to contnct me if you have any additional questions. 

Very truly yours, 

Fred Hyde, M,D. 
Chief Executive Officer 
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October 20,2008 

To Whom It May Concern: 

This latler Is to veri& that William J. Walker, Jr. was granted health physics certification 
by the American Board of Health Physics in 1977 and is a Diplomate of the American 
Academy of Health Physics. This certification is valid through 3 1 December 2009, at 
which time he will be required to submit an applichon for recertification for the four- 
year p e h d  earn 1 Janua~y 2010 through 3 I December 2013. 

Sincerely, 

Nancy K Johnson 
Program Director 
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COMMOM#DU.TH 6F PENNSYLVANIA 
OEPARTMENT OF ENVIRONMENTAL PROTECTION 

BUREAU OF FLADIAlION PROTECTION 

RADIOACTIVE MATERIALS UCENSE 

Page 1 of 2 Pages 

License No. PA - 11 33 

Amendment No. NEW 

Licensee 

1. Jeffemn radlatlon Oncology Center, LP 

2. 521 Bniceton Road 
Pittsburgh, PA 15236 

In response to an application dated 
August 27,2008 

3. Ucense No. PA - 1133 
is issued to read as follows: 

L 

4. Explration Date: September 30,201 8 

6. Reference No: 

permitted by 10 CFR 35.400 Condlllon 13. 

9, Authorized use: : ..be& 

I O .  The licensee ma 

125 SL 
1-1 25 M e d  3631-NM 

1-125 ’ Theragerrics Corporatlon Meed 125.S08 
1=125 lsoaltl Advantage IAl-125A 

1425 Best Medlcail International, Inc. 2301 



OCT-27-2008 11:58 FR0M:ONCOLOGY MED, INC 1540 822 4188 T0:16183375269 P. 14/16 

COMMONWEALTH OF PENNSYLVANIA Page2 of 2Pagr6 
DEPARTMGNT OF ENVIRONMENTAL PROTECTION 

BUREAU OF FtAOlATlON PROTECTION License No. PA - 1133 

RADIOACTIVE MATERIALS LICENSE Amendment No. NEW 

14. 

16. 

16. 

17. 

18. 

I@. 

late; 

Licensed Material Is only authotized for use by, or under the supervlslon of: 

A. 

B. 

Individuals permmed to work as an authorized user in accordance wlth 10 CFR 35.13 and 35.14. 

The following tndlvlduals ore authorized u s m  for the materlals and uses indicated: 

mterlal and Use 

35.400 

The llcensee shall mndud an physical Inventory every 6 months to account for all sealed SouTcBS end 
devlcm containlng llcensed material recelvstl and possessed pursuant to 10 CFR 35.85 lrmrporated by 
reference. 

In addltlon to the possesslon llmlts In Item 8, the llcensee shell further restrid the possession of llcensed 
materiel to quantfties below the mlnimum llmlt specified and Incarporated by reference in 10 CFR 
30.35(d) for establishing financial assurance for aecommlsslonlng. 

The llcensee may transport licensed maferial,.gr deliver licensed material to a carder for transport. In 
accordance 25 Pa Code Chapter 230, *Pac&! 
provlsions of 10 CFR Part 71 Incorporated t@#bge~, 

and Transportation of Radioactive Material” and the 

Nohlthstanding the re 
set forth In Tllle 25 a& 
Regulatory Comm. 

d 
Except as spec~fidi 
accordance wlth tr 
any enclosures, its 
be submllred Igaccor&! 
licensee’s a 
The 
repr 
than 

September 3,2008 

r‘a Department of Environmental Protectlor 

Htirrlsburg, PA 171 058469 
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CONSULTAINT RSO COMITMENTS 

a. Describe the contml o w  the radiation safety program that will be 
delegated so that the calnsuliant-RSO will be able fo exercise authority 
over authorized users when confmnfed with radiation sahty problems 
that requim implemenfa fion of corrective actions. 

A Delegation af Authority memo as described in NUREG 1556, Vol. 9, 
Rev. 2 will be executed between the consultant RSO and the 
management of the ASC: prior to commencement of operations involving 
radioactive materials, 

6. Describe the mlationsh~:, that will exist between the con$ultant-RSO and 
your institutlonal management regarding expenditure of funds to facilitate 
the objectives of your radiation safetypmgmm and n?/ated regulafoly 
requirements. 

The institutional management has granted full authority to the consultant 
RSO by contract to facilitate the radiation safety program including 
funding of equipment. This indudes on-site direction by a Brachytherapy 
technologist trained in all aspects of the implant procedure and attendant 
radiation safety to indude survey meter operation and calibration, seed 
preparation, surveys, record keeping, radioactive materials handling, 
waste disposal and shipping of radioactive materials. This employee is 
present at all time radiowtive materials are in use at the facility and is a 
direct employee of the umsultant RSO. 

c. Identi@ other commitme,ots of the mnsu/tant-RSO for other NRC or 
Agmment State licensebd facilities, along with a description of how the 
consultant-RSO will allocate time to pennit the performance of the duties 
of the RSO as described in the mgulations. State the consultant-RSO's 
minimum emount of on-site time (hours per week). 

The consultant RSO will only be temporary until an Authorized user can 
be qualified for that position. It is anticipated that this will be within 1 to 2 
months of the start of tha operations. Radioactive materials will not be in 
use at the facility until approximately 2 to 3 weeks after the granting of the 
NRC license and then only I day per week (approximately 3 lo 4 hours, 
once a week) for at least the first month, and maybe longer. The 
consultant RSO has not specific commitments for other licensed facility at 
this time and anticipates that he will be on-site at least 25% of the time 
radioactive materials are in use. At all other times, his employee, the 
Brachytherapy technologtist will be present. 

d. Appoint an in-house representative who will sew8 as the point of contad 
during the RSO's absence. This person may be allowed to assist the 
consultant RSO with limii!ed authority, 
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Or. Raben, an Authorizt!d user and the eventual RSO, will be appointed 
to this position. He will receive basic radiation training specific to the 
proposed uses prior to the first use of radioactive materials. 

e. Describe the overall awifability of the consultant-RSO to respond to 
questions or operatiom1 issues that arise during the conduct of your 
mdiation satkty program and mlated mgulatory requirements. Speci& the 
maximum amount of fine it will take the RSO to amve at the facjlity in the 
evenf of an emergency ihaf requims his presence. 

The consultant RSO will be available by telephone during all times when 
radioactive materials Will be in use at the facility. During those times his 
employee, the Brachyth~srapy technologist will be present on-slte and able 
to contact him within approximately 30 minutes or less. Also during the 
time of use, the point of contact during the RSOs absence Dr. Raben 
(see D. above) will be available on-site or within a couple of miles of the 
facility. The maximum amount of time it will take the RSO to arrive at the 
facility in the event of an emergency that requires his presence would be 
3 hours. The level of hazard assodated with the materials being 
requested is such that tctchniques involving isolation and containment can 
be used if necessary until the arrival of the RSO. The Brachytherapy 
technologist who will be present at all times during the use of the 
radioactive materials will be instructed In these techniques. 


