
1 1  June 2007 

Michelle Beardsley 
Senior Health Physicist 
Division of Nuclear Materials Safety 
U.S. Nuclear Regulatory Commission, Region I 
475 Allendale Road 
King of Prussia, PA 19406-1 4 15 

Re: Blue Ridge Isotopes, LLC, Request for Additional Information Concerning 
Application for New License, Control No. 140462 (Docket 03037463 License 45- 
31244-01MD) 

Dear Ms. Beardsley, 

This letter will contain the responses to you Request for Additional Information 
dated May 3 1 , 2007. The numbered paragraphs will follow your outline. 

1. Dr. Mitchell is part of the management structure. Please see the response for 
bullet 1 1. 

2. Please disregard the two brachytherapy sources in question. (Imagyn Medical 
Model IS-I25 Series and Source Tech Model STM 125 1) The names of these 
particular seeds may have been changed through company mergers or sales. We 
will request additional brachytherapy seeds, in writing, as needed. 

3. With regard to Item 5.G.f., the Mills Biopharmaceuticals Model should be I -  
125SH. This was a typographical error on our part. 

4. With respect to Item 5.G, the maximum amount requested should be 1 Curie total 
for all brachytherapy inventory. 

5.  The sealed sources we wish to distribute are manufactured by International 
Isotopes of Idaho, Inc. The SSDR numbers for the E-vials and Flood sources are 
NR-1235-S-102-S (amended 1/5/2007) and TX-I 153-S-101-S (amended 
3/29/2007) respectively. If you would like paper copies of these SSDR’s please 
inform us and we will e-mail them to you. 

6. Regarding Item 5 (Radioactive Material) the activity per source will not exceed 
the maximum activity listed on the approved certificate of registration issued by 
NRC or by and agreement state. 

7. We will submit this information when it is received by the manufacturer of each 
Mo/Tc generator we wish to possess. 

Page 1 of 2 
Blue Ridge Isotopes, LLC Request for Additional Information 
Mail Control 140462 Docket 03037463 License #45-3 1244-01 MD 

Page I o f 2  /F&62- 
NMSSlRGN 1 MATER I ALS-002 



8. As per Item 6.1 .i: Sealed sources for brachytherapy and diagnosis to be 
redistributed will be obtained from a manufacturer authorized to distribute sealed 
sources for brachytherapy or diagnosis in accordance with a specific license 
issued pursuant to 10 CFR 32.74 or under equivalent Agreement State 
Requirements. 

9. Item 6.3.1 should reference Item 5.c row I ,  sources as described in 10 CFR 
3 5.65 (a) 

10. We confirm that Blue Ridge Isotopes, LLC will not perform service activities 
unless the license is amended to include the same. 

1 1. Please see the attached organizational chart for Blue Ridge Isotopes, LLC. 
12. Please see the attached Cardinal Health USNRC master license 34-29200-01 

Docket #030-36973 which lists Dr. Arnold as an Authorized Nuclear Pharmacist. 
Also, please see Dr. Arnold’s Virginia State Board of Pharmacy License. The 
scanned copy is difficult to read and the certificate number is 0202206791 and the 
expiration date is 12/3 1/2007. 

13. Please see the documentation for Dr. Arnold in bullet 12. 
14. The Virginia State Board of Pharmacy has tentatively set up our inspection for the 

last week of June 2007. Assuming this inspection is favorable we will, 
immediately, fax the pharmacy license to your attention. 

the updated floor plans. The construction is now underway on the pharmacy and 
the radiation protection equipment is being moved in. We will submit the 
response to questions 15 and 16 as the equipment is placed in the building. 

15. In order to speed the review process, we are submitting these responses without 

16. See Question 15. 
17. At this time we are not aware of commercially available Alpha emitting 

radioisotopes that are approved for human use. We agree that when/if these drugs 
become commercially available, we will amend our license before dispensing 
patient doses to our customers. 

We hope that this information will help you with your review. If you should require 
any further information, please do not hesitate to contact us. 

Respectfully Submitted, 

Ware Mitchell, Phar1n.D. 
Radiation Safety Officer 
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1 
David Arnold 

MIX President -Assistant R.S.O. 

Lab Technicians 

~ 

Attachments for Request for Aditional 
lnformatation 
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US. NUCLEAR RKSUUTORYOOULI1Gs#)N 

MATERulLs LlCEPISE 
Pursuant to the Atomic ~ n e r g y  ~ c t  of 1%%, as amended, the Energy R e o r g m  Act of 1974 (public Law 93.438}, and Title 10. 
Code of Federal Regulations, Chapter I, Parts 30.31,32,33,34,35,36,39,40. and 70, and h reffance on Statements and 
representafions heretofare mads by the licensee, a #cerise k to fBc8i\re. SCqUim. pOSSeSS. and 
transfer byproduct, SOUCCB. and spedal nudear m&%W below; to use such material for the pwpose(s) and at the piace(s) 
designated tD ddverortransfersudl 
applicable Paft{s). This license shall be deemed to contsin the cmUiWns spednea in sactlon 183 of the Atomic Energy Act of 1954, 
as amended, and is subject to ail appucaMe rules, regulahons, and orders of the tctuckwr Reguiatwy Commisslbn now or hereafter in 
effect and to any canditions specMed Mow. 

issued a@hOkk@ tRe 

b pmorrsauWnimd to recreive it in aaxrrdanoe with the regulations ofthe 

1. Cardinal Health 
Nuciear Pharmacy Services 

2. 7000 Cardlnal Place 
Dublin, Ohio 43017 

3. Licanse number 34-29200-01 MD is amended in 

A. Any unsealed bypr&t 
rnaterhl, except iodi#f 31, 
behnetium99m and 

8. Molybdenum-99 

C. Technetium-99rn 

D. Xenon-133 

E. Iodine-131 E. Arty 

F. bdine-l31 F. Any F. 5 curies for Bristal, 

G. ~ y ~ ~ r ~ ~ ~ ~ ~ i i n a  G. Sealedsources G. 5Qo millicuries 

D. 5curies 

E. 3 w w  

Pennsylvania facility only 

H. 4.5 curies tQ&i and no single 
source to exceed 1.5 curies 
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111 NRC FORM 374A u . s N u c L E A R ~ ~ c o I y y 1 3 s K ) ) ( (  PAGE 2 of 7 PAGES 
LicenseNumber 
34-292OO-01hAD 
OodrstorReEerenceNumher 
030-36973 MAfERIALS UCEWSE 

SUPPLEMENTARY SHEH 
Amendment No. 05 

6 Byproduct, saurce, andlor spradal 7. Chemical and/or physical hrm 8. Maxlmwn amount that licensee may 
possass at any one time under this 
iicense 

nudear matsrial 

~ I.  ~esiurn-137 1. SeaM sowces (3M 4PtiE, 1. I curie for the Kansas City. 
I 4F6H. 4D6L, or 4FBS; U.S. Missouri facility onfy 

i X9 and X.8; industrial 

Nuchar 375; Isatope 
Products 193: Amershrn 

J. Cesium137 

cr, 
K. OM rnilicuries for the 7920 

b Qeorgetawn Road, 
Q: bnapdis, indana facility 
I- 
cn 

K. Cesium1 37 tLt 

L. Any byprociuct ma- 
authorizsdundw \$ 
10 CFR 35,+35(a) 

M. Depleted Uranium 
N. Any byproduct material wilh N. As needed (see Item 9.N) 

atomic numbers 243, 
indusive 

9. Authorized use: 

A. through F. Preparation and dislributicrn of radioactiVe: drugs including conpounding of iodine- 
13q and redistribution of used and unused mdyWenurn-99ltechnetium-99m 
gensrators to autharized recipknts in accordance with 10 CFR 32.72. Preparation 
and distribution d f a d m  drugs and r a d m d c a l s  including compounding of 
iodine131 ancl Wistnbutlon of USBcj and unused mdyWenurn Wtechnetium 99m 
generam to authurked redpjents for non-meclical use. 

G. and H. Redistributian of seaied sources Wily distributed by 3 manufacturer licensed 
pursuant to 15 CFR 32.74- Redistribution of sealed sources that have been 
registered either with NRC under 10 CFR 32.210 OT with an Agreement State and 
have been d i s f r i i  in aOMxdance with an NRC w Agreement State specific 
license authc&zing distrjbuticrn to persons speciiicalty authorized by an NRC or 
Agreement State license to receive, possess, and use the devices. 
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Licensed material ide 
and at temporary job 
Regulatory CM-nmissi 

A. Licensed mate 

isted in Condition 
the U.S. Nuclear 

I O  

' (4). 

.. 

License No 45-31244-01MD 
I a y r  I " I  r l -  -- 
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13. 

14. 

€3. 

c. 

n. 

A. 
mls spmifiid in the wrtiffcate of by NRC under 10 CER 32.210 or by an 

test has been made within 
under 10 CFR 32.210 or by 
m another person shall not 

ortram. Nosafllad 
ted for leakage andfor 

(185 beoquerels) of 

ltre sourn shall be removed 
o f i n n m m m  
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17. The licensee is a u t h m  to trrrnsport iioensed mat&! only in i2cCoTdam with 
the provisions of I O  CFR Part 71, “Packaging and TranspcxtaM d Radioactive Material.” 
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f Amendment No. 05 
I 

A. 

M. 
1. 
J. 
K. 

0. 

5. 
7. 
u. 

1cr * -*** 2oofi 
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