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Hello Ms. Matson

This concerns the Miami Valley Hospital request to amend - i .,

license number 34-00341-06 (mail contro1# 381304). To- j

j' |'evaluate the request we need additional information,or. 4,

clarification of the following items. ,

g/A) We need a model number that can be used to uniquely
identify the device. This is necessary.for automated ,

tracking and retrieval purposes.

/B) We nedd a description and diagram of the device design
and dimensions. This should include material of-
construction, shutter operation, on-off indicators, .,

interlocks or guards etc. The above description should also
include any computer controlled saf ety related operations. i

For example, the computer screen tells the operator that.the
source shutter is open or closed. 3

/
"C) We will except the radiation profile for. scatter _ ___

submitted for a similar scanner provided th_ey_ demonstrate [>
the same geometry. We also need the done rate from the -- ,

source holder and a scenario that describes the radiation i
fields and times needed for a worker to exchange the source.

''Further, the licensee should include the dose rate around a .

completed device and calculate the dose to the operator. ;
,

k Generally we require some type of prototype testing'Ir T '[4 NL yyjf p;/, / engineering evaluation of the device. If there is such
35 .information please send it in. Else we would like to

~

' (-evaluate the device design prior to accepting their f[fh8}f'
i statement about the device is augmenting the source <s s'

integrity and therefore is safe to uso under the specified 'W2

conditions of use.

V E) They need to explain how Dr. Hangeetner will determine __
that the device is built to the specifications and
di mensi onal tolerances that will be submitted.

'F) Location and material of construction of the label need
to be ex pl ai ned . The label has historically contained the '

i trefoil symbol. They should al so include this inf ormationi

I on the label. The information in the submission indicates
that the source size is only i curie. The first page of the
submission requests 2 curies, this needs to be expressed as
the maximum activity that will be placed into the device.

v' G ) The users operation procedures and leak testing
procedures nood to be provided. If this tool is for R&D
work only then we can forgo the rcquest for the operation 4

,

manual.

'H) It appears f r om the drawing that a set screw is used to
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/flold the source in place. Please describe how they plan to-
prevent source damage from this set screw due to over a

'
l tightening. For example the set screw has a teflon tip that-
l' is secured at a given torque specification.

/1) Please be aware that recent incidents involving these i;
l - source design have caused concern about the possibility of

moisture getting into contact with the source. If this , 7
liquid is allowed to remai n his will cause a galvanic ,,

roaction and corrode the source capsule. Please explain
what precaution either design in nature of written do they
plan to take to prevent occurrence of this problem. ,

,

ej
The servicing activity must be licensed since it will 3!J)

involve handling a direct source of I-123. This could be:s

done under the above license or under Dr. '~,gartners' W= d0w W."#'
Han |

p ^ v ': A''*,* 'c .: styR (Y1w'"Y'" (3license, i

.
0 .. C jr e,, .(p ,,_,v <

[K) Please note a FDA finding of premarketing, ie 510K or .

equivalent, only applies to a custom device used in the
treatment of humans. If there are two of the devices built 1

for that purpose then a premarketing approval is needed. . . .I

L) An approach that might be explored--AECL has just
been issued an MD license. The applicants requested source i

falls within the AECL license. If the applicant has a group |
VI license it may be possible to close out this license j

application. 6@ r"I*J "'-
'
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!' MATERIAL 5 UCENSE , .

''

f Purs'uant to the Atomic Energy Act of 1954, as amended. the Energy Reorganleetion Act of 1974 (Public Law 93 438), and Title 10.
-

1

b ode of Federal Regulaisoni, charier 1. Paris 3u. 31. 32. 3J. 34. 35, do and to, and in reliance on statements and representations y . ;;
| C

j heretofore made b. the bcensee, a hcense is hereby issued authoming the Ikensee to receive. eequire, possess.and transfer byproduet.
'

| s

/' source, and special nuclear matenal desipated below. to use such material for the purpose (s)and at the place (s)deslanated befow;to . ,I

, ' , delitet or transfer such matenal to persons authorised to receive it in'secordance with the repulations of the appl > cable Part(s). This;,

p heense shall be deemed to contain the sun *tions specified in Sestion 153 of the Atomic 1.nersy Act of 1954. es amended, and is; p

f - subject to all applicable rules. regulations and orders of the Nuclear Regulatory Commission now or hereafter in effe t and to an) ,

'

'

f( conditions specified belos.
,

!Jeeniet

J;o
3. Ucs.m numbe' 54 00300-16MD

'

i l' Atomic Energy of Canada, Limited
,

i t.
I 4

i 2. 413 Herch Road k
f"

4 E*P ration date October 31, 1991i
$ P. O. Box 13500
| Kanata, Ontario, Canada K2K 1XS 5. t>ocket or

Reforence No. 030 22541F _ .. _ _ _ _ _ _ _. _ .. _ , -

*

|
L 6. Byproduct. source, andfor 7. Chemical and/or physical a. Masimum amoont that Ikeneet r

form may possess at any one Mme
h

spenalnuclear materialI

' ***'
i II

| ['A.!odine125 A. Sealed sources (AECL A. Not to excess' 3 curies
!

Model C-324/C-236 or per source -

|-
s| C-235/C-236) i

i.
g

(s. 9.
Authorized use

~ fi
'

| ! A. Pursuant to Section 32.74, 10 CFR Part 32, the licensee is authorized to distribute !,

' | the byproduct material described in Iter.s 6., 7., and 6. of this license to persons ,-
i

g. 11censec pursuant to Section 35.14 and Section 35.100, 10 CFR Part 35, or under 3,

equivalent licenses of Agreenient States, for Group VI licensees or to persons 6'
i (
I d authorized to receive the license material pursuant to the terms and conditions of D'

i specific license issued by the Nuclear Regulatory Cosatission or Agreement State. D.

- 00hDITION5 |
p: I-

i(g!10. The licenses is authorized to distribute licensed obsterial, described in Items 6. si ,

t and 7. of this license, free 413 March Road, Kanata, Ontario, Canada. s: |
i
' i,

.
,

11. This license does not authorize possession or use of licensed staterial.
'

|

h
. Except as specifically provided otherwise in this license. the licensee shall

h| 12
conduct its program in accordance with the statements, representations. and

|- ! procedures contained in the cocuments including any enclosures. listed below. pj q,

i 8 The Nuclear Regulatory Connission's regulations shall govern unless the state- t ,

I sents, representations and procedures in the licensee's application and corre. D.'

f spondence are more restrictive than the regulations. .-
.
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SOURCE AND DEVICE EVALUATION TECHNICAL . ASSISTANCE REQUEST
, _

.

t

T0:. Steven Baggett, Material Licensing Branch, FC/NHSS MS 396-SS

FROM: E c elm R M AhcN REGION: I 11 IV V (Circle G.m)

7/W[fGy

FTS PHONE NO. _ 9TsW - S 7 4 ( DATE:

(f,/f4

LICENSEE R|st W val}en bE[bd _ LETTER / APPL:^^'MN DATEii

LICENSE N0.(S) 34 - 6 o 'A 2)/ -- O G
vm _

MAIL CONTROL NO.(S) SI%C9

REQUEST ACTION (CHECK APPROPRIATE 80X)

/ [ SOURCE AND/0R @D
REVIEW

CUSTOM /IMPORTE/ /
AMENDMENT OF REGISTRATION SHEET NO./ /

/ / OTHER:

oco*************.*..************************************************************
MODELS:

FORFCMLUSEONLJ CONTROL NO.
_

REVIEWER:
DATE P.ECEIVED:

TYPE OF ACTION (INDICATE NO. OF EACH ON THE LINES)

/ / SOURCE REVIEW
/ / DEVICE REVIEW

/ / FORMAL __ / / AMEh0 MENT _

/ / CUST0M .

DATE COMPLETED:
TOTAL REVIEWER HOURS SPENT ON EVALUATION _

DEFICIENCY LETTER
DATE SENT:

NOTES: '

DATE MADE:
DEFICIENCY PHONE CALL

RESPONSE TO DEFICIENCY:

FINAL IN _ OUT
TYPING DRAFT _ IN _ OUT

* * . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . * * . * * . . * * * * . . . * * . . . . . . . . . . . .
FOR LFMS USE ONLY

(INDICATE NO. OF EACH ACTION Oti THE LINES)FEES THAT HAVE BEEN PAID FOR:

/ / SOURCE REVIEW
/ / OEVICE REVIEW

/ / FORMAL / / AMENDMENT
/ / CUSTOM

# .

/) 6 M OATE TO LFMS: ~
DATE RETURNED:NOTES: / (/t .f /

Y 'M
SIGNED

y /In hl o

6(HATE:
Yv ( |7 ~ >

,p(p_

b)'
"EVALUATION" ON FILE 10

i V

,


