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Mr. Steven Baggett
f,, >

' '

M3terial Certificatiun ''D1-

2nd Pr.,cetres Branch I
United Sictes Nuc! car

,

j }
g { '?-

.

Regul3 tory ( m.ission
Weshiscien. D.C . 70555

,

Pear Mr. Pe M ett:
.

.

!

This ' letter :s .:n answer to the questions you asked in your January 28, 1985
letter. .

; -

1) We will ccntinue to use the current method to identify the. source'
f heads for car Iodine -125 models . -

1

2) TA31 nodel is only for the Americium-241 isotope. Apparently you
did 'ot rec 6ive all the information we provided with our original,

applit :tien to U-gion III . Therefore we have. included a copy for!

your a lle. It fully explains cur model nu ber system.

3) Table A g33e '6 of cur users', manual is a reference cuide for c.edical
users only. The .Wericium-241 isotcpe has no alt 1! . r.icn in a
edical f 3ging device because of its fr.!dequate photon cutput.

1The rediation espesure levels from scatter are Icss than those
i

rcported for 500 ist of lodine-125 in our currant units. Please
; reference paragraph one on page 8 of our application.
1

4) There are no special instructions for using the T-series heads on
the ccrrent hydraulically controlled units. Please reference
paragraph two items (a) through (1) on pages 7 and 8 of our,

;

application for operating instructions of the T-series (ranual)
i source holder haads . *

J-

5) When a user t.o Ic.oger i.2eds an poericit.t.-241 source.it r,ay be,

,' returr.sd *.o lixi, Inc . for disposal . Einte the 4%ful life of an
* .ericia,-24; mrce is over four hundred .. ars, Lixi will retain
any rr.t.r:M scaroes for possible redistritution to other users.'

if disposal is necessary Lixi will dispose of the material as
t

<pecified in our license.
1

6) You ttated that our new source holder did not have an indicator .

that quickly shosed the unit was in the exposed position. Apparent;

you tased this coment on your evaluation of the prototypghgap 6 5g g ~| .

gt3g,/..3i
:. -
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:uclear Reculatory Commission
February 25, 1985

.

we furnished and not on the final drawings that we sent with '

cur a nn' ent application. The exposure control handle on ,

the :.u? cf the head was changed from the design you cbserved
cn our prototype. After evaluating the prototype our engineer
related the handle so that when the unit was turned to the
cwp.ned .esttion, the handle's blade with an etched arrow on the
ten ,;: .ted at the lixiscope's scintillator screen. '*e also.

' . ' : into the body of the source head (Ref: Drawing H 50098)
,

:n N" :d "Off" position with their respective arrow indicator.
1:e . : 11 clso incorporate your suggestion of marking these
posit:c::s en the label we wrap around the head so that the -

circted ;osition will be even more .noticiable to the operator.
Cne further point to note is the fact that the padlock hole.is
blocked ahen the device is in the exposed position. This is not
cnly visually noticable but it also makes it impossible for the
e,mer3 tor to lock the device after use as he is instructed to do
by the c; eritor's manual .

?) T mk :nu for returning our Prototype source head.

8) Lixi has k,eicped special fixtures and handling procedures
to le u:ed in conjunction with standard radiation handling
equir eat for the purpose of loading and unloading our source
5c! der heads. Part of our procedure includes checking each
I-125 setepe for purity . Specifically, we are checking for
1-126 centent . Amersham's source model IMC.P2 has a maximum
I-125 .c centration of 0.2%. Due to the design of our source
holder, the radiation level at surface would be in excess of

2C S /br. whSn the 1-126 level was 0.2%. Lixi's'special handling
of the * .a cham source includes our standard procedJre with
the fol::-ing addition. Lixi assembles a source holder with
in * ' . ' capsule and then allows it to decay in a storage
u ;a ?: 1 the surf 5ce radiation rcading of our head decl!r.?s
to 0.1 4jhr. 'n' hen this level is reached (in epprc> icately
:J !ays) '.h?n Lixi will ship the irotope to the cust;mer.
V ersh: .'s ;rc ess consistantly yields isotopes with the
0.21 lesel of 1-126. Therefore Lixi would have to order a
SC5 mci isotope to fill a customer's order for 400 mci
Eecause of the cost and inconvenience of this procedure,
Liri would only use it when 1-125 cas unavailable from Atomic
Er. orgy of Canada, Ltd . Amersham could correct this problem
by changing their process. However, until that tire when
A .ersh6m or any other supplier of I-125 will guarranty to
f.rnish sources with the same purity as AECL, we believe that
it is in the best interests of all lixiscope users that-
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Mr. Steven "ii)ett .

!'uclear Regulitory Commission
february 25, 1985

sc ecne r.cnitors the distributor of isotopes into lixi's
equipment. The only ones qualified to do this would be Lixi,
Inc. or organizations which possess the proper equipment and

,

handling training from Lixi, Inc. '

If you have any further questions please call me at (312)620-4646.

Sincerely, .

Lixi, Inc.
- ,-,.)
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"s...../
Mr. Robert Savini M .

Lixi, Inc.
,

1438 Brook Drive '

Downers Grove, IL 60515

Dear Mr. Savini: ,

This refers to your letters dated November 16, November 20 and
December 14, 1984 requesting an amendment to your device registration
sheet No FR-422-D-101-S. We need clarification and/or additional

.

information on the following points for us to continue with the
evaluation process.

'

I 1. Wi11 you continue to use the current method to identify the source
head models?

2. Will the source head model number TA31 be used only with the
Americium-241 isotope? If not, please provide us with a list
of the model nc:bers.

3. In Table A Page 16 of your users manual, you gave dose rates
for various activities and at various distances from a source
head containing Iodine-125, please provide a similar listing
for the Americium-241 isotope.

4. We need a copy of the instructions that will be given to the users of
the Lixiscope. These instructions need to show the proper use of
the new source holders, and any special notes that are needed to use
the new holder on the current hydraulically contrulled unit.

5. Americium-241 is very difficult to dispose of. What provision has
Lixi, Inc made to handle the disposal problem? Do you plan
on taking back all Americium-241 source holders that the user no longer
needs? -

6. Your current source holder has a very good indicator as to whether the
source is exposed or not. The new holder design does not quickly
tell persons around the device that it is on. We need an alternate plans

to label the holder. Please call to discuss this issue before you
reply. -

'
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7. The sample source holder you supplied to us is being returned to you
in a separate package. We thank you for its use.

8. This refers to your December 14, 1985 letter. Please explain your
special handling procedures for the Amersham Source Model IMC.P2. *

;

Additionally, please explain what is covered in your source loading
training course.4

We will continue with the evaluation upon receipt of your answers. -

,

If you have any questions, please call me at (301) 427-9005.
,

-
! ,

Sincerely,i

Dgf'
n .

-S'teven Baggett
Material Certificatiun.

and Procedures Branch
8

cc: Bruce Mallett, Region III
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