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Dear License Assistance Team

v,
I have spoken with John Nicholson of the NRC and he indicated that I should advise thE
Licensing Division that Advanced Care Medical intends to add a “Marketed by
BrachySciences” additional label to several of our licensed, sealed source, stizi%lded for

loose configuration products.
The Distribution License for Advanced Care Medical is 06-30764-02 Amendment 8,

(02/10/06). 020361179

The label we intend to use will appear below our standard Advanced Care Medical
product labeling or will be placed on the reverse side of the sterile product pouch. It will
be a “marketing label” not a product label and will serve to differentiate orders that are
received from BrachySciences for shipment to licensed facilities.

Advanced Care Medical will continue to use all the current labels on both the
exterior shipping box and interior individual product packages.

The Food and Drug Administration was advised May 12, 2005 that BrachySciences was
located at the same 115 Hurley Road, Oxford CT address and shares the same facility
registration number as WorldWide Medical Technologies and Advanced Care Medical
(12251140).

Please contact me if you have any questions about this request.

SinceZ?' ’ @ é\
Wayne V\%ﬁ;;ardson

Radiation Safety Officer

Advanced Care Medical

Director of Quality, Regulatory Affairs
WorldWide Medical Technologies

115 Hurley Road, Bldg. 3A
Oxford, CT 06478
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This is to acknowledge the receipt of your letter/application dated

‘ (L\"LL).O() (/ , and to inform you that the initial processing which

includes an administrative review has been performed.

m Ther&g\rggcé mr%‘rjﬂjr;tive Qm(]%;orgs.o gcgﬁri;peéa}?ﬂn ‘v?as assigned to a

technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

[:l Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number ‘56151 3
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (R)) Sincerely,
(6-96) Licensing Assistance Team Leader



