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May 14, 2025

U. S. Nuclear Regulatory Commission
Attn: Document Control Desk
Washington, DC 20555-0001

Reference: Response to An Apparent Violation - EAO-OIP-2025-0051
Dear Mr. Skeen,

This letter is written in response to your letter dated April 16, 2025 concerning
“SANDERS MEDICAL PRODUCTS, INC.- U.S. NUCLEAR REGULATORY
COMMISSION REVIEW RELATED TO EXPORTS OF BYPRODUCT MATERIAL AND
APPARENT VIOLATION".

We acknowledge that Sanders Medical Products made 15 different export shipments of
Germanium-68 to Pakistani hospitals without an NRC specific export license. The time
of these shipments stretched over a period from November 2020 until August 2024. We
have made no more shipments of radioactive material to Pakistani hospitals since the
last one in August 2024.

At the time these shipments were made we were unaware of the NRC Order, "Order
Suspending General License Authority to Export Byproduct Material to Pakistan," dated
April 16, 2020, which states, in part, that any person wishing to export byproduct
material to Pakistan must apply for a specific license in accordance with Title 10 of the
Code of Federal Regulations 110.31. We believed at the time the contested shipments
were made that a general license was issued by NRC per 10CFR110.23 General
license for the export of byproduct material, which states, in part, that “(a) A general
license is issued to any person to export byproduct material (see Appendix L to this
part) to any country not listed in § 110.28". During the period of the contested exports
10CFR110.28 Embargoed destinations did not list Pakistan as an embargoed
destination. Because Pakistan was not listed as an embargoed destination in
10CFR110.28 we believed NRC issued a general export license for exports of
Germanium-68 to hospitals in that destination.

At no time did we make an attempt to conceal our exports to Pakistani hospitals, having
duly filed export declarations for each shipment referencing NRC general license
N02/10CFR110.23 authorization and the details of each hospital that received the
shipments in Pakistan. The first time we realized that an NRC order suspended the
general license authority to export byproduct material to Pakistan was when it was
pointed out to us by an NRC investigator on November 19, 2024.




After that meeting with the NRC investigator we immediately held shipments to Pakistan
and reviewed our export procedure. We made changes to the procedure to include not
only a review of 10CFR Part 110 but also a review of the NRC export-import web page
(https/Awww nre.gov/about-nre/ip/export-import.hirni) for any breaking news which
would affect export or import licensing. This review will be performed before each
export or import shipment. Our employees are familiar with our new procedure and are
also familiar with the NRC export-import web page. We believe that we have been in full
compliance with NRC export-import requirements since August 2024.

We submitted an application for a specific export license for Pakistan in March 2025
covering the hospitals to which we previously shipped Germanium-68. We have not
received that license yet. We will not export any radioactive material to Pakistan until we
receive an NRC export license.

We regret very much our error in exporting radioactive material to Pakistan without a
required specific export license. We believe the radioactive material that was shipped
to Pakistan, while shipped in error without an NRC specific export license, was received
by hospitals who are licensed by the authorities in Pakistan and who have and will use
the radioactive material in the course of medical treatment.
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Sincerely,




