UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD - SUITE 102

KING OF PRUSSIA, PA 19406-1415

December 19, 2024

José Carrero, General Manager
Baxter Healthcare of Puerto Rico, LLC
PO Box 1389

Aibonito, PR 00705

SUBJECT: BAXTER HEALTHCARE OF PUERTO RICO, LLC, LICENSE AMENDMENT
NO. 21, MAIL CONTROL NO. 638627

Dear José Carrero:

By letter dated December 13, 2023 (Agencywide Documents Access and Management System
(ADAMS) Accession Number ML24022A006), Baxter Healthcare S.A. (BHSA), submitted to the
U.S. Nuclear Regulatory Commission (NRC) a potential transfer of control of NRC Materials
License Number 52-21175-01. We reviewed your description of the corporate changes and
determined that the change was not a transfer of control as defined in 10 CFR 30.34.

Specifically, we reviewed the corporate changes described in your letter and your responses to
our requests for additional information, including statements and documents presented during a
teleconference on Tuesday, October 8, 2024 (ML24331A061). The information provided
showed that BHSA underwent a change in business status to a limited liability corporation,
Baxter Healthcare of Puerto Rico, LLC (BHPR). After changing its corporate status to an LLC,
the corporation was reorganized. The final status removed the direct parent, Baxter Healthcare
S.A. of Switzerland. The ultimate parent company remained Baxter International, Inc., a United
States corporation. BHPR'’s “direct parent” company as shown in the organizational chart is a
holding company, Baxter Holdings, LLC, with no direct control over the license or licensed

activities.

The information provided was reviewed using the guidance in NRC document NUREG-1556,
Volume 15, Rev. 1, entitled: “Consolidated Guidance About Materials Licenses, Guidance About
Changes of Control and About Bankruptcy Involving Byproduct, Source, or Special Nuclear
Materials Licenses.” The corporate change at BHPR is consistent with example two of
NUREG-1556, Vol. 15, APPENDIX C, “EXAMPLES OF CHANGE OF CONTROL,” “No Change
of Control.” The example involved companies involved in licensed activities where a change in
corporate structure occurred, but the companies were still affiliated with the same parent, both
before and after the transaction. In the case of each licensee, no changes were made to the
following:
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e personnel having control over licensed activities (including the radiation
safety officer),

the use, possession, location, or storage of licensed materials,

the licensee’s organization,

the licensee’s facility,

the licensee’s equipment, and

the licensee’s procedures.

In BHPR’s case, the transfer of assets to a new parent company did not change the control of
the license. The ultimate control of the license remained with BHPR and its parent company,
Baxter International, Inc., a United States based entity. Both before and after the transaction,
BHPR remained affiliated with the same parent company. No changes were made to the
following:

e mailing address, radiation safety officer or other contact information or legal entity of the

licensee — Baxter Healthcare of Puerto Rico, LLC,

personnel involved in licensed operations,

personnel duties relating to the licensed program,

the licensees’ procedures,

the radiation safety program, facilities, and equipment,

the licensee’s testing, calibration, records or other required aspects of the program

committed to in its NRC license,

e license-related records which have continued to be and will continue to remain at the
licensed facility,

e the organization (BHPR) that exercises control over the licensed program, and

e management authority over the license.

The ultimate parent company is not authorized to and does not act under the existing NRC
license. Based on the information provided, our review determined that the corporate
restructuring and change of business status does not constitute a transfer of control. The
enclosed license, Amendment No. 21, was amended to reflect the change to a limited liability
corporation and reflects the corporate name change.

The license contains security-related information and will not be available for public viewing.
Also note that the corporate name change will require you to amend your financial assurance
documents. We understand that you are in the process of making these changes and will
submit the documents to the Commission once they are finalized.

Please review the enclosure carefully and be sure that you understand and fully implement all
the conditions incorporated into the amended license. If there are any errors or questions,
please contact me at 610-337-5075 or via electronic mail at Steven.Courtemanche@nrc.gov so
that appropriate corrections or answers can be provided. An environmental assessment for this
action was not required, since this action is categorically excluded under 10 CFR
51.22(c)(14)(vii)
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Future changes in the licensee’s name, licensed use, licensed materials, licensed location,
persons responsible for licensed material, or other changes to the corporate organizational
structure require submission of a request to amend the license or a request to transfer the
license. NRC approval must be received prior to implementation of any such proposed change.

You will be periodically inspected by the NRC. Failure to conduct your program in accordance
with NRC regulations, license conditions, and representations made in your license application
and supplemental correspondence with NRC may result in enforcement action(s) against you.
This could include issuance of a Notice of Violation, or Imposition of a Civil Penalty, or an Order
Suspending, Modifying or Revoking Your License as specified in the NRC Enforcement Policy.
The NRC Enforcement Policy is available at: http://www.nrc.gov/reading-rm/doc-
collections/enforcement/.

An electronic version of the NRC’s regulations is available on the NRC website at: www.nrc.gov.
Additional information regarding medical uses of radioactive materials may be obtained on the
NRC website at: http://www.nrc.gov/materials/miau/med-use-toolkit.html. This site also provides
the updated Training and Experience NRC Form 313A series of forms and guidance, as well as
information on the revised regulations for naturally-occurring and accelerator-produced
radioactive materials (NARM).

The NRC’s Safety Culture Policy Statement became effective in June 2011. While a policy
statement and not a regulation, it sets forth the agency’s expectations for individuals and
organizations to establish and maintain a positive safety culture. You can access the policy
statement and supporting material that may benefit your organization on NRC’s safety culture
Web Site at: http://www.nrc.gov/about-nrc/safety-culture.html. We strongly encourage you to
review this material and adapt it to your particular needs in order to develop and maintain a
positive safety culture as you engage in NRC-regulated activities.

NRC'’s Regulatory Issue Summary (RIS) 2005-31 provides criteria to identify security-related
sensitive information and guidance for handling and marking of such documents. This ensures
that potentially sensitive information is not made publicly available through ADAMS, the NRC’s
electronic document system. Pursuant to NRC’s RIS 2005-31, and in accordance with 10 CFR
2.390, this letter and the enclosed license document are exempt from public disclosure because
their disclosure to unauthorized individuals could present a security vulnerability. The RIS may
be located on the NRC website at: http://www.nrc.gov/reading-rm/doc-collections/gen-
comm/reg-issues/2005/ri200531.pdf and the link for frequently asked questions regarding
protection of security-related sensitive information may be located at:
http://www.nrc.gov/reading-rm/sensitive-info/fag.htmil.
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If you have any questions regarding this letter, please contact Scott Wilson via electronic mail at

4

Scott.Wilson@nrc.gov or Steven Courtemanche at Steven.Courtemanche@nrc.qov.

Thank you for your cooperation in this matter.

Docket Number: 03019882
License Number: 52-21175-01
Mail Control Number: 638627

cc w/enclosure:

Marco Torres-Delgado, Radiation Safety Officer

Enclosure:

Sincerely,

Digitally signed by STEVEN
STEVEN COURTEMANCHE

COURTEMANCHE Date: 2024.12.19 10:03:55
-05'00'
Steven Courtemanche, Health Physicist
Commercial, Industrial, R&D
and Academic Branch
Division of Radiological Safety and Security
Region |

Amendment No. 21 of NRC License No. 52-21175-01
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SUBJECT: BAXTER HEALTHCARE OF PUERTO RICO, LLC, LICENSE AMENDMENT
NO. 21, MAIL CONTROL NO. 638627 DATED DECEMBER 19, 2024

DOCUMENT NAME: https://usnrc.sharepoint.com/teams/RegionIDRSSLicensing/Shared
Documents/Licensing Actions/CIRDA Pending Actions/638627 - Baxter/L52-21175-
01.638627 (public).docx
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