UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD - SUITE 102
KING OF PRUSSIA, PA 19406-1415

December 9, 2024

Juan C. Marcial, MHSA
Metro Caguas Incorporated
d/b/a Hospital Pavia Caguas
P.O. Box 3180

Carolina, Puerto Rico, 00984

SUBJECT: METRO CAGUAS INCORPORATED, REQUEST FOR ADDITIONAL
INFORMATION, MAIL CONTROL NO. 642065

Dear Juan C. Marcial, MHSA:

This is in reference to your letter dated July 22, 2024, requesting to renew NRC License No. 52-
25019-01. Please be aware that all “ltem”, “Section”, and “Appendix” references below are
referring to NUREG-1556, Volume 9, Revision 3, “Consolidated Guidance About Materials
Licenses: Program-Specific Guidance About Medical Use Licenses” found at
https://www.nrc.gov/docs/ML1925/ML19256C219.pdf. In order to continue our review, we need
the following additional information:

1. Inresponse to the cover letter’s request to use previously submitted information, the
NRC must have new commitments and information for the renewal of this license. The
information that was previously sent in may be submitted as part of this renewal process,
but it will be part of a resubmission of all commitments and information so that the
renewed license maintains and refreshes all future-looking commitments, statements,
representations, and descriptions.

In addition, please note that it creates confusion when old letters, communications, and
submissions are included without context in your submission. While it may be inferred
which portions of your old submission are necessary and intended for the 2024 license
renewal, there is considerable extraneous information, such as old physicists and
physicians, referred to in these submissions, as well as attachments that are not
included but are referred to in these old letters. In the future, please extract the relevant
information from these old submission or otherwise identify the applicable portions,
provide associated context to why they are being re-submitted, and affirm that the
commitments, statements, representations, and descriptions were reviewed and affirm
that they remain accurate. No response is required for this item.

2. Regarding your submitted NRC Form 313:
a. Under Item 3 of the Form 313, your physical address is described as “Hospital

Interamericano de Medicina Avanzada, Urb. Mariola, Avenida Luis Munos Marin
# 100 Caguas, PR 00726.” Your present license describes the address as
“Hospital Pavia Caguas, Urb Mariolga, Avenida Luis Munoz Marin, Caguas,
Puerto Rico, 00726.” In a letter to the NRC dated October 10, 2023, tied to your
license in License Condition 14.D, it was stated that the licensee name would
include a “doing-business-as” (“d/b/a”) of Hospital Pavia Caguas (reflected in
your Form 313 under Item 2 and the cover letter). The use of name “Hospital
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Interamericano” appears to be in error and reflects the facility name as of the
prior NRC license (prior to Amendment No. 21, issued on January 26, 2024).
Please review and confirm what the physical facility should be named under
License Condition 10 of your renewed license.

The NRC noted a spelling and description difference in your facility address
description, including “Mariola” versus “Mariolga,” “Munoz” versus “Mufos,” and
the use of “#100” which was not part of the physical address in License Condition
10. Please review and confirm the proper facility address description.

Based on prior inspection information, your facility appears to be located at GPS
(global positioning satellites) coordinates 18.218400, -66.031942. Please review
and confirm these coordinates are accurate or else provide accurate coordinates
(e.g., through the use of a mapping service such as Google Maps).

3. The NRC attempts to gather and maintain information for the licensee management
contact. Presently on-file for the NRC is Miglisa L. Capo Suria, Vice President of Legal
Affairs. Please confirm if you, Juan Carlos Marcial, wish to be listed as the NRC'’s
management point-of-contact and if so, please provide contact information, including a
phone number and email address. You may also elect a person other than yourself and
other than Miglisa L. Capo Suria — if this is the case please provide the name, title, and
contact information for that individual.

4. Regarding your radioactive material authorizations:

a. There are minor differences in the language submitted with the renewal

application for the authorized use of 35.300, 35.400, and 35.600, and the NRC'’s
standard language. The NRC intends to continue to use its standard language on
your license, as reflected in your present Amendment No. 21. No response is
required for this item unless you object and require modified or customized
authorized use language on your license.

Your application did not include information regarding the use of sodium-iodide
iodine-131, specifically whether Metro Caguas Incorporated would limit its
possession to non-volatile, capsule-only sodium-iodide iodine-131. Please either
commit to limiting your possession and use of sodium-iodide iodine-131 to
capsules or provide commensurate information under NUREG-1556, Volume 9,
Revision 3, Sections 8.9.5 (e.g., fume hood and ventilation).

Your application included a limiting statement regarding the use of iodine-131,
specifically that the use of this radionuclide would be limited to patients
releasable under 10 CFR 35.75. Please note that your authorizations for 10 CFR
35.300 presently include the ability to use radionuclides beyond sodium-iodide
iodine-131 and therefore the releasability of those patients should be addressed
(*note that in Iltem 6 below, your application did not mention Dr. Rene Baez
Caratinni, the only present authorized user (AU) for uses outside of sodium-
iodide iodine-131). No response is required for this item unless additional AU
qualifications or individual(s) are submitted in response to ltem 6 below, retaining
the authorization for all of 10 CFR 35.300.

. Your present license includes a limiting condition for your use of radioactive

materials under 10 CFR 35.400, specifically that these materials will only be
administered to patients releasable under the provision of 10 CFR 35.75. No
such statement was made in your application. Please either commit to limiting
your use of manual brachytherapy procedures permitted by 10 CFR 35.400 to
those in which the patient can be released under the provisions of 10 CFR 35.75,
or else provide commensurate information under NUREG-1556, Volume 9,
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Revision 3, Section 8.9 (e.g., patient room information pursuant to 10 CFR
35.415).

The renewal application included an April 2013 letter indicating the model for the
HDR unit to be used. Please confirm that you continue to possess, retain, and
wish to be authorized for the Elekta, Inc. Model microSelectron 106.990.

5. Your application did not address one of the “consultant RSO” prompts in Section 8.7.1 of
the NUREG. Please specify the maximum amount of time it will take the consultant RSO
to arrive at the facility, in the event of an emergency that requires Carmelo’s presence.

6. The renewal application does not list Rene Baez Caratinni as a renewed authorized user
(AU). Please review and select one of the two pathways listed below.

a.

If Rene Baez Caratinni continues to support Metro Caguas Incorporated as an
AU, please submit in your response the request to maintain Rene Caratinni’s AU
status and the associated authorized material uses.
OR
If Rene Baez Caratinni is not supporting Metro Caguas Incorporated as an AU,
please provide the date that the AU ceased providing AU support under the NRC
license AND submit one of the two following:
1. Provide information for a new authorized user who can be authorized for
parenteral uses under 10 CFR 35.396 or information sufficient to qualify
an existing AU for 10 CFR 35.396;
OR
2. Please acknowledge that, by not having a qualified individual to oversee
the parenteral use of 10 CFR 35.396 materials, results in the overall
license being limited to oral administration of sodium iodide-131 pursuant
to 10 CFR 35.392 and 35.394.

Please note that 10 CFR 35.14(b)(1) requires licensees to provide a notice to the
NRC within 30 days of a named individual on an NRC license (e.g., the Radiation
Safety Officer, AU, authorized medical physicist) ceasing their activities under the
NRC license.

7. Regarding the renewal package and associated facility diagrams and descriptions,
please address the following:

a.

b.

In Attachment A, there is a room labeled "Hot Lab" and a room labeled "Hot
Room." Please provide a description of the purposes of these two rooms (i.e.,
radioactive material storage, package receipt, dose measurement, waste decay,
etc).

Attachment B is difficult to read and has "demolition plan" written on it. Please
resubmit a clearer Radiotherapy facility diagram with sufficient information
requested in Section 8.9 in NUREG-1556, Vol 9, Rev 3 (i.e., clearer room labels,
indicate which doors are control-accessed, principal uses of each room, which
rooms will be used for radioactive material usage, storage, or preparation). In this
resubmission, if areas of radioactive material usage were part of a demolition
plan, please submit the decommissioning and release criteria information from
NUREG-1757, Volume 1, Revision 2.

A facility diagram from a 2018 document was submitted to show the iodine-125
eye plaque operating rooms on the third floor. This facility diagram is unclear.
Provide a diagram that clearly labels the rooms involved with the licensed
radioactive material uses.
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8.

10.

d. Submit a description of how many hot labs are within your facility specific to your
license (i.e., where the hot labs are, which department will be using the room,
and any shielding that is included for these hot labs).

e. Your application states that the license is and will be using PET-CT radioactive
materials. In preparing your submissions to address the above items, please
clearly distinguish the areas that are, or will be, involved with PET-CT
administrations or handling the PET-CT materials. Furthermore, the areas
identified should include descriptions of the principal uses of adjacent areas,
including above and below areas associated with PET-CT materials.

f.  Your application did not include sufficient information regarding the adequacy of
shielding for PET-CT operations. While your facility diagram included some
shielding descriptions, it was not clear which areas were associated with PET
use, nor sufficient additional information to permit the NRC to independently
verify the adequacy of shielding. Your existing license does not include historical
information showing what means and methods were used to previously
demonstrate the adequacy of your shielding for PET-CT operations.

Please prepare and submit information about the type, thickness, and density of
any necessary shielding to enable independent verification of shielding
calculations, a description of any portable shields used and credited in your
calculations (e.g., shielding of proposed patient rooms used for implant therapy,
including the dimensions of any portable shield, if one is used; source storage
safe), and workload assumptions used. You may consider providing radiation
survey information in lieu of physical descriptions, provided that sufficient
supporting information is provided (e.g., the radionuclide and activity being
measured, whether it is within a syringe or a patient, who performed the survey
and with what instrument, and where the survey was performed relative to areas
where members of the public or hospital staff will occupy).

In License Condition 14.C, an in-patient therapy suite is identified in the HIMA San Pablo
Caguas Surgery/Burn Unit (Room 324). This room was not identified in the July 2024
renewal submission. Submit review and select one of the following two options:

a. Ifthe room was released, state when this room was released and submit the
basis for release per NUREG-1757, Volume 1, Revision 2 (i.e., recentness of use
of short-lived radionuclides, results of contamination wipes and external surveys).

b. If the room is still part of the restricted access area, add this information as part
of the request from Item 7.

Per Section 8.9.3 of the NUREG, if you will be using alpha emitters where gamma or
beta emissions are not measurable in a traditional dose calibrator, submit a description
of the specialized measurement equipment and the nationally recognized standard used
to calibrate the instrument or provide a copy of the manufacturer’s instructions to
calibrate the instrument. Else, please provide a commitment that you will not use alpha
emitters where gamma or beta emissions are not measurable in a traditional dose
calibrator.

Per Section 8.9.4 of the NUREG, please provide a copy of your HDR daily spot check
procedures pursuant to 10 CFR 35.643.
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11.

12.

13.

14.

15.

Per Section 8.9.5 of the NUREG, regarding the use of PET radionuclides and the HDR:

a. Please submit a description of the PET equipment that will be used to ensure
safe storage, use, and handling of PET (i.e., syringe shields, lead carrying cases,
lead shields, etc.)

b. Regarding the HDR, there was information contained within an April 2013
document included as part of the application, however it is not clear which
portions of this document remain and applicable to your renewal application. In
response, please provide a description of the following:

1. Warning systems and restricted area controls (e.g., locks, signs, warning
lights and alarms, interlock systems) for each therapy treatment room;

2. Area radiation monitoring equipment;

3. Viewing and intercom systems (except for LDR units);

4. Steps that will be taken to ensure that no two units can be operated
simultaneously, if other radiation-producing equipment (e.g., linear
accelerator, X-ray machine) is in the treatment room;

5. Methods to ensure that whenever the device is not in use or is
unattended, the console keys will be inaccessible to unauthorized
persons;

c. Please confirm that the HDR cannot or will not be operated in pulsed dose-rate
(note: this is rare). If this is not the case, please review Section 8.9 of the
NUREG to identify areas associated with pulsed dose-rate operations and
provide commensurate information.

Consistent with Section 8.10.6, your application included a copy of your HDR emergency
procedures. In contrast to 10 CFR 35.610(a)(4), the HDR emergency procedure
provided did not address certain minimum requirements, such as names of individuals
responding to the emergency and name/telephone number of AUs, AMP, and RSO.
Revise and re-submit an emergency procedure which addresses these components.

Your application, page 27 of 45, includes a statement regarding emergency procedures
which includes, in part, that “A copy of our emergency procedures...are not required to
be posted provided that a notice is posted which describes the documents and states
where they may be examined.” Please note that HDR emergency procedures are
required by 10 CFR 35.610(b) to have a physical copy located at the console. Please
acknowledge this regulatory requirement and identify and revise any internal policy or
procedure that includes the erroneous statement described above. No submission is
required for this item except acknowledgement of the regulatory requirement for
maintaining a local physical copy of the HDR emergency procedure.

Your application included commitments pursuant to Section 8.10.12 (Area Surveys) and
8.11 (Waste Management) of the NUREG that were conditioned “for medical use.”
Please revise and resubmit these commitments without this limiting condition consistent
with the NUREG, as the underlying requirements apply to operations that are not strictly
associated with medical use (e.g., surveys for free release of nuclear medicine areas,
disposal of technetium-99m used for quality assurance testing on imaging equipment,
and other proximate uses that, while covered under 10 CFR Part 35, are not strictly
associated with medical use).

Your application included a commitment pursuant to Section 8.10.14 (Safe Use of
Unsealed Radioactive Materials) that included a reference to research. Please note that
research and development, as defined in 10 CFR 30.4, and as described in 10 CFR
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35.6, is not authorized on your license. Either confirm that you understand that your
NRC license does not presently authorize the performance of research and development
or else provide a description of the research and development that you are performing,
or wish to perform, under the NRC license. Additional information will likely be required
to authorize this activity and will be addressed if applicable.

16. The submitted application, page 21 of 45, includes a document titled 1-125 Eye Plaque
Implants. While this document was not required to be submitted, as it does not appear to
be provided pursuant to any section of NUREG-1556, Volume 9, Revision 3, the
document appears to be a written directive pursuant to 10 CFR 35.40. If this is the case,
the written directive appears to have several potential deficiencies, including (1) that the
RSO appears to be permitted to sign in place of the authorized user, (2) that there does
not appear to be an “after” implantation written directive consistent with 10 CFR
35.40(b)(7)(ii), (3) identification of a specific radiation monitoring instrument
(manufacturer, model, and serial number) for patient release determination.

We will continue our review upon receipt of this information. Please reply to my attention at:

R1DRSSMail.Resource@nrc.gov
Cc: Kelli.Trotter@nrc.gov
Reference — Kelli Trotter
Mail Control No. 642065

In order to continue prompt review of your application, we request that you submit your
response to this letter within 30 calendar days from the date of this letter.

An electronic version of the NRC'’s regulations is available on the NRC Web Site at:
www.nrc.gov. Additional information regarding medical uses of radioactive materials may be
obtained on the NRC Web Site at: http://www.nrc.gov/materials/miau/med-use-toolkit.ntml. 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).

In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice and Procedure,” a copy of
this letter will be available electronically for public inspection in the NRC Public Document Room
or from the NRC’s document system (ADAMS). ADAMS is accessible from the NRC Web Site
at: http://www.nrc.gov/reading-rm/adams.html. Please be aware that you may request that
certain portions of your submittal to NRC be withheld form public disclosure as proprietary
information. To do this, you must execute an affidavit as specified in 10 CFR 2.390. You must
list all portions that you wish to be held proprietary, along with your reasoning as to why that is
appropriate. While it is allowable, please refrain from submitting proprietary information in
support of a license unless necessary. Keep in mind that all NRC licenses are considered to be
in the public domain, and therefore may be viewed by any member of the public who requests to
see them.
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If you have any questions regarding this request for additional information, please contact me at
610-337-5370 or via electronic mail at Kelli. Trotter@nrc.gov.

Thank you for your cooperation.

Sincerely,

Ke I I I R' Digitally signed by Kelli R. Trotter
Date: 2024.12.09 12:41:41 -05'00'

Trotter

Kelli Trotter, Health Physicist
Medical and Licensing Assistance Branch
Division of Radiological Safety and Security
Region |

License No. 52-25019-01

Docket No. 030-30826

Mail Control No. 642065

CccC: Carmelo Pérez, Radiation Safety Officer
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