NRC FORM 313 U.S. NUCLEAR REGULATORY COMMIS SION § APPROVED BY OMB: NO. 3150-0120 EXPIRES: 10/31/2008
(4-2008)

Estimated burden per response to comply with this mandatory collection request: 4.4

10 CFR 30, 32, 33, hours. Submittal of the application is necessary to determine that the applicant is
34, 35, 36, 39, and 40 guahﬁed and that adequate procedures exist to protect the public heaith and safety
end comments regar mg burden estimate to the Records and FOIA/Privacy Services
Branch (T-5 F53), U.S. Nuclear Regulatory Commission, Washington, DC
20555-0001, or by internet e-mail to infocollects@nrc.gov, and to the Desk Officer,
' Office of Information and Regulatory Affairs, NEOB-10202, (3150-0120), Office of
APPL'CAT'ON FOR MATER'ALS LlCEN\)E Management and Budget, Washington, DC 20503. If a means used to impose an
information collection does not display a currently valid OMB control number, the NRC

may not conduct or sponsor, and a person is not required to respond to. the
information collection.

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH:

IF YOU ARE LOCATED iN:
DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY

ILLINOIS, INDIANA, [OWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN, SEND
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS APPLICATIONS TO:
U.S. NUCLEAR REGULATORY COMMISSION \
WASHINGTON, DC 20555-0001 MATERIALS LICENSING BRANCH ( N
U.S. NUCLEAR REGULATORY COMMISSION, REGION Il
ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS: T Ry a5 \OAD. SUITE 210

LISLE, L 60532-4352
iF YOU ARE LOCATED IN:

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA, ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADQ, HAWAII, IDAHO, KANSAS,
KENTUCKY, MAINE, MARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW JERGEY, LOUISIANA, MISSISSIPP), MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH

NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, RHODE ISLAND, SOUTH | DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS,
CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,

UTAH, WASHINGTON, OR WYOMING, SEND APPLICATIONS TO:
SEND APPLICATIONS TO:
LICENSING ASSISTANCE TEAM NUCLEAR MATERIALS LICENSING BRANCH
DIVISION OF NUCLEAR MATERIALS SAFETY U.S. NUCLEAR REGULATORY COMMISSION, REGION 1V
U.S. NUCLEAR REGULATORY COMMISSION, REGION | 612 E. LAMAR BOULEVARD, SUITE 400
475 ALLENDALE ROAD

ARLINGTON, TX 76011-4125

KING OF PRUSSIA, PA 19406-1415 O 303 k{ -—l ’5’

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT TO U.8.NUCLEAR REGULATORY COMMISSION JIRISDICTIONS.

1. THIS IS AN APPLICATION FOR (Check appropriate item) 2. NAME AND MAILING ADDRESS OF APPLICANT (include ZIP code)

U A NEWLICENSE Hospital Andres Grillasca, Iuc,

E/ 8. AMENDMENT TOLICENSE NUMBER  §2.11832-02 P.O. Box 1324

_ Ponce, Puerto Rico 00733-1324 s

|:| C. RENEWAL OF LICENSE NUMBER "3
3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED 4. NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION .
Hospital Andres Grillasca, I A

ospital Andres Griliasca, Inc. Pedro J. Montes, M.S., D.A.B.R. - T
Carr. #14 Terrenos Centros Medico - - . - 24

. . TELEPHONE NUMBER L p

Avenida Tito Castroe Bo. Machuelos %
Ponce, Puerto Rico 00733 (787) 834-6070 2 -

. o
SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 11" PAPER. THE TYPE AND SCOPE OF INFORMAT ION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE L
5. RADIOACTIVE MATERIAL

I
a. Element and mass number; b. chemical and/or physical form; and c. maiximum amount 6. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED -
which will be possessed at any one time.

7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING EXPERIENCE.

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

{
9. FACILITIES AND EQUIPMENT. 110. RADIATION SAFETY PROGRAM.

12. LICENSE FEES (See 10 CFR 170 and Section 170 31)
11. WASTE MANAGEMENT. :

; | AMOUNT .
FEE caTeGOrRY Medical |ENCLOSeD 8 T

13. CERTIFICATION. (Must be compiefed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING
UPON THE APPLICANT.

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE AP PLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN

CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 22, 33, 34, 35, 36, 39, AND 40, AND THAT ALL INFORMATION CONTANED HEREIN IS TRUE AND
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF.

WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1948 62 STAT. 749 MAKE S IT A C RIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO

ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURIS DICTION.
/ DATE
A fc/02{3008
. K

CERTIFYING OFFICER — TYPED/PRINTED NAME AND TITLE

SIGNATURE
Manuel Vazquez, MHSA, Executive Director

FOR NRC USE ONLY

TYPEOF FEE | FEE LOG FEE CATEGORY |AMOUNTRECEIVED | CHECKNUMBER |COMMENTS
!

'$

APPROVED BY DATE

S ‘ PN

PRINTED ON RECYCLED PAPER

NMSS/RGNI BATLR.ALS-002
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Hospital Andres Grillasca
License 52-11832-02 Amendment (cont.)
5. Radioactive Materials:

Addition of Materials for Manual Brachytherapy under 10 CFR 35.400

Nuclide Chemical/Physical Form Maximum amount at any time
Not to Exceed
Pd 103 Resin Beads /Titanium Sealed Sources

“Two Models”
Model Number Med 3633 NASI And 37MBg (1 Ci)
Model Number Best 2335

1125 Resin Spheres/Titanium Sealed Sources

“Two Models”
Model Number Med 3631 NASI And 37MBgq (1 Ci)
Model Number Best 2301

6. Purpose(s) for which licensed material(s) will be used:

The added licensed materials will be used for the permanent implantation of
cancerous tumors including prostate cancer.

7. Individuals Responsible For Radiation Safety And Their Training and Experience:
7.1 Radiation Safety Officer

Dr. Adrian Alvarez, M.D. is proposed as Radiation Safety Officer under this license.
Dr. Alvarez is a Nuclear Medicine Physician and RSO already authorized under

NRC License #52-11832-02 and is Board Certified. Pedro J. Montes will act as deputy
RSO as required by Dr. Alvarez. Mr. Montes is Board Certified and authorized as

RSO under NRC License # 52-13598-04. See Attachments 7.1 and 7. la.

7.2 Authorized Medical Users

Dr. Adrian Alvarez, M.D. is proposed as a new authorized user under this
license for any byproduct material permitted by:

10 CFR 35.100, 10CFR 35.200 and 10 CFR 35.300 as stated in the license.
Dr. Alvarez is an Authorized User under NRC License # 52-25255-01.



Hospital Andres Grillasca

License 52-11832-02 Amendment (cont.)

7.2 Authorized Medical Users (cont.)

Dr. Edwin Rodriguez, M.D. is proposed as a new authorized user under
this license for the radioactive materials under 10 CFR 35.400. Dr. Rodriguez
is an Authorized User under NR.C License # 52-13598-04. See Attachment 7.2.

REMOVAL OF USERS

Remove Miguel Serpa, M.D. and Ricardo E. Santiago, M.D. as authorized users
under this license due to resignation to their positions in the Hospital. Dr. Serpa
resigned also to his position as RSO under this license.

8. Training For Individuals Working in or Frequenting Restricted Areas
See Items 7.1 and 7.2 and Attachments 7.1, 7.1a and 7.2.
9. Facilities And Equipment

No change in terms of the Nuclear Medicine Department Facilities and
Equipments.

All radioactive materials will be stored in the “HOT LAB”
including the new materials received for permanent brachytherapy
implants under 10 CFR 35.400 listed in ITEM # 5.

“ We reserve the right to upgrade or replace our survey instruments as necessary
as long as they are adequate to measure the type and levels of radiation for
which they are intended. ¢

“ Survey instruments are properly calibrated by a person or company qualified
to perform survey meter calibrations. *



Hospital Andres Grillasca

License 52-11832-02 Amendment (cont.)

10. Radiation Safety Program
10.1 Occupational Dose

We will evaluate prospectively that unmonitored individuals are not likely to
receive annual exposure to radiation in excess of 10% of the limits in 10 CFR 20.
We will provide personal dosimetry for radiation exposure meeting the criteria of
NUREG 1556, Vol. 9 “Consol:dated Guidance About Material Licenses:
Program Specific Guidance About Medical Use License” October, 2002.

10.2 Area Surveys

New procedures for area surveys, patient survey, operating room survey,
etc. were developed for the materials under 10 CFR 35.400. All surveys
will be conducted in accordance with 10 CFR 20.1101 meeting the
requirements of 10 CFR 20.1501.

10.3 Spill Procedures

No Change

11. Waste Management

No changes for 10 CFR 35.100, 10 CFR 35.200 and 10 CFR 35.300

For materials added under this amendment corresponding to 10 CFR 35.400
areturning procedure of unused sources of Pd-103 or [-125 to the

supplier was developed avoiding in this way the storage for decay.



Attachments 7

7.1 Board Certification And

Administration Letters

Adrian Alvarez de La Campa,
MD.

7.1a Board Certification

Pedro J. Montes Garcia, M.S.
7.2 Copy of NRC License # 52-
13598-04

Edwin Rodriguez, MD
Preceptors Attestation
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September 29, 2008

U.S. Nuclear Regulatory Commission
Region I

475 Allendale Road

King of Prussia, PA 19406-1415

To Whom It May Concern:

This refers to proposed amendment of license number 52-11832-02. Please add as
authorized user for this license Adrian Alvarez de la Campa, MD, for uses permitted by
10 CFR 35.100, 10 CFR 35.200 and 10 CFR 35.300. Dr. Alvarez de la Campa is an
authorized user under:

License # 52-25255-01
Hospital Dr. Pila

P.O. Box 331910

Ponce, PR 00733-1910

and

License no. 52-31059-01
Modern Radiology, PSC
Ponce, PR 00733

Thank you for your assistange;

Manuel Vazqueé¥, M}ZA6

Executive Director
Hospital Andrés Grillasca
Ponce, PR



September 29, 2008

U.S. Nuclear Regulatory Commission
Region I

475 Allendale Road

King of Prussia, PA 19406-1415

To Whom It May Concern:

This refers to proposed amendment of license number 52-11832-02. Please include as
new Radiation Safety Officer for this license Adrian Alvarez de la Campa, MD.

Dr. Alvarez de la Campa is currently the Radiation Safety Officer for License no. 52-
25255-01, Hospital Dr. Pila, P.O. Box 331910, Ponce, PR 00733-1910.

Thank you for your assistance,
Manuel Vazqé Mm
Executive Director
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NRC FORM 313M SUPPLEMENT A\_-
{9-81)

U.S_JCLEAR REGULATORY COMMISSI(

TRAINING AND EXPERIENCE
AUTHORIZED USER CR RADIATION SAFETY OFFICER

Pedro J. Montes, M.S.

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER
(Curriculum Vitae Attached)

2. STATE OR TERRITORY IN

WHICH LICENSED YO
PRACTICE MEDICINE

N/A

3. _CERTIFICATION

SPECIALTY BOARD

CATEGORY

MONTH AND YEAR CERTIFIED
: c

3

....

4

| Juwe | (9%

4 TRAINI“IG RECEIV

ED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

"Y?E AND LENGTH OF TRAINING

AN ENDLA 29501 .

- ¥ , o <.} iLECTURE/ | SURERVISED
FIELD OF TRAINING LOCATION AND DATE(S) os’-rn:umuc.; uaoaxroav LABORATORY"
s A v ' 8 counsss EXPERIENCE
B lHourxJ {Hours)
A SRR (1) Brookhavm National Lab. 1 300" 450"
.  RADIATION PHYSICS AND ... .. pafety’and Efw. Protectj.\gxgl Div S S B,
" INSTRUMENTATION -2y Univ. of Tx.M D. Arxisrﬁ gaip 2107 100
(1) il " 3 40
b.. RADIATION PROTECTION s L
LS T A (2) u " 5.
e MATHEMATICSPERTA!NINGTO” ' (1) N s 40 | 30
;’;En:sésl;:c?rnen:sv“msm 13) Umv. of 'I‘exas Health Sc:.ence .36 - 0
, o - | Center May 1984 e e '
. ‘ (1) 50 30
d. RADIATION BIOLOGY
' . (3)" 10 0
*. RADIOPHARMACEUTICAL (1). 48 24
CHEMISTRY
5. EXPERIENCE WITH RADIATION. (Actual uss of Radioisotopes or Equivalent Experience)

ISOTOPE | MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED | DURATION OF EXPERIENGCE TYPE OF USE
Co-60 4000 ci. Metropolitan Hospital 2% Years Therapy
Cs-137 lci Metropolitan Hospital 2% Years Therapy
Cs-~137 lci P.R. Nuclear Center 10 Months Therapy
Cs~137 500 ci Brookhaven National .
Co-60 500 ci Laboratory 1 Moath Calibration




" NRC FORM 374
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U.S. NUCLEAR REGULATORY COMMISSION
MATERIALS LICENSE

B Pursuantto the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of |

Federal Regulations, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations
heretofare made by the licensee, a license is hereby issued authorizing the licensee 1o receive, acquire, possess, and transfer byproduct, |

1l source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; to ?

deliver or transfer such material fo persons authorized to receive it in accordance with the regulations of the applicable Pari(s). Thislicense |
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified
below.

Licensee

1. Hospital Ramén E. Betances 3. License number 52-13598-04
Mayaguez Medical Center

2. 410 Road #2 4. Expiration date August 31, 2018

Mayaguez, Puerio Rico 00680-1522 5. Docket No. 03037760
Reference No.

| 6. Byproduct, source, and/or special 7. Chemical and/or physical form 8. Maximum amount that licensee may

+ nuclear material : possess at any one time under this
: : . license
A. Palladium-103 permitted by 10 A.’ Sealed Sources- (North ' A. 1 curie
CFR 35.400 American Scientific Model o
. MED3633; Best Medical
R ;Model 2300 Senes) o
B. Any Byproduct material B.-Sealed Sources - B. 100 millicuries
permitted by 10 CFR 35.65 (Manufacturei’s ana Mode!s
. unkniown): .- : .
C. Strontium 90 C. Sealed Sourceé (Atomerg|e ~ C. 120 millicuries
Chemicals Corp. Model .
| : Unknown)
- D. Cesium 137 D. SeatedSources - ’ D. 1 curie
(Manufacturers and Models
unknown)
E. Cesium 137 E. Sealed Source (J.L. Shepard E. 100 millicuries
and Asscciates Model 6810)
F. Depleted Uranium F. Metal F. 500 kilograms

8. Authorized use:
A. Any manual brachytherapy procedure permitted by 10 CFR 35.400, for which the patient can be released
under the provisions of 10 CFR 35.75.

B. through E. Several Nuclear Medicine calibration sources, a Strontium 90 eye applicator source, Several
Cesium 137 manual brachytherapy sources, and a Cesium 137 instrument calibration source for
storage only incident to disposal.

F. Shielding in a Varian Clinac 6/100 (Serial #422) linear accelerator; collimators removed from a Varian

Clinac 6/100 (Serial #214) linear accelerator in storage.
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NRC FORM 374A

License Number

52-13598-04
MATERIALS LICENSE : Docket or Reference Number
SUPPLEMENTARY SHEET 03037760

CONDITIONS

§ 10. Licensed material may be used or stored only at the licensee’s faciliies located at 410 Road #2,
Mayaguez, Puerto Rico.

¥ 1. The Radiation Safety Officer for this license is-Pedro J. Montes Garcia.
¥ 12.  Licensed material is only authorized fof use by, or under the:"éhi),e_.g_\_/jsion of:
A. Individuals permittedtoberk as an authorized user in accordance with 10 CFR 35.13 and 35.14.

B.  The following individuals are authorized users for medical use as indicated:

Authorized Users ' ' . Material and Use

Edwin Rodriguez, MD. - 38, 400

C.  The following mdnwduals are authonzed usersfdr non-medlcal uses as. mdlcated

Users

Strogh@m 90, Cesnum 137, and 10 CFR 35.65

Edwin Rodriguez, M,p.
DTN . sealed sources mstorage

¥ 1. By November 30, 2008, the hcensee shall submlt the followmg mformatlon

A. - Themanufacturer and-medel number- fcmall—sealed—seume&under—mepess&sslen -of Hospital- -
Ramon E. Betances in March 2007. This shall include all sealed sources used/stored in the
Nuclear Medicine Department and the Radiation Oncology Department.

B. Transfer documentation for all sealed sources transferred to authorized recipients since March
2007.

Disposal options for all sealed sources and the removed collimator.

Details on shielding and security for alt sealed sources in storage.

E. Safe handling procedures for the removed depleted uranium collimators, which shall include use of |
gloves, survey meters, and periodic wipes.

§ 14. Sealed sources or detector celis containing licensed material shall not be opened or sources removed
from source holders by the licensee.
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CHEMISTRY DEPART MENT of EADWTSN MEMCIVE- ] 8
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