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Pv MATERIALS LICENSE o

m(‘A‘- RE(ORD (0 Amendment No. 2 1
Pursuam to the Atomuc Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438). and Title 10, Code of N

Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and 1 rehiance on statements and representations heretofore made
by the hcensee, a license 1s hereby issued authonzing the heensee (o recerve, acouire, possess, and transfer byprodusr, source, and special nuclear
matenal designated below, to use such material for the purpose(s) and at the place(s) designated below: to deliver or transfer such matenal to
persons authorized 1o receive it in accordance with the regulations of the applicable Partes). This license 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 orde .« of the
Nuclear Regulatory Commussion now or hereafter in effect and to any conditions specified below

. e

Licensee

l In accordance with the letler dated January 11, 1997

- 3 ense N N
. Hospital San CristGbal [ Loamme Busi - . Siainte
| amended in its eatirety (0 read @ follovs: :

b 9

C' PO Box 501 ) | 4, F,\plmlhm Date
. Coto Laurel, Puerto Rico (0780 L January 31,2003 (Extended)
"~ |8 l)m ket or
; PRI . LI " R, I Reference No. 030-33026 m P -
w6 B\pmduu Source, and/or 7.4 Iu muu\ and/or Physical ¥ Maumum Amount lhdll icensee

: Special Nuclear Matenial Form . May Possess at Any One Time
- Under This License
L & Any byproduct material A. Any radiopharmaceutical A, As needed |
J identified in 10 CFR 35.100 identified in 10 CFR 35.100 !
o |
s B Any byproduct material B. Any radiopharmaceutical B. As needed ’
- identified in 10 CFR 35.200 identified in 10 CFR 35.200 |
o . . '
 C. lodine 131 C. Any unsealed form for  C. 55.5 gigabecquerels (1.5 curics) |
preparation and |
« administration as specified in ‘
“ 10 CFR 35300
N \
e D. Any byproduct material with D. Any form for uses described D. As 'nc.edcd, nol o exceec ,
:.ﬁ a half-life less than 120 days in 10 CFR 35300 initially 37 gmgabc_cqucn Is (100 millicuries,
o except iodine 131 distributed in  accordance per container

:’. with a specific license is:ued

< to 10 CFR 32.72 or a specific

license issued 1o the

b | manufacturer by an

s Agreement Stale pursuant to

< cquivalent State regulations

-
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:} ?32?. FORM 374A . + U.8. NUCLEAR REGULATORY commssnon!L e -2 _ oF 3 _ PAGES
f License Number 5§2.25232-01
-
b MATERIALS LICENSE |Docket or Reference Nurpher - ORI
s SUPPLEMENTARY SHEET | %3302
.% |r Amendment No. 2
9 9. Authorized Use:
~H
z A. Medical use described in 10 CFR 35,100,
o B. Medical use described in 10 CFR 35.200.
‘ C.and D.  Any radiopharmaceutical therapy approved in §35.300
El CONDITIONS
! | i, Loc2tion for use: Hospital San Cristobal
"l Puerto Rico Highway 506
:- Coto Laurel, Ponce, Puerto Rico
e 1L Radiation Safety Officer: Miguel A. Serpa, M.D.
.
o 12. Authorized user(s):
f A. Miguel A. Serpa, M.D. medical uses in 10 CFR 35.100, §35.200 and §35300
o B. Ricardo E. Santiago-Montalvo, M.D. medical uses in 10 CFR 35.100 and §35.200 and §35.300
o
o 13. In addition to the possession limits in item 8, the licensee shall further restrict the possession of licensed material
to quantitics below the minimum limit specified in 10 CFR 30.35 for establishing decommissioning financial
assurance.
l 14, The licensee shall maintain records of information important to safe and effective decommissioning at the licensee’s
a
!

T T T AT A AT T T T T T A A T A e A

~

facilities listed in Condition 10 pursuant to the provisions of 10 CFR 30.35(g) until this license is terminated by the
Commission.
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NRC FORM 374A ' U.S NUCLEAR REGULATORY COMMISSION | oaae 3 or B
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MATERIALS LICENSE 'rm:m or Reference Nugber
SUPPLEMENTARY SHEET #3-33026
; Amendment No. 2
15. Except as specifically provided otherwise in the license and as provided in 10 CFR 35.51, the licensee shall conduct

< YAT AT TAT TAYT AT *

(1811818 i

its program in accordance with statements, representations, and procedures contained in the documents including
any enclosures, listed below. The Nuclear Regulatory Commission’s regulations shall govern unless the statements,
representations and procedures in the licensee’s application and correspondence are more restrictive than the

regulations.
A. Application dated November 20, 1992
B. Letters dated:
(1) February 11, 1993
(2) December 27, 1995 [add auth user, submit relocation and new floor plan, commit to close-out survey
for space being vacated|
(3) March 1, 1996 Letter from NRC extending expiration date per 10 CFR 30.36
(4) March 30, 1996 [Information on storage, hot lab floor plan, Dr. Ruiz-Rodriguez exper. and tng)
(4) January 11, 1997  [add authorized users and change RSO, delete authorized users]

FOR THE US. NUCLEAR REGULATORY COMMISSION

DAVIL 1 COLLINS

APR 1 11997 = Ht (A i(*/ y L/(l/lﬂ/’l. VLA

DATE

NAMLICENSE\52-25232.A02

Fegion 11, Dxi.sum of Nuclear Materials Salety
61 Forsyth Street SW, Suite 23T85
Atlanta, Georgia 30303
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DIVISION OF ACCOUNTING AND FINANCE
REQUEST FOR REFUND TO EMPLOYEE/VENDOR

THE EMPLOYEE/VENDOR IDENTIFIED BELOW HAS OVERPAID THE NUCLEAR REGULATORY
COMMISSION FOR GOODS AND/OR SERVICES PROVIDED AND IS DUE A REFUND

EMPLOYEE/VENDOR/PAYEE CODE:

NAME :

ADpRESS:  (YTTr.. :A_g ."ua A\ : ’, : ”
aoress: . 0. =Y N

cm:_m | STATE: %Q 2p:_ 007£0

TRANS CODE: PX_

TRANS TYPE: FE  FUND: X5280 JOB CODE: amount: 2000

TRANS TYPE: IR FUND: R1435 JOB CODE: INTR AMOUNT :
TRANS TYPE: IR FUND: R1099 JOB CODE: ADCH AMOUNT :
TRANS TYPE: IR FUND: R]1099 JOB CODE: FINE AMOUNT :

ToraL reru awount: §.20-00O
COMMENTS : @V‘-ﬂmt M FQL SR~3E232-0/
Clk aggag 2 to 40 gharacters, Tncluding sppces
N [é;& 47

imit
Jeo o (oo oATE: //La/?7

PREPARED BY:

AUTHORIZED BY:

ORIGINAL INY. NO: /DATE PAID: AMOUNT :

REFUND ENTERED INTO COLLECT BY:

REFUND DETERMINED BY: DATE:

PLEASE ATTACH APPROPRIATE SUPPORTING DOCUMENTATION ™ %)AMD
Jan g 1T

ck
MI ";@7



(FOR LFMS USE)
INFORMATION FROM LTS

BETWEEN:
License Fee Management 8Sranch, ARM Program Code: 02120
and : Status Code: 0
: Fee Category: 7C

Regional Licensing Sections
: Exp. Date: 20030131

: Fee Comments:

: Decom Fin Assur Regd: N

--------------------------------------
--------------------------------------

LICENSE FEE TRANSMITTAL

A. lEGlﬂjf

1. APPLICATION ATTACHED
Applicant/Licensee: HOSPITAL SAN CRISTOBAL

Received Date: 970115
Docket No: 3033026
Control WNo.: 257339
License No.: 52-25232-01
Action Type: Amendment

2. FEE ATTACHED
Amount : _460.00
Check No.: _ 28805 _

3. COMMENTS
Signed __DIANE HEIM
Date ___ 1/17/97 o
*
B. LICENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered /__ /)
1. Fee Category and Amume: ] BLY0 -
. P - tog ") QT
2. Correct Fee Pai Application may be processed for: Remitter il
Amendment L AR s
Renewal I Check NQ, w ------ .
License Amount ;1( ; fJD[{{l - :.‘4
3. OTHER Fee Category 2 7 e
Type ciPee_ | ,-r‘:;;/
Date Chec Rec'a """" i 79:,'-%
i g Dste Cond?eua i 8335 /
e 8y - ‘,’N N /
S




GHospital San Gristdlal

Carrerera ».8, 506
APARTACO PosTaL 501

Coro Lauker, Pueato Rico 00780
TerLtrono: 848-2100

TO : U.S. Nuclear Regulatory Commission
Region I1
101 Marietta Street NY

At%anm ~ -/Q

FROM : René Ry . A S———
Administrator

SUBJECT - Amendment to License No, 52-25232-01
Mail Control 256882
Docket No. 030-33026

DATE : January 11, 1997

This is a notification for an amendment to license No. 52-25232-01 to:
a. Change the entire staff of authorized users and RSO

We want to deleted, Dr. Hiram Rivera-Luna as authorized user and RSO. Also,
the authorized user Dr. Carmifia M. Ruiz-Rodriguez must be removed from our
license.

We want to add to our staff:

1. Dr. Miguel A. Serpa as new authorized user and RSO under License # 52-
25232-01
He is board certified in Nuclear Medicine (ABNM) and authorized user
and RSO under License # 52-24916-01.

2. Dr. Ricardo E. Santiago-Montalvo as authorized user under License # 52-
25232-01
He is board rertified in Nuclear Medicine (ABNM) and authorized user
under License # 52-25121-01.

We hope for a prompt evaluation and approval to continue offer our services.
If you need more information, please contact us at (757) 848-2100 Ext. 4117.

A check for the amount of $460.00 is also enclosed as the proper fue for an
amendment to an NRC licence category 7C as stated in 10 CFR.
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DEPARTMENT OF NUCI eAR Mrpicise %5C-2804
Tel (295 679-3120
Fax (203) (792164

> 52 - 251U -0)

TO: Mr. Hector Hermudez
US Nuclear legulatory Commission
Region II, Material Licensing Section
101 Marieta Street
Atlanta, GA 30323 October 20, 1495

FAX: 1-404~231-5559

FROM: Dr. Richaid P, Spencer<71!5u“’~

Prof. & Chajrman
Department of Nuclear Medicine

N
SUBJECT: Qualifications of Dr. Ricardo Santiago

cc: Dr. Santiagc

This note is intended to clarify the training/experience at the University
of Conmecticut (and Consortium Hospitals) of Dr. Riczrdo Sartisge, during
his time with us from July 1, 1993 through June 30, 1995.

1. The 2 year residency program involves a2 minimum of 2,000 hours per vear.
Hence, in the 2 years, he had 4,000 hours training (es 2 mirimum; the true
number is likely much higher).

2. The "Basic Science" Course given to the residents invoives over 270  our.
of lectures, demonstrations and laboratories, during the pericd of . vez:rs.

3. The supervised work experience of Dr. Santiago was much greater thzn 30(
hours. Each of the physicians supervising Nuclear Mcdicine et the ccusortliuu
hospitals are Bcard Certified in Nuclear Medicine, and hence capable of givirg
Dr. Santiago expert guldance during his rotations.This exterded from the
ordering process for radioactive materials, through receivirg, surveying vacs.,
and checking survey meters and dose «calibrators. Training ircluded calcuistic
radiation exposures, preparation of doses to be administered, the syctems in
place to prevent misadministrations, and how to handle spills and conterli ot o
A new Mo-99 - Tc-99m radionuclide generator comes in weekly at the deslel (2ioc-
and the procedures of elution, checking for the quantity of eluted Tc=%9nm, an,
breakthrough of Mo-99, and alumina contamination are gone over re;estedly.

3. During the 2 years of Dr. Santiago's training he far excceded 500 hour
of supervised clinical experience. The principles of review of rejuiszi:icus
for indications for the procedure (and any contraindications) were re.lew.l.
In addition, the use of the patient and/or the referring health care worker
pbtain additional data if needed, was stressed. Use of the appropriate radi .ot

material (and dosage form), plus route of administration was reviwed. The approp:iate
utilizationof safety measures, such as syringe shields was stressed. The residents

write the initial reports at this center, and these are then reviewe:s with the
attending physician., The need for follow-up was pointed out, and mechanispms !for

accomplishing this were also reviewed (such as data from the referring tealt ca.e

worker).

4. Dr. Santiago has pointed out experience with more than 3 adminlistratione of
strontium-89. I checked the other hospitals and found this t> be trae.

263 Farmington Avenue * Famungion, Connecticut 06030 2804 » An Equal Oppontumity Lmployer
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/ﬂM NIM SUPPLEMENT A US. NUCLEAR REGL LATORY COMMISSION |

/ TRAINING AND EXPERIENCE Asproved by Owe |
AUTHORIZED USER OR RADIATION SAFETY OFFICER 3150.0041 ‘

Expues 6.30.89

- o )|
1. NAME OF AUTHORIZED USEA OR RADIATION SAFETY OFFICER 3 SYATE OB TERRITORS ,

WHICH LICENSED TO I

RICHARD P. SPENCER, MD, PHD | PRACTIZE MEDICINE (o
o e e e e —_ —3. CERTIFICATION —~————— = ~ t
PECI . ok T T Temainini b s e vt s stat e e
SPEC ‘Ll" BOARD cn;:.oav MONTM ZND YEAR CERTIFIED
T — c
| [ !
NUCLEAR MEDI1CINI ‘ 7/ 1972 k
|
| |
|
- |
4 TRAINING RECEIVED IN BASIC RA ;
R RLCARDO E.. SANT Rt SRARIQISE TOPE HANDLIVG TECHNIQUES
I | TYPE ANC LENGTH OF TRATNING 1
‘ i IS - |
: | . LECTURE/ | suPEAvISEs |
nnoor‘vn,r\ NG : LOCATION AND DATE iS) OF TRAINIIIG Pl Lnsoanoai |
8 | COURIES CXPERIENCE |
! . IMuu ) IMGurs 1
i e - e i | i
' Univ of Connecticut Heéalnn TIr B
3. NADIATION PHYSICS any l Farmingtori, CT J Tlotal. gotal.
INSTRUMENTATION sent/Oct/Nov/Dec 1993 | 8 |
- . Sent/Oct/Nov/Dec 1994 ~ |
|
t. RADIATION PROTECT ON ’ (same as above) | Total:
12 |
B l |
Byt S
- MATHEMATICS PERTAINING TO (same as above) | Total: |
THE USE AND MEASUFIEMENT 12 {
OF RADIDACTIVITY | H
! (same as above) i Total:
¢d. BADIATION BIOLOGY | 15
T | i
{ ™ ‘9
{ / Total: | Total: |
*. RADIOPHARMACEUTICAL ’ (same as above) { » -‘
CHEMISTRY | | R b
L I |
- 5 EXPERIENCE WITH RADIATION. ractval use of Redicisetopes »r Equivelent Extorience)
|_ISOTOPE | MAXIMUM AMOLNT WRERE EXPERIINCE WAS GAINED | DURATION OF EXPER ENeT | TYPE OF SE
Te=99m I curie (generdtor) Univ. Cor necticut 2 years Radiopharmaceut. |
Health Ctr.&4 Consortium Hodpitals | |
I-131 200 mCi # Y Y ” I)i.'n.',rlr-,si=-.'Hu'rnlp-y4
=123 0.5 mCi . o . ¥ Piagnosis
Xe~133 40, mCi 4 ) o - diagnosis
T1-201 5. mCi " 4 ol )iagnosis ;
Ga-67 10+ mCi . i i s diagnosis ‘
In-11] 1. mCi & ¥ = = Magnosis
]
NIC BORM 31 Suppiement A o B Pl AR ',S—J
® 80y Page 5 eJ00G..




EXHIBIT 3
SUPPLEMENT 8
p—
SUPPLEMENT ), & NUCLEAF KEGULATORY ZOMMISSION
{
{
PRECEPTOR STATEMENT

|
-
| Sucplement 8 murt e CampenMO Dy 0% P CON I DAYHCIEN § PIECIDIO. [/ MOore TN aNe orecep o AecCeE WY T oaCument
[ eXL8/ 8NCE CO@IN & WOMAN I e [ Irom tan
pr——
{1, 7ROPOSED PHYSICIAN USER'S NAME AND ATCPESS | KEY TO COLUMN C ,
| fULL A , FERSON AL PARTICIPATION BHOULD SONBAT OF ‘
{ | 1 Buoermed $aamiNEION 0/ DELIeAT (0 Owarmin IRy woitatmlity lo¢ |

i y S - : o | rado w0ioee A8 BNE/D! e AL ang ¢ on |
1 Ricardo E. Santiago Montalvo . ...:-en:‘: : T |
' ‘
" BTENS T PR 1C0I10esI oA A OO BIIFBI0A BAE BETUA B AT ALON O do8e '

. o ey - | 1o 1nt pel@nl AciuBAg IEVMIOn O (ARG 1edd 100 00w (eied
‘ -alle De Diego 123 Este L R U 800 0T A ) 0! B i
PR T ¢ anaiihn T a R 1 ( JAGET 18 D800 B! 178IAING 10 EAEDIS DA/ NCE | 10 MANSgE (00 aact A |
1 . - ; DALEATY ARG 10w oL Ll (RPN O egnOn s 1NG/0r murw of |
| Mayaguez P.R. 00680 | trestmen ]
- 2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAM D PHYSICIAN |
NUBMBER OF
CABER INVOLY NG COMMENTE
LloYore CONDITIONS D AQKOSED OR YTAEATID PERBIONAL LAGE L W NDINNIGN G OO e [T My
PARTICIPAT (N BB (100 A GNP O WA R
& s < 1}

i

~ 1y Thyroid scan l 60

/N
A Thyretd uptaxe | 40
" | Lung perfusica scan

180 |
Xenon ventilation study

150 |
Aerosol ventilation scan f—"'T(')——j
Renal flow scan 80 |
Brain scan 5
Liver/spleen scan 45
Bone scan | 220 J |
Gastreesoonagea) §tudy ‘ 30 { |
LaYeen shunt study 2 ' :
Cratogres 10
Dacryocyswogrem 1
Cardinc perfuaton scan, { 140
Cargiac stress ventriculograa | 40 '.
Cardiac rest ventriculogram 105
Galltum scan 90




EXHIBIT 3 (Continued)

PROPOSED PMYSICIAN USER

RICARDO E. SANTIAGO MONTALV(

Oct

PRECEPTOR STATEMEN™ /Continuea)

TTT 3]

1 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN Centinc ea)

WURETR5r

|cmu~v0w|~a

COMMENTS

| SITORE CONDITIONS DIAGNOSED OR TREATED ‘ PERSONAL (Aoditiare informanon or conmens may on
| . PARTICIPATION BOMILBE N BDIICOm ON L etV Wow )
| . | 0 \ c | [
S *
| A3 TREATMENT OF POLYCYTHEMIA VERA | |
| Bwbm | EUKEMIA AND BONE METASTASES ‘ - |
 Hoad : g
| *= INTRACAVITARY TAEATMENT | r '
Lol wdel) | )
,r._ [v,numuf OF THYROID CARCINOMA | |
13y}
, | TREATMENT OF HYPERTMYRQIDIS! | ) ‘
e . —
| 4188 | INTRACAVITARY TREATMENT { -
Ay ;
: Co60 | INTERSTITIAL TREATMENT t - ]
T - ‘
[ ce137 [ INTRACAVITARY TREA TMENT j R ‘
s | - =
o INTERSTITIAL TREATMENT i
1192 !
R B
or | TELETHERAPY TREATMENT e
137
3480 | TREATMENT OF EYE OISEASE -
= | RADIOPHARMACEUTICAL PREPARATION |
HoLv | '
Te-OPm GENERATOR 40
Iy
Imt 13 | GENERATOR l -
F—-T.“‘ REAGENT XITS 40
Oewr
Sr-89 Therapy of bone metastases ‘

|

LOCATION

i DATES AND TOTAL NUMBER OF MOURS RECEIVED IN CLINICA L RADIOISO OPE TRAINING

DATES CLOCK |IOURS OF EXPERIENCE
" { - 0 5 {, 500
Univ, Connecticut Health Center 1913 6/30/95 }
Farmington, CT and consortium
Ht',‘if‘i[(ll\-
. b
L THE TRAININ PERIENCE IND! ABGVE | € VTTIPYEXY TR, (YORY
WAS OBTAINED UNDER THE SUPERVIBION OF: g ! ) HE
. NAME OF BUPERVIBOR ‘ | ) l’ , [> vy {
: ey | oy PN '
Richard P. Spencer, MD, PnbD
e

B HMAME OF INSTITUTION | Y. PRECIPTOR S NAMI Phes o el

Univ. Connecticut Health Center |

& MAILING ADDARSS Richard P. Spencer, MD, Phi

263 Farmington Avenue

3 : : |y, 2 o
Farmington, CT 06030 2oul 5

} ) | 99
06-13022-02 iKtober 1&,

EXH=7




