.

rrom. Ur. Fernanao vi. £31guongo  /3/-DLU-2/38 100 VIF. Uennis 1 Lawyer Late: 3/29/4uut 1ime. 4.14.30 iV rage £0r 1/
“

August 10, 2006

Dennis B, Lawyer T L’

Health Physicist '
Commeércial and R&D Brarch m S - ‘ (,
Division of Nuclear Materials Safety

Carlos Jimenez Marcha, M.D, 030 372 >l

San Patricio MRI & CT.Cénter
1508 Roosevelt Avenue, Suite 103
San Juan, PRO09200

ADDITIONAL INFORMATION CONCERNING APPLICATION FOR NEW LICENSE,
CONTROL NO. 138956

Enc ase the addetmnal mf‘o;"matxon requested fcr the revm’w of th;< apphcatzon ‘Thié

the purpose: requested' NUREG 1556 Voi 7” Program~- Speaﬁc Guxdance Abaut
Academic Research and Development, and other Licenses or Limited Scope”.

Picase contact s for any addional information at phone number (787) 620-5757
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‘Attachment 1

NRC Form 313
TEM5. Radicactive Material:

a. Element and mass number b, Chiemical and for physical form ¢ Maximum amount
possessed at any one time.

k Equtpment Cahhr&ﬁaﬁ Use :Dese uahbrater}

» Tc98M 180 mGi
« 5137 Act. 250 uCi
: opa Product Laborato ms
Catalog No. RV-157-2000 _
¥ Ba"33 Bariuf 133 ~ Sealed Vial CAct 250 uCi

Manufacturer: 159Mﬁ$;~9r9d_uct. Laboratories

TEM 6.  Purpose(s) forwhich licensed materiai will be used:
A The following isotopes will be use Tor e equipment c‘aiibr'*it"ibn’(basé'ﬁaiit&ra tor):

= Tc S}QM Sodiura Pertemetam will be use for the oqulpment cal“t}fat[cmv{ﬁose Cahbrator 3

» Cs137  Cesium 137 - Sealed Vial Rofarence Source will be use for the equipmen: calibration
(Dose Calibrator

*» Ba133 Bafium ‘{33 Seaied \f;ai Raference Source wnf b@ use for the nquipmfnn* cailbratmn

{Dose Cahbratm)

e

: 3
o
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ITEM 7. individual{s) responsible for Radiation Safety Program and their training experience:
»  Radistion Safety Officer (RSO} an-dazmarﬁonzea‘ User: Mr. Jossian J. Pagsn Lisboa.

On 2003 he received s 40 firs Rad:atmn Safafy Trammg at- Rddsamn Safet‘y' Academy
Washington DC Radiation  Safely Officer. He also received a certification of the Departme"zt
Of Transporiation and. Nuclear Regulaiory Gomimission: Requirements Tor Shipping and
Receiving Radicactive M atenals at the Radiation Safety Atademy Washidgton DT R adiation
‘Safety Officer. I 1988 - 1890 obtained a bachelor degree at the University of Puerto Rico
Medical Sclence. Cam;:ms in Nuclear Madicine Technolegy Program. Since 1997 10.2004 he
‘worked as a Nuclear Medicine Technologist and ‘as the RSO &t the Ashford Presbyterian
Cormmiinity. Hospital, - Since 2004 up to present have worked ds a Radiation Safety Officer at.
-the University of PR, Medical Sciences- Cam_pus and since’ 20{}'3 up to present at the San
Patricio MRI'& CT Center.

x  Authorized User: Dr. Carlas Jimenez Mar{,han Nuciear Medlunc thsman and the Radiation
Control Program Director for this facility:

Two ynars expenence {July 1 qga,-qggg) sub sp@m, ty ’Faiiowshxp graducz!e in Nuclear: Medtcmef
: ot T WS pre jcluded rotations at Watet-
Reed ;’-'xrmy Medlcat Center Be‘thesdaﬂ \aval Hospiiat and National instfute of Healii(NIH).
Sincs 1994 he use and manage d[ﬁerent radiois sotopes. such’ as. Gansum 67, Techaclum-9oM,
Indium-111, Thalfiarm: 201, Cﬁbal’fﬂ?‘ Hoding-131, lodine-123, Xenon-133, - Samarium-153,
Strontium-89; Fluoro-18 v 2. The axpenmce warking with these isotdpes have bE:E'Y’I
for the use of: dmgnos’a and: ULIG T dine-131, Samarium-153 and Strotium-
-89}, Since 1999 upito preseni Dr. Jimenez have worked a5 a Medical Director for Centro
Cardiovascular des PR y el Caribe and the Ashford Preshytor an Community Hospital

»  Authorized Ussr. Emily Alicea; Certified Nuclear Madmme Technologist. She will be Wﬂrkwgf
‘with the license material hsted above for xnstrument cahbratsgn

Graduated on 2004 af the University of Puerto.Rico Medical Scisnce Campus from the Nuclear
,Med cme Tachno!ogy F’rogram and & Cerhf;ed Nucieas Medncme Teohnuiogrst from the Nuclear

. an, Ma’fhpmar cs Pon‘ammq m the Use ard
Meawremeni f:}f Rad&oac’cwtty Radtanean Biology, Radiopharmacy arid Radionuciide Chemestryf
of Byproduct Materal fof Medical Use, ‘Radioassay, Clinical Practice iy Nuclear Medicine
Technology in different. Hospitals at the Medlcal Sciences Campus University of Puero Rics.
‘In 2004 worked asa Nuclear Medicine hnol@g:st at the University of Puerto Rico, Hospital

e Universitario. Since 2004 16 présent woiks as a Nuclear Medicing Technalogist at Sari Patricio

77T MRI& CT Certer. These years of experience have given her the experience in the safety use,

" management and disposal of radivadtive mateérials. She ‘also have the experfence i’ bekirg'

thh dxfferent radlcssotopes f‘-’,}f the use of diagﬁoshc and therapeutrc promdures Nsﬁ recelves :
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ITEM 8. Training for Individuals working in or Frequenting Restricted Areas:

All employees (Radiological Technolagist, Nuglear Medicme Technologist, aurses, secretaries,
recepticnist, janlters etc) in this facility. receiye a- Rad:atmn Safety Training and also receive a
refresher course aach year from the Radiation Safety Ofﬂcer Mr Jussain'J, Pagén Lisbioa.

‘Emily Alicea, Nuclear Medicine Technologist, obilained a bachelour degree on 2004 at the University

af Puerto Rico Medical 1'S cience C ampus from the N uclear Medicine: Technology Pragram. Someg

rourses igken ‘n the -Nuclear M@dmm? “f‘.ec,hmhgy ngram at the mesrmiy of PR, Medical

Sciences Car'apus -are: Radi : $l sntation, Radiation Protection, Maﬁﬂremaucs*

Peitaining to the Use and Measur&menf of Radicactivity. Radiaticn Biclogy, Radiopharmacy and

:Radronuctrde Chemestry of Byp cduct f\-"atenat fcr Medxcal Use Radloasgay Clmtcat Prart;oe in
A_2

experlence iy P safety use managemer sp{)sal of tadzodt,twe mamnals " Shi alsa‘.h e thef
‘experience i Working with diferent’ fad topés for the uUsé of dxdgnmhc; and 1herapeutic,'
procedures. Also.receives an Annual. Radranon Safety Refresher Course as part of the Radiation
Safety Program : :

ITEM 9.  Facilities and Equipment:
Eaellity Diagrany;

The master or central permittee files, and all-other | dockeiud ‘and required files ‘and recmds will be
maintained in the San Patricio MRT & CT Centet,

A dxagram is enclosed that descnbes the acnfﬁﬁs aﬁd ;d@ntir" s activities ¢ mduﬁ@d fer dﬂ cnrrthuous
areas sun'oundmg the: afea(s) of use; The fol !owmg infarmation is included:

»  Drawings of the San Patricio MR1 & CT facilty is inclided ©
= Location of each room or area where radioactive: maienat will be used or stored {Came:ra
,F’oam Contml Roam Ha!i Ways, Hot Room !n;ect:on Srte Rest F%‘oom etr;’)
it : \

an unrestnctedw araa
* Zone 3: HALL WAY FLOOR | Identmed as an unrestricted area
_» Zone & HALL WAY FLOOR W idertified 45 an‘urirestricted area
4« Zone 5: HGT LA {ROOM) isa 1estrictad artea and a Rad:oactwe Matami Sign is ;)csted
' ~ on the door. Here is where the radicaclive material {(unit dose) kom the
international Cyciatmn e is received and: stcred for darfy use in their
respectzveiy lraacf shields. This area is prepared for thp safety use, manaqemem
storage and measurement of radicactive material: S
¢ Lead nest: Sealed vial réferarice sources are stored.
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» L blsck: it isio protect the: Nuclear Medicing Tenhnefognst from radioactive
exposure wh;:a _measunng ‘sh& umt doses for e‘ach patnerﬁt and while

» Doss Cal':bratc% 10 measure and cc:m*" fm the artmty recewed from each unit
dose: befnre admmtstratmg it to-a patient.
¥ ﬁecay storage----arew radioactive waste Will be stored for decay and thert

* Cﬁunter Top uga_ for rewawmg patient records and documents.
*Zone 6 INJECTION SITE: f is'a restricted aréa and it Is use for the administration of
radioisotope to'the patient's. Also it is use for the patient waiting time before the
_ image acquisition.
»Zone?;  READING ROOM: A non radxoactsve area However it is not considered a
restricted area,
«Zone'§:  REST ROOM: Ared designated for the use of Ngclear Medicine pahents

. :Locatlon of. adjacent rocms {e.g., office, flie foilet, cioset haiway) indicate whether the room
isa reatrmteﬁ ar: unrestnct&d ared as deflﬂeci m m CF R 20 1003, and

comparny engmeers

Equipment avaitable at the focation where radicactive material will be used:

A description uf ,fﬁé équi;’n"mént}évailahié"s;"t- .t’hsjl'aééffbr'ﬁi' wﬁéré ‘raz'ﬁcéa‘bﬁ&fe‘ 'matén‘éi 'Wiit ba used;

*  Survey Meter“_ The external pancake grobie is Used to check hands, clothing, floors, furniture,
equipment, and package surfaces for contamination. Survey Meter with Pancake GM Probe
{Model 14C), monitors afpha beta and gamma rays. It has five counting sca@s(x(} 1, x1, x10,
:m 00, xsoao)

xtand&d measwemant range and computer 'mmpat;bskty provrde sstatex,ﬂmewart performance
ﬁ}r PET pharmacses,_chemxstry Iabarator s or cﬁntcs, The Atamiab 3(}0 prowdeq fasi accuraie
radn:muc u:fe actwt

-repraqrammed by the usezr 'for a des:red zwﬁope Actmty is dzs;:fayed on a LE{} readoul in
. gither Curie or Becquerel units. Background correction and zero adjustment are performed at
" the'touch of & ‘hutton. Range selection’is aufomatic, This msirum&nt will Ba caverad by dose
1 ' calibrator shislding rings of 2" lead thick.
v Wipe Counter: Wil be used fo- measure surface contamination levels in areas where
radiopharaceuticals are used.
* Fimbadegs: The Landauer company will supply the filmbadges (whole body and ring) for the
persanngi of the San Patricio MR & CT Center. . S
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»  L-Block Shield: Used fcr rec:ewmg and preparing umt doses af thh«Pnej‘gy radmnuc ides. It
_:’contams a 1.5 inch thick lead shielding:in front,-and 1 inch thick lead in the base. A lead brick
cave is added to provide fateral shielding around the fuiE penmeter of the L-block’s base.

» Sharps ContainerShietd: It is‘use fordisposal of syringes that have been contarminated with
“high' efiergy radionuciides. The shield is constructed of steel and lined with 1 thick {2.5cm)
lead.

ITEM 10.  Radiation Saf&iy?t&gf&m

_Appendm M to NUREG 155 ] am-§
Devciopment and. Other Llcens f L:mxted S'r:opa dated December 1999 We resenve the rzght to’

'upgrade olr survey instrurients as necessarny.”

ol A descr{pt{on of the mstrumemaﬂon

(x(}‘l x1; x10 100, "xwdt))

Material Receipt and Accountabllity:

"Physical inveritories will be conducted at intervals not fo exceed B months, to account for all sealed
sources and devices received and possessed underthe license”

Licernsed materials will bie tracked to ensure accountability, identify when licensed material could be
lost, stalen, or'misplaced,.and ensure tha sion-limits listed on the license are not exceeded.

An inventory is maintained by theaN:uciear e Technology in which is documented the ‘receipt,

use and- d»spasai of radioachva materials. THis info tion is mamtamad inalog book located in the
Hot Lab of the Sar Patricic MRl & CT Center. The log should contain records of amsunts tsed, who
used them and dates of use for each shipment received. Physical inventories are conducted at.
intervals not to exceed 3 months 10 account fof all sealéd sources and devices' receivéd and
possessed under the license.

it is requirement to maintain accurate, timely records of the 1ecemt use, and disposal of radicactive
marenai in itq n nﬁsmqmn Th?"i? remms m u‘# he mmntaaneﬁ by thp A ufhnn?e# !} qer fm‘ at PPH‘-‘J
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“These two devices will be Sent to Landater Company for m
‘momh lf thzs praspectwe evaf* im *shi:;w. : ,ha; ‘ ]

we will peﬁorm a pmspactwe: evaiuaimn and- detem‘:me that unme}nnmred md;wduais are not likely to
recelve, inone year, a radiation dose in excess. of 10% of the'al owable !lmﬁs in 10 CFR Part 20 n
,ordesr to do thrs wewﬁl hava a w‘help hcd‘, fim. &adg@ inthe rficephm st ares {mar the pmmpai'

haitway} and another one lacated in the lunch area fo monitor any exposure o the non radicactive

working persa! nvet (ancqi}ary personnel}.

f th}y 'ex;:iosure' re{m‘rts fOf 'Esi p‘tairiad t)f Stx

*wie wifl mmmtar mcfmduas ihdt
section entitled ‘Radiation 8¢
‘Caﬁschdated Gwdanf,e atm :

‘Safe Use 6T R aamuc;mesanesmargemp rocedures:

}‘We hava ﬁeveiaped and mamtam nmcecfwas for Qafe Use of radxonuchdm aﬁd emprreﬂc;es

“We will survey our faclity and maintain -contamination- levels in accordancp with the suwvey
frequenmes and contamination iaveks publishiéd in Appendzx Qo ’\JUREG 1556 Vol. 7, 'ngram—
Specific Guidance-About Academic. Research and Development, -and Othee Ltcenaes of Limited
Scops," dated meﬂember 1699.

Lc&k tests wm be performed at the inierva?s approved by NRC cr sn Agreement Stale and specmed

Appe’ndlx R o NLJREG~1556 Voi ? "Can«:otzdated Gmdance abcut Matenafs Lu,an ngran»
Spetific Guidance -About ﬁcadem:t; ‘Research and: ‘Development, and Other Ticensees ‘of Limited
Scope,’ dated December 16897 "

mmbee‘ radsonuchdes and actmty

if-ayailable, use 3. suwey ‘matar tomenitar exposure,

Prepare a separate wipe sample (e.g., colton swab or filter: riaper} for edch source;
Number @ach’ ‘wipe to correlate with et G information for 8ach source.

Wipe the fost accessible area’ bt not directly fram the gurface of g source’ where
contamination weld accumulate if the sealed source werg leaking.

- Select an instrurient that is senisitive enotigh fo detéct 185 becdugrets (0,0QS.micrﬁﬁﬁﬁe)
czf the Radmnuc u:fes anr} engure that its caixbratton i current, ;

o

vate’ o/Z4/40U0  1IMe: 4:714.5U FvI ragesoriys
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« Usingthe selected instrument, c.c)unt and record background count rate.
« Calculate efficieéncy.

For example: [{cpm from std) - {com- from bkq] = efficiency in- cpmfuc:a
actwvty of std i uCi:

where: ‘cpm = counts per minute
std = standard
‘bkg = background
uCi = Micro curie

« Count earh w;pe sampie determme net cﬁunt rate N

efﬁclency i c,pmf uCi

+ -Sign and date the list of sources; data and calculaticns. Retain records for 3 years (10 CFR
20: 21{53(3)) _____

w Wihe wipe test actw;ty is 185 Bq ({3 BE)S pCr) or greater nstrfy the RoO 50 that the source
can be withdrawn from use and d;sposed of propeﬂy

« Also notify NRC
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ITEM 11. ‘Waste..wianagemedi:

"We will use the Decay In-Storage madel waste: pmcadure% that are published in Appendax Tto

NUREG-1556, Vol 7, ‘Program-Specific: Guidance About: Acadefnic, Research and
Development, and Other Licenses of Limited Scope;’ dated December 1999,

‘Model Waste Management Procedures:

General Guidelines

4 A reference SOUrce: used for equnpment cahbratmn wiil be: shspped back to the company for'

sroper disposal procedures Wheh ever 3 new one 15 ‘purchase,

= All radioactivity. labels must be defaced .or removed from containers and packages. prior to

disposal In in-house waste.
" .Remmd em;ﬁayee&,t-haf-non~radfeactw_éfwaste such a8 lefidver reagants, hoxds, and packing

= :OCC&SiOﬁd"y momfor ail chadures {0 ens .e 1hat rad:aactsve waste ls not created unnecessarly,
_Rewaw ail new procadures to ensure that waste is handléd n 3 mannér consistent with

".!n ali cases ‘eonsider “the Pnnre lmpact of Variolus waﬁahle dssposal routes, Conssdw'

’occupanonal and publfc exposure 1o radiation; oth r’haz.ards'@assmma&,d with the matpna? and
routes of dl%posal(ag Aaxicity, rarcmogemmty, pathagemcw,ﬂammabmty) and axXpanse:-

= Holusekaepirig staff shcutd be provided ‘adeguate training to ‘avoid the pmsxbthty of
unautharized disposal orexposure of these individuals to radioactive materials of to radiation.

Procedure for disposal by Décay-in-Storage (DIS):

« The syrmge used far the admrmsfrateon af FDG 35 stored in the: racixoar:nve waste area inside the
Hot Lab fo be return to- the radiopharmacy: for. proper disposal pmredurm 1t can also be keptin
the radioactive storagé ares for decay and dispased as regular biohazérd trash.

« Shori-lived waste should be segregated from long-lived-waste (half-life greater than 120 days).

= Waste should be stored in suitable well-marked containers, and the containers should provide
adequate smeldmg

* Liguid and solid wastes must be stored separately

= When the container is fofl, it should be' sealed. The sealed container should be identified with a

tabel affixed or attached to it. :
g T% e ;dent:f cat;on abei shcuid mc!ud& the date whpn thﬂ coniamarwas sealad the Fongast

wati have transpnred anci the fnmats of the mdmdual who sealed the contamer The contamer
‘should be transferred to the DIS area,

* The contents of the container should be allowed to decay for at least 10 half-lives of the

Jongest-ived. radtmqotepe in the container, .

UAIR, 8/44/ZUUD 1IME 414 3U Fivi rage 1u ot is
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Prior to disposal as ordinary trash, each container should be monitored as follows:

i the suweys mdsca{e no reszg:iua rad

Survey the contents of each oontamer ina [ow barkgmund ared { fess than 0.05 millirems per'
hiour).

Remove any shieid ing frcm around. the confamer
Memfar ai! surfaces of the mntamer _ _

R4 fary trash 'onlyilf’the surveys of the conten t;, mdu,ate na nes:dual
indistinguishable from. backgmund

1 h‘ the sur\feys :ﬁdlcaie résidual radioactmty ‘return the container to D!S area and contact the

RSO for further instructions.
ivity, fecord The date when the container was sealed,
ed. materal, gloves, efc.), survey instrument

A:used and the mma}s cn‘ the mdmduai performing surveys and disposing of the waste.

ﬁ_‘\
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SAN PATRICIO.MRI & CT CENTER.

SEALED SOURCE INVENTORY

Cef3a-88
SIN 270
Rederence dats: OSI0BHE"
Activity: 55 MBg [* 48 wGh)

| GaiGa-%

| i 8536,

] iRefgerericé date: DEIOGIGE
Activity: 45-MBg (192 w0y

:%‘Gba;%
| 8mr55ds
| Beterence date: DEIORDE

Co-57

| smet1ti7gae
Refdrence date: May (105

CBABT
SN 11440158

Reference date: May 108

Activig: 45 M8 {1.22 B 1 Ack 585 1inGs (20001 MBg) AGTIDE CCLTTOIE): | midal
inventory. | L Test {mihi 1m Gnventory  f UTest [ aifihd Ui fventory. | LTest | mB#Etm | dnventory | LTest | mBirtm | freentary | LTest | mbmeim

Jakmen "M SIUUS IIA 101 RC/G-N7a-/9/ ODUCRDIE 7 “IAl ODUBWR L "I Tuod-d

WA NCIRLE BWEL QNNZR7/R 818N

/1 1051 3bex
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Radioactive Waste Disposal Record
-\_ { Form Disposal by Decay-in-Storage}
San Patricio MRI:& PET-CT CT-Center.
Radiation Levels Readlings {mRéhr).

i_fuwey nstrurrﬂntem | Model: 14C | $(N: 214778
(M Probe; | Model: 44-9 | SIN: PR-225220

hote: Radioactive waste material must be retajned for at least 10 hatf lives of the longest nalf lived aso*.ope ﬂriof ta: ctxsmosal of waste material.in the
nan radicactive frash if the radiation survey shows s radiation level mdxstmgu:shable from background

Jafme "M SIUUBMA N 01 QC/G-N7Q-/Q/ DODUCNDIET 'iAl ODUBUSL UM [UI0I-

A NS k6 BWIT QNNZiH7ZIQ B1en

st 10 ¢l afied
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Radiation Safety Program
Material Receaipt and Accountability:

ITEM 10.

i

e
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_ Packaye Receipt and Monitor Rercord
T San Patricio MRI & PET-CT Center

ISO.CHEMICAL:  1.F18(FDG}~  VENDOR: f.international Cyclotron ' Model SIN
' 2. Rd68 2. Bristol-Myers Squibb Mater GM | 13C e
3. Co57 Probe GM | 44 PR-225220
4.Cs 137 W.Counter | 1051 4215607
o _ Trigger fimits forboth are
5. By 133 MefarBkg: . . . mbithr . - '
' Well Caunter BKy: B
R/S: Receiving the package / Shipping the package back — —_dgm

JafMmeT M SIUUSM JIN 01 RCJC-NZQ-/R/ ODUCNDBIRT "I ORUBUIS L "IN WOoI-

A NS 1 b Wl QNNZ /b7 /9 31er

7110 /1 aben




