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Mrs. Elizabeth Ulrich 
Commercial and R&D Branch 
Division of Nuclear Materials Safety 
Region I . 
King of Prussia, Pensyivania 19406 

Mr. Humberto O. Quintana, M.D. 

Nuclear Medicine Inc. 

P.O. Box 6480 

Santa Rosa Unit 

Bayamon, Puerto Rico 00960-9005 


KAROIO NUCLEAR INC., REQUEST FOR A NEW MATERIAL LICENSE 

Please evaluate the following documents for the application for a new materi!:.1 license 
for the facility Kardio Nuclear located at Hospital San Carlos de Borromeo. 1st Floor, 
550 Concepci6n Vera Ayala Street, Moca, Puerto Rico . 

. Enclose is the Application for Material License, the Infonnation Check list and the 
corresponding attachments for each item of this application According to NUREG 1556, 
VOL.9 Rev 2. Also a copy of the check list infonnation for the Application for Material 
License items 5 through 11 and Items 7 through 11 on NRC Form 313. 

Please contact me for any additional information at phone number (939) 717-1959 
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__ 

APPROVED BY OMB: :150-0120 	 EXPIRES: 313112012NRC FORM 313 U.S. NUCLEAI 3ULATORY COMMISSION 
(3-2009) '.....,

Estimated burden per response to comply with this mandatory collection request 4.310 CFR 30, 32. 33, 
hours. Submittal of the aCfliC3tion is necessary to detellTline that the applicant is34,35. 36, 39, IWld 40 !lualified and that adequa procedures exist to protect the public health and safety. 

APPLICATION FOR MATERIALS LICENSE 


Send comments ~rding burden estimate to the Records and FOIAIPrivacy Services 
Blanch (T-5 F53), .5. Nuclear Regulatory Commission, Washington, DC 20555-0001, 
or by internet e-mail to infocollects.resource@nrc.gov, and to the Desk Officer, Office of 
Information and Regulatory Affairs, NE013-10202, (31SO-n120), Office of Management 
and Budget, Washington, DC 20503. If a means used to impose an infolJTlation 
collection does not display a currently valid OMB control number, the NRC may not 
conduct or sponsor, and a person is not requinld to respond to. the infollTlation 
collection. 

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRlCTIONS FOR COMPLETING APPLICATION. 

SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIE[ BELOW. 


APPUCAllON FOR DlSlRIBUTION OF EXEIIPT PRODUCTS FILE APPUCAll0NS WITH: 

OFFICE OF FEDf'RAl. & STATE MATERIALS AND 
ENVIRONMENTAL MANAGEMENT PROGRAMS 
DMSION OF MA'rERlALS SAFETY AND STATE AGREEMENTS 
U.S. NUCLEAR REGULATORY COMMISSION 

WASHINGTON, DC 20555-0001 


ALL OTHER PERSONS RLE APPUCAllONS AS FOllOWS: 

IF YOU ARE LOCATED IN: 

AI.ABAIIA, CONNECTICUT, DElAWARE, DISTRICTOF COLUMBIA, FLORIDA, GEORGIA, 
KENTUCKY, IIAINE, IllARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, 
NEW YORK. NORTH CAROUNA, PENNSYLVANIA, PUERlO RICO, RHODE ISLAND, SOUTH 
CAROUNA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA, 
SEND APPUCAllONS 10: 

LICENSING ASSISTANCE TEAM 

DMSION OF NUCLEAR MATERIALS SAFETY 

U.S. NUCLEAR REGULATORY COMMISSION. REGION I 

475 ALLENDALE ROAD 

KING OF PRUSSIA, PA 194()6.1415 


IF YOU ARE LOCATED IN: 

IWNOI5,INIlIANA.IOWA, MICHIGAN, MINNESOTA, MISSOURI., OHIO, OR WISCONSIN, SEJI) 
A.PPLlCA1l0NS 10: 

MATERIALS LICENSING BRANCH 
U.S. NUCLEAR REGULATORY COMMISSION, REGION III 

2443 WARRENVIlLE ROAD, SUITE 210 

USLE, IL 50532-435.2 


AlASKA, ARIZONA, ARKANSAs, CAlIFORNIA, COLORJ'DO, HAWAII, IDAHO, KANSAs, 
LOUISIANA, MISSISSIPPI. MONTANA, NEBRASKA, NEl/ADA, NEW MEXICO, NORTH 
DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUSTTERRITORlE5, SOUTH DAKOTA, TEXAS, 
UTAH, WASHINGTON, OR WYOMING, SEND APPLlCAlllONS 10: 

NUCLEAR MATERIALS LICENSING BRANCH 
U.S. NUCLEAR REGULATORY COMMISSION, REGION IV 

612 E. LAMAR BOULEVARD, SUITE 400 

ARLINGTON, 1)( 76011-4125 


PERSONS LOCATED IN AGREEIIENT STATES SEND APPLlCA110NS 10 THE U.s. NUCLEAR REGULA lORY COMMISSION ONLY IF THEY WISH 10 POSSESS AND USE UCENSED 
IlATERIAL IN STATES SUBJECT 10 U.S.NUCLEAR REGULAlORY COMMISSION JlJRISDIC11ONs. 

1. 	THIS IS AN APPLICATION FOR (Checkapproprialeilem) 

NEWUCENSE[{] A 

C AMENOMENT TO UCENSE NUMBER B. 

D C. RENEWAL OF UCENSE NUMBER 

3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED 

Kanlio nuclear, Inc-
Hospital San Carlos De Borromeo 
ler piso calle Concepcion Vera Ayala 550 
Moca, PR 00676 

2. NAME AND MAILING ADDRESS OF APPLICANT (lncfude ZlP code) 

Dr. Humberto Quintana 
POBox 6480 
Bayamon, Puerto Rico 00960-9005 

4. NAME OF PERSON TO BE CONTACTED ASOUTTHIS APPLICATION 

lA· ~\:x::".~ O. ~..,..;.....~) "-J'-<.c:J.f!4V' 
•CQ.V'cLto' -='>h ~~ +he. RQ~Q.~ot"\ c..o~..\ .... \ 
L P r0itt'CA 0 I rc c +:0 v __ _ __._ 
! 	 TElEPHON UMBER 

(939) 717-1959II. 
SUBMIT ITEMS 5 THROUGH 11 ON 6-112 X 11" PAPER THE TYPE AND SCOPE OF INFORMA1l0N TO BE PROVIDEO IS DESCRIBED IN THE LICENSE APPLICATION GUIDE. 

5. RADIOACTIVE MATERIAL 
a. 	EIemenlIWld mass number, b. chemical andIor physical faro; and c. maOOrrn.m IIITIOUlt 

wtidl will be possessed at any onetime. S~tN:.nt 1.. 
7. 	INDMDUAI.(S) RESPONSIBLE FOR AADIATION SAFETY PROGRAM AND THEIR 

TRAINING EXPERIENCE. Sc.c. ~HQ;c.b. t'\'t e h-:t 1­
9. FACIUTIES AND EQUIPMENT. 

.......'5 C'c.. A-+\-Q.c.~"" 'C: n+

I-- ­

11. WASTE MANAGEMENT. 
Sc:c A-+h2cl-.. W\"e-t\.-t ~ --"".. ..- ­-----~ 

6. PURPOSE(S) FOR WHICH UCENSED MATERIAl. WILL BE USED. 

...... Sf! 'C.! A 4 'a...c.,h~V\.-+ !1­
8. TRAINING FOR INDMDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS. 

~_..A::-ti~~m, .....+ ~ 
10. AADIATION SAFETY PROGRAM. 

s.1:..C!. ~vn'en+1.. -
12 	UCENSE FEES (See 10 CFR 170 and Sedion 170.31) 

FEE CATEGORY 7C I='~E~~~?OO.OO 
13. CERTIFICATION. (Must be rompIeled by applicant) THE APPLICANT UNDERSTANDS THAT ALl STATEMENTS AND REPRESENTAllONS MADE IN llflSAPPLlCAllON ARE BINDING 
UPON THE APPLICANT. 

THE APPLICANT AND AHY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERllFY THAT THIS APPLICATION IS PREPARED IN 
CONFORMITY WITH 11TLE 10, CDOE OF FEDERAl. REGULAll0NS. PARTS 30, 32. 33, 34, 35, 36, 39, AND 40, AND THAT ALliNFORMA11ON CONTANED HEREIN IS TRUE AND 
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BaEF. 

WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1945 62 STAT. 749 MAKES IT A CRIMINAL OFFEN~~ A WIlLFULLY FAlSE STATEMENT OR REPRESENTAllON 10 
AHY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO AHY MATTER WITHIN ITS JURISDIC1l0 __ ____ ~_~__ 

CERTIFYINGOFFICER TYPEOIPRINTEDNAMEANDnn.E 	 1~IbI'lAIU(/~ ,"".- ~ 
Dr. Humberto O. Quintana lrazola RCPD 	 12103120091J4?, 

FOR NRC USE O~ --..... 

'''ENID [a£OK~' I~-
_~_ 

IDATE 
i 

I 

I 


TYPE OF FEE IFEELOO IF:CATEGOR~ [ 
I 	 Is 

APPROVED BY 

NRC FORM 313 (3-2C09) 	 PRINTED ON RECYCLED PAPER 

NRC FORM 313 U.S. NUCLEAI 3ULATORY COMMISSION APPROVED BY OMB: :150-0120 EXPIRES: 313112012 
(3-2009) '....., 
10 CFR 30, 32. 33, Estimated burden per response to comply with this mandatory collection request 4.3 

34,35. 36, 39, IWld 40 hours. Submittal of the aCfliC3tion is necessary to detellTline that the applicant is 
!lualified and that adequa procedures exist to protect the public health and safety. 
Send comments ~rding burden estimate to the Records and FOIAIPrivacy Services 
Blanch (T-5 F53), .5. Nuclear Regulatory Commission, Washington, DC 20555-0001, 

APPLICATION FOR MATERIALS LICENSE 
or by internet e-mail to infocollects.resource@nrc.gov, and to the Desk Officer, Office of 
Information and Regulatory Affairs, NE013-10202, (31SO-n120), Office of Management 
and Budget, Washington, DC 20503. If a means used to impose an infolJTlation 
collection does not display a currently valid OMB control number, the NRC may not 
conduct or sponsor, and a person is not requinld to respond to. the infollTlation 
collection. 

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

APPUCAllON FOR DlSlRIBUTION OF EXEIIPT PRODUCTS FILE APPUCAll0NS WITH: IF YOU ARE LOCATED IN: 

OFFICE OF FEDf'RAl. & STATE MATERIALS AND IWNOI5,INIlIANA.IOWA, MICHIGAN, MINNESOTA, MISSOURI., OHIO, OR WISCONSIN, SEJI) 

ENVIRONMENTAL MANAGEMENT PROGRAMS A.PPLlCA1l0NS 10: 

DMSION OF MA'rERlALS SAFETY AND STATE AGREEMENTS 
U.S. NUCLEAR REGULATORY COMMISSION 
WASHINGTON, DC 20555-0001 

MATERIALS LICENSING BRANCH 
U.S. NUCLEAR REGULATORY COMMISSION, REGION III 

ALL OTHER PERSONS RLE APPUCAllONS AS FOllOWS: 2443 WARRENVIlLE ROAD, SUITE 210 
USLE, IL 50532-435.2 

IF YOU ARE LOCATED IN: 

AI.ABAIIA, CONNECTICUT, DElAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA, AlASKA, ARIZONA, ARKANSAs, CAlIFORNIA, COLORJ'DO, HAWAII, IDAHO, KANSAs, 
KENTUCKY, IIAINE, IllARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, LOUISIANA, MISSISSIPPI. MONTANA, NEBRASKA, NEl/ADA, NEW MEXICO, NORTH 
NEW YORK. NORTH CAROUNA, PENNSYLVANIA, PUERlO RICO, RHODE ISLAND, SOUTH DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUSTTERRITORlE5, SOUTH DAKOTA, TEXAS, 

CAROUNA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA, UTAH, WASHINGTON, OR WYOMING, SEND APPLlCAlllONS 10: 

SEND APPUCAllONS 10: 

LICENSING ASSISTANCE TEAM NUCLEAR MATERIALS LICENSING BRANCH 
DMSION OF NUCLEAR MATERIALS SAFETY U.S. NUCLEAR REGULATORY COMMISSION, REGION IV 
U.S. NUCLEAR REGULATORY COMMISSION. REGION I 612 E. LAMAR BOULEVARD, SUITE 400 
475 ALLENDAlE ROAD ARLINGTON, 1)( 76011-4125 
KING OF PRUSSIA, PA 194()6.1415 

PERSONS LOCATED IN AGREEIIENT STATES SEND APPLlCA110NS 10 THE U.s. NUCLEAR REGULA lORY COMMISSION ONLY IF THEY WISH 10 POSSESS AND USE UCENSED 
IlATERIAL IN STATES SUBJECT 10 U.S.NUCLEAR REGULAlORY COMMISSION JlJRISDIC11ONs. 

1. THIS IS AN APPLICATION FOR (Checkapproprialeilem) 2. NAME AND MAILING ADDRESS OF APPLICANT (lncfude ZlP code) 

[{] A NEWUCENSE Dr. Humberto Quintana 

C B. AMENOMENT TO UCENSE NUMBER POBox 6480 

D 
Bayamon, Puerto Rico 00960-9005 

C. RENEWAL OF UCENSE NUMBER 

3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED 4. NAME OF PERSON TO BE CONTACTED ASOUTTHIS APPLICATION 

Kanlio nuclear, Inc- lA· ~\:x::".~ O. ~..,..;.....~) "-J'-<.c:J.f!4V' 

Hospital San Carlos De Borromeo 
• CQ.V'cLto' -='>h ~ ~ +he. RQ~Q.~ot"\ c..o~..\ .... \ 
L P r0itt'CA 0 I rc c +:0 v __ _ __ ._ 

ler piso calle Concepcion Vera Ayala 550 ! TElEPHON UMBER 

Moca, PR 00676 
II. (939) 717-1959 

SUBMIT ITEMS 5 THROUGH 11 ON 6-112 X 11" PAPER THE TYPE AND SCOPE OF INFORMA1l0N TO BE PROVIDEO IS DESCRIBED IN THE LICENSE APPLICATION GUIDE. 

5. RADIOACTIVE MATERIAL 
a. EIemenlIWld mass number, b. chemical andIor physical faro; and c. maOOrrn.m IIITIOUlt 6. PURPOSE(S) FOR WHICH UCENSED MATERIAl. WILL BE USED. 

wtidl will be possessed at any onetime. S~tN:.nt 1.. ...... Sf! 'C.! A 4 'a...c.,h~V\.-+ !1-
7. INDMDUAI.(S) RESPONSIBLE FOR AADIATION SAFETY PROGRAM AND THEIR 

8. TRAINING FOR INDMDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS. TRAINING EXPERIENCE. Sc.c. ~H Q;c.b. t'\'t e h-:t 1- ~_..A::-ti~~m, ..... + ~ 
9. FACIUTIES AND EQUIPMENT. 

A-+\-Q.c.~"" 'C: n+ 
10. AADIATION SAFETY PROGRAM. 

~vn'en+1.. I--- ....... '5 C'c.. s.1:..C!. '-
11. WASTE MANAGEMENT. 

12 UCENSE FEES (See 10 CFR 170 and Sedion 170.31) 

Sc:c A-+h2cl-.. W\"e-t\.-t ~ FEE CATEGORY 7C I ='~E~~~?OO.OO --"" .. -----~ .. --
13. CERTIFICATION. (Must be rompIeled by applicant) THE APPLICANT UNDERSTANDS THAT ALl STATEMENTS AND REPRESENT AllONS MADE IN llflSAPPLlCAllON ARE BINDING 
UPON THE APPLICANT. 

THE APPLICANT AND AHY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERllFY THAT THIS APPLICATION IS PREPARED IN 
CONFORMITY WITH 11TLE 10, CDOE OF FEDERAl. REGULAll0NS. PARTS 30, 32. 33, 34, 35, 36, 39, AND 40, AND THAT ALliNFORMA11ON CONTANED HEREIN IS TRUE AND 
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BaEF. 

WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1945 62 STAT, 749 MAKES IT A CRIMINAL OFFEN~~ A WIlLFULLY FAlSE STATEMENT OR REPRESENTAllON 10 
AHY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO AHY MATTER WITHIN ITS JURISDIC1l0 __ ____ ~_~ __ 

CERTIFYING OFFICER - TYPEOIPRINTED NAME AND nn.E I Sgu.,TU, //L~~"....& I DATE 

Dr. Humberto O. Quintana lrazola RCPD 1J4?, 1210312009 

FOR NRC USE O~ 
----~--~--..... 
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DEC-3-2009 17:~:;0 FROM:PRoTECCION RADIOLOGI 787 764 6889 TO: 7877986590 

Information Check list for the Application for Material License items 5 through 11 of 
NRC Form 313 

Attachment 1 

ITEM 5 & ITEM 6. Radioactive Mate,ljal and Purpose: 

DEC-3-2009 17:~:;0 FROM:PRoTECCION RADIOLOGI 787 764 6889 TO: 7877986590 

Information Check list for the Application for Material License items 5 through 11 of 
NRC Form 313 

Attachment 1 

ITEM 5 & ITEM 6. Radioactive Mate,ljal and Purpose: 



DEC-3-2009 17: =:0 FROM: PROTECCION RADIOLOGI 787 764 6889 TO: 7877986590 

f~nuclide )!Model ···..···1 7--·.··--·'----·~ i 
I I'N ) 'I ,( I-..··-feY'PrOCluct rnat~~~i,·..=:=".tS~I;ci;~urce or ;fe;~'!.l ~nii~~;~~Y"brachythe~apy pr~c;'du;;··"'="·"~"'=;j 

!permitted by JCManufacturer:1 :,permitted by 10 eFR 35,400c ~ 
:10 eFR 35.400 il:l 	 :1 

l(Radionuclide ) :jModel 
I 

i! ~I 	 :r	 l 

r-IStrontl,um-90 '!~:~ied soorre'~ d~~k;:!_' ';;iili~rles ~rlTreatment of'~u~;ft~ial;Y; oondit;on~'
i 	 'l(Manufacturer::. :,using an applicator distributed 
i :i :! !lpursuant to 10 eFR 32.74 and . 
! ,!Model :1 :Ipermitted by 10 CFR 35.400. 

/" __....., __._,.., 	 ~.LJ____. !!, ., ".~_"_._....,L.. _, _______. ___._'!No. 	 .. ,, ~"."...., '--------;1 
!Byproduct materiel :~Sealed source or devicel--per source ilDiagnostiC medical use of sealed 
lpermiHed by :f(Manufacturerland :!sources permitted by 10 CFR 35,500 in 
i10 CFR 35.500:! :1 ;!compatible devices regis;tered pursuant; 
lCh.eck all that apply: ::Model .icuries total i!to 10 CFR 30.32(g). : 
:= Gd-153"No. ) :i 

'IIW, I 	 . 
:enl-125;1 ,:j j 

,I im Other, describei :!1 ~ 
1 , ___ I ....L.. ,,,,,,,-",,,-,-,, ' J " ....,,,-"-___= ..J..---..,,.,,,.... ..........-.....".........." ....,"~,.,. I ,......, .....--'!'r llridium-192 ISealed source or device·t c.uries per!One source for medical use permitted .~ 
I! 1(Manufecturer!sourc:e and !by 10 CFR 35.600, in a Manufacturer!! : I .1 I Model No. r 
. ! IModel ~ curies total irem,ote afterloading ~~Chyt~er~py f 

: I·NO. '!!ldeVI~. One source In its shipping i 
1: 	 It Icontainer as necessary for 

Itlreplacementof the source in the 1 

i I ,t :!remote afterloader devio8!. i 
~ 	 ! : J ,I f 
, 	 \ 'J 'J', I 

l
i~~Cobalt-60-~ ~. .[S~Ie"d '~~r~'~;:-de~ic$:!Curi";-per :i6~~~~'~~e for medi;;iuse permMed""'! 

I(Manufacturer :!source and 'iby 
i :li10 CFR 35.600, in a Mnufacturer I 

! ! .iModel ' ii_curies total! Model No. ! 
; 	 ! :INo. ~! ~i " 

! ·1 il :lteletherapy unit Or)e source in its!
! :1 :i i.:ShiPPin9 container as necessary for :.11

I :j' ii :;replaoement 0: the source in the •. 
! . :1 :teletherapy umt. . 

I . ;; iIi .,!-...·""fC~'b~It=6-0----_\_.. =-"'..JS~~I~d sOU~~~~ d'e~iceiLcUri~p; :fFor m~i~al ~s~'Permitted'by 10 CFR -', 
I i :1(Manufacturer ;!source and ]]35.600. in a Manufacturer ' 
'! ! :l :::i Model No. 

I 	 'lM d I ". ttl ,I, 	 " 0 e ;i_cunes oa :, _____
! :lNo. ;.: :!stereotactic radiosurgery device_ 'I i .1 ij !ISourceS in the shipping (;ontainer as 

I 
Ii ;: :\necessary for replacement of the 
i ' :isources in the stereotactic 

J i , iiradioSUrgery device. 

L,~"".";."._."",,,-" "" "" " • , ''"-, '~1~.:...:J..t:..II.,UI.I~.:.::::.:':'=-:":',~·'· '., ,••' - -'-~... ........... ... .. ".' 'I,., ." .. . "'I' '. ''';~'.:','~=''"';.::' .,•.•.. ,

j iAny byproduct material :.!Prepackaged kits ;jl_ millicunes :i'n vitro studies. 
·1 !under 10 CFR 31,111 : ;: 

[=~f:~r:;r====jE:-~~~~~:-\~-.!-'r-i~-i""':=;e-=~ra=~=p~~-,.-­
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! :lNo. ;.: :!stereotactic radiosurgery device_ ' I i .1 ij !ISourceS in the shipping (;ontainer as 

I 
Ii ;: :\necessary for replacement of the 
i ' :isources in the stereotactic 

J i , iiradioSUrgery device. 

L,~"".,';."._."""'-" .. ........... ... "" "" " .. ".' 'I,., • ." .. , ',"" '~1~.: ... :J..t:...II.,UI.~·--'- -~ .,~.,. . '., "'I' , •• ' '. ''';~'.:','~=''"';.::' ., •.•.. , - -'-~. 
j iAny byproduct material :.!Prepackaged kits ;jl_ millicunes :i'n vitro studies. 
·1 !under 10 CFR 31,111 : ;: 

[=~f:~r:;r====jE:-~~t;5J~ftr-:~-.!-'~-li~-.~'-'· :=;e=~ra=~=p~:,::-,. --
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-I---. f--.---- J :r--'"="""'" "... --.. 
.. .....I'!""I"'../lr....,..'''~--- ..~''·'''ti---........~.~. ¥ ...:~,_............ __._................~_~l ,., '····"':::.;..:f.:..:.:.::::::.'~·.=':.:~~.':.., .~ .n",____ . ~-~J 


iAny radionuclide In :ISealed source or device:l_ millieuries. :1 For use in a Manufacturer _____ 

!excess of 30 millicuries:!(Manufacturer:l :!Model No. for 

!for use~ in calibration,l il :!calibration and t;hecking of licensee's 

~ranslT'ission. anc! 1Model :j ~!survey instruments. 

!reference sources. List :lNo- :1 :1 


!radlonuclide:;1 ;i:1 . . 

i :l 	 :1 :iPurpose of use: for calIbratIon and --..t:: 99~__rY ,_.."Ur"n~~.d .. __~::!~~n,!~iC,.:~~_._ 
jAmeridum-241 :iSealed source or devicetf- millicuries ~1U$e as an anatomical marker. 
I 	 :i(Manufacturer ;iper source and :1i " 	 ". 
! 	 :[Model :I! millicuries:1 
~!No. 	 ) :total ~iI 	 . . . " .............""".,,.... ............. . .""'--"""'"'-i 


1
--jPfUtomum(p-;:rncip~f~-Tsea'ed sources l--m'illicuries :!As a component of Manufact~rer 

jradiOnuclide PIJ-238) :l :Iper: Model tlolo_ 
: :! :isource and:1 , nuclear·powered cardiacI I :i ~! !Ipacemakers for clinical Elvaluation in 

I 	!: :!_grams total :llaceOrdance 
! :l! ;with manufacturer's protocol 
! :; .1 ~Idated. This authorization ' I :! I ;lincludes: follow-up, exp\antation, . 

_m ___ • ____._ ••_.__ __L.-"".L. ""~.". .1. ----.""=.~~=~,~,.=,.,.--.I .... __ . ..... . ...__:lr~~.~~~iSP.~-~~I!an~. ~~pla~~!!~~,:-=--:
! Iili 	 !Other: i '11 

:1 ! 
jCobalt -57iForm or Manufacturer: :!.§...QQ millicuries :IPurpose of use: for instrument :,
i :i'sotope Products:1 :Icalibration. ' 
! :[Laboratories J :1 
! ::Model No. :1 :1
i :i 	 ii:1
' ; 	 '1,'j :,' 
!CeSIUm -137 ;!Form or Manufacturer: i!O.20QmilliCUliesiIPurpose of use: for instnlm..ent 
! :!180t008 Products:1 ::calibratiof'l. 
• .: 	 '3': 

ilLaboratgries ii :j
i:ModelNo :, :. 
I 	 :!·:t " 
, ,1 .!' 

I 'I :,' 

I :! 	 : 
i :1 	 :1. 
I: 	:1' 
lBarium-133 ;;Form or Manufacturer: :i.Q.l§QmilliCUrieS:/'Purpose of use: for instrument 

i. 	 ! :ils.Qtope Products:j : calibration. 
liLaboratOries :1 ;I	 1 ;iModel No. :1 il' : H ~ 

. 	 I 'I :!:II	 i :I :1 ~,l_.....L ___.. _________=-} -	 ... :j :! 
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-I ---. f--.---- J :r--'"~' "... --.. 
.. ..... I'!""I"' .. /lr .. .., .. '''~--- .. ~''.'''ti---........ ~.~. ¥ ... :~,_ ............ __ ._ ................ ~_~l ,., '····"':::.;..:f.:..:.:.::::::.'~·.=':.:~~.': .. '= .. n,., ____ • .~_~~ 

iAny radionuclide In :ISealed source or device:l_ millieuries. :1 For use in a Manufacturer ____ _ 
!excess of 30 millicuries :!(Manufacturer:l :!Model No. for 
!for use~ in calibration,l il :!calibration and t;hecking of licensee's 
~ranslT'ission. anc! 1Model :j ~!survey instruments. 
!reference sources. List :lNo- :1 :1 

!radlonuclide:;1 ;i:1 . . 
i :l :1 :iPurpose of use: for calIbratIon and 

--r:~~"~ 99~r_" .. 'U r,,~~ j~en'!.'~~~~~~_._ .. __ ~: 
jAmeridum-241 :iSealed source or devicetf- millicuries ~1U$e as an anatomical marker. 
I :i(Manufacturer ;iper source and :1 i " ". 
! :[Model :I! millicuries:1 
~!No. ) : total ~i I . . . ,' ............. ,.......... . ............ ~.~ __ ......, 

1
--jPfUtomum(p-;:rncip~f~-Tsea'ed sources l--m'illicuries : As a component of Manufacturer 

jradiOnuclide PIJ-238) :( :fper: Model tlolo_ 
: :! :Isource and nuclear· powered cardiac I I :i ~!: pacemakers for clinical Elvaluation in 

I !: :!_ grams total :laceOrdance 
! :l! ; with manufacturer's protocol 
! :; ,I ~Idated. This authorization I :! I ;lincludes: follow-up, exp\antation, . 

~'-'.-'r".L ... __ ... ___ ._ ..... __ ""~.". __ .1. ----.""=.~~=~,~,.=,.,.--.I .... __ . ..... . ... --!lr~~.~~~iSP.~_~~I!an~. ~~pla~~!!~~,:-=--: 
! Iili IOther:j '11 :1 ! 

jCobalt -57iForm or Manufacturer: :!.§...QQ millicuries :IPurpose of use: for instrument :, 
i :i'sotope Products:1 :Icalibration. ' 
! :[Laboratories J :1 
! ::Model No. :1 :1 
i :i ii!1 
' ; '1, 'j :,' 
!CeSIUm -137 ;!Form or Manufacturer: i!O.20QmilliCUliesiIPurpose of use: for instnlm..ent 
! :!180t008 Products:1 ::calibratio1'1. 
• .: '3': 

ilLaboratgries ii :j 
i:Model No :, :. 
I :!·:t " 
, ,1 .!' 
I 'I :,' 
I :! : 
i :1 :1. 
I: :1' 

lBarium-133 ;;Form or Manufacturer: :i.Q.l§,QmilliCUrieS~I'Purpose of use: for instrument 

I
i. ! :ils.Qtope Products:j : calibration. 

liLaboratOries :1 ; 

1 ;iModel No. :1 il 

I' : H ~ 
. I 'I :!:I 

i : I : 1 ~, l_ ..... L ___ .. _________ =-) - ... :j :! 

Attachment 2 
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Information for the Application for Material Items 7 through 11 on NRC Form 313: Training & Experience, 
Facilities &Equipment, RadiaHon Protection Program, and Waste Disposal 

Ta,ble C.3 Items 7 through 11 on NRC Form 313: Training & Experience, FacilitiE~ 
& Equipment, Radiation Protection Program, and Waste Disposal 

(Th& checklist is included to the applk;ation and Information is provided separately.) 

Item Number 1Suggested Response Checkbox 
and Title to indicate 

Material 
included in 
application 

Item 7: Radiation For an indMdual previously identified as an RSO on an NRC or Agreement State 

Safety Officer 
 license or permit: 
Name: aMr. Josslan J. Previous license number (if issued by the NRC), or a copy of a license (if issued 

Pagan Lisboa, by an Agreement State). or a copy of a permit (if issued by an NRC maste!' 

RSOon NRC 
 materials licensee) on which the individual was specifically named as the RSO. 
License 

52·31166-01 and 

52-11810..02


'..'....................._...­
For an individual QualifYing under 10 CFR 35. 57(a) (3): 
Documentation that the individual was: 

• the RSO for only the medical uses of accelerator-produced radioactive 
material or discrete sources of Ra-226 included in the definition of 
byproduct material as a result of the EPA.ct; 
• the RSO for the medical uses of these materials before or during the 
effective period of NRC's waiver of August 31, 2005. 

"-~""""~-'-

For an individual qualify;ng under 10 CFR 35.50(a): 

Copy of certification by a specialty board whose certification process has been 
recognized10 by NRC or an Agreement State under 10 CFR 35.50(a). 

-_..._.....--..-----,......_ ..... AND 
Description of the training and experience specified in 10 CFR 35.50(e)"" 
demonstrating thai the proposed RSO is qualified by training in radiation safety. 
regUlatory Issues, and emergency proceaures as applicable to the types of use 
for which the applicant seeks approval of an individual to serve as RSO. 

AND1----..•._""."•••_-_.. .. " .. 

~l 

m 

----;r ­

...­_ 
e!"Wriuen ·attestation, signed by a preceptor RSO, that ""fhe-individual has 


satisfactorily completed training in and experience required for certifk:ation, as 

well as training in radiation safety, regulatory issues, and emergency procedures 

for the types of use for which the licensee seeks approval. and has achieved a 

level of radiation safety knowledge sufficient to function independently as an 
RSO. 

AND 
..",.-~...,,,:-..--.'''..."...~.-.-.. --..-..- " .._-,._....._-_..__.. 	 -- .."~-........­I	H applicable, description of recent related continuing education and experience 

as required by 10 CFR 35.59. .IE 
. 	 , 

Table C.l Jtems 7 through 11 on NRC Fonn 313: Training & Experience, Facilities 
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Information for the Application for Material Items 7 through 11 on NRC Form 313: Training & Experience, 
Facilities & Equipment, RadiaHon Protection Program, and Waste Disposal 

Ta,ble C.3 Items 7 through 11 on NRC Form 313: Training & Experience, FacilitiE~ 
& Equipment, Radiation Protection Program, and Waste Disposal 

(Th& checklist is included to the applk;ation and Information is provided separately.) 

Item Number 1 Suggested Response Checkbox 
and Title to indicate 

Material 
included in 
application 

Item 7: Radiation For an indMdual previously identified as an RSO on an NRC or Agreement State 
Safety Officer license or permit: 
Name: a Mr. Josslan J. Previous license number (if issued by the NRC), or a copy of a license (if issued 
Pagan Lisboa, by an Agreement State). or a copy of a permit (if issued by an NRC maste!' 
RSOon NRC materials licensee) on which the individual was specifically named as the RSO. 
License 
52·31166-01 and 
52-11810..02 

' .. ' ..................... _ ... -
For an individual QualifYing under 10 CFR 35. 57(a) (3): 
Documentation that the individual was: 

• the RSO for only the medical uses of accelerator-produced radioactive ~l 
material or discrete sources of Ra-226 included in the definition of 
byproduct material as a result of the EPA.ct; 
• the RSO for the medical uses of these materials before or during the 
effective period of NRC's waiver of August 31, 2005. 

"-~""""~-'-

For an individual qualify;ng under 10 CFR 35.50(a): 

Copy of certification by a specialty board whose certification process has been m 
recognized10 by NRC or an Agreement State under 10 CFR 35.50(a). 

AND -_ ... _ .. ...--..-----, ...... _ ..... 
Description of the training and experience specified in 10 CFR 35.50(e)"" 

----;r-
demonstrating thai the proposed RSO is qualified by training in radiation safety. 
regUlatory Issues, and emergency proceaures as applicable to the types of use 
for which the applicant seeks approval of an individual to serve as RSO. 

AND ... -1----..•. _""." ••• _-_ .. _ .. " .. 
"Wriuen ·attestation, signed by a preceptor RSO, that ""fhe-individual has e! 
satisfactorily completed training in and experience required for certifk:ation, as 
well as training in radiation safety, regulatory issues, and emergency procedures 
for the types of use for which the licensee seeks approval. and has achieved a 
level of radiation safety knowledge sufficient to function independently as an 
RSO. 

AND 
:-.. --.''' ... " ... ~.-.-.. --.. -.. -.. ",.-~ ... ,,, " .. _-,._ ..... _-_ .. __ .. -- .. "~-........ -I H applicable, description of recent related continuing education and experience 

.IE as required by 10 CFR 35.59. 
. , 

Table C.l Jtems 7 through 11 on NRC Fonn 313: Training & Experience, Facilities 
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&Equipment. Radiadon Protection Program. and Waste Disposal 

(The checklis! is included to the appTicafion and information is provic1ed separate'y.) 


Item Number i Suggested Response Checkbox 
and Title to indicate 

Material 
included In 
application 

For an individual qualifying under 10 CFR 35.5O(b); 

Description of the training and experience specified in 10 CFR 35.50(b) 
demonstrating that the proposed RSO is qualified by training and experience as 
applicable to the types of use for which the applicant seeks approval of an 
individual to serve as RSO. 

AND 
-··'·~-··-·-··.. ---·.. -D-e-sCn-·p-tio-nofth'efrai'iiin·g and' expe-ri-e-nce-s-pecmed'-in-1-0-C-F-R-3-S-.-S0-("-e"-)----+-----e--...­

demonstrating that the proposed RSO is qualified by training in radiation safety, 
regulatory issues, and emergency procedures as applicable to the types of use 
for which the applicant seeks approval of an :individual to serve as RSO. 

AND 
- .....--.----...--.--... "·Writfeii···attestation, signed - by 'a preceptor RSO, ·''''''t..·h-at....,-·''thce----:i-nd''ivCj'd-:-ua-:',..--,-has-+------ "'....·s--,.. 

satisfactorily completec:i the required training and experience specified in 10 CFR 
35.50(b), as well as the training in radiation safety, regulatory issues, and 
emergency procedures for the types of use for which the 
licensee seeks approval, and has achieved a level of radiation safety knowledge 
sufficient to function independently as an RSO. 

AND 
-- Q,.--....-".._--.---- ­ If applicable, description of recent related continuing education and experience 

as required by 1 0 CFR 35.59. 
- .•.•.- ••-'''.--+--::-...;...;;;,.L....;-~~__'_:''--'-'-~:_7''_="'_;___...,:_:::_:=~~_::c::::_;__:_;__;.,__----------,t__----.,''..

For an individual qualifying under 10 CFR 35.50(c)(1): 

Copy of the certification(s) as a medical physioist by a board whose certification &;1: 
process has been recogniZed" by the NRC or an Agreement State under 10 CFR 
35.5 1(a) and description of the experience specified in 10 CFR 35.50(c)(1) 

. demonstrating that the proposed RSO is quaHfied by experience as applicable to 
the types of use for which the applicant seeks approval of an individual to serve 
as RSO. 

AND--.,.,----,----.,-.-1----------------...:...::::.::..=...------.---------+----."....._-­
~ 
tDDescription of the training and experience specified in 10 CFR 35.50(e) 

demonstrating that the proposed RSO is qualified by training in radiation safety. 
regulatory issues, and eme'!jSnCy procedure. a. applicable to the types of use I 
for which the applicant seeks approval of an individual to serve as RSO. 

AND 
.-....--.,-....---,-.......---".-............ -~-..-..•--...- .......__.._---_._- --_._..•_- ---'-'~' 
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Item Number 
and Title 

& Equipment. Radiadon Protection Program. and Waste Disposal 
(The checklis! is included to the appTicafion and information is provic1ed separate'y.) 

i Suggested Response 

For an individual qualifying under 10 CFR 35.5O(b); 

Description of the training and experience specified in 10 CFR 35.50(b) 
demonstrating that the proposed RSO is qualified by training and experience as 
applicable to the types of use for which the applicant seeks approval of an 
individual to serve as RSO. 

Checkbox 
to indicate 
Material 
included In 
application 

AND 
-··'·~-··-·-·· .. ---· .. -D-e-sCn-·p-tio-n ofth'efrai'iiin·g and' expe-ri-e-nce-s-pecmed'-in-1-0-C-F-R-3-S-.-S0-("-e"-) ----+-----e--... -

demonstrating that the proposed RSO is qualified by training in radiation safety, 
regulatory issues, and emergency procedures as applicable to the types of use 
for which the applicant seeks approval of an :individual to serve as RSO. 

AND 
- ..... --.----... --.--... "·Writfeii···attestation, signed - by 'a preceptor RSO, ·''''''t .. ·h-at....,-·''thce----:i-nd''ivCj'd-:-ua-:',..--,-has-+------s--, .. "' .... · 

satisfactorily completec:i the required training and experience specified in 10 CFR 
35.50(b), as well as the training in radiation safety, regulatory issues, and 
emergency procedures for the types of use for which the 
licensee seeks approval, and has achieved a level of radiation safety knowledge 
sufficient to function independently as an RSO. 

AND 
-- Q ,.--.... -" .. _--.----- If applicable, description of recent related continuing education and experience 

as required by 1 0 CFR 35.59. 
- .•.•. - •• -'''.--+--::-...;...;;;,.L....;-~~__'_:''--'-'-~:_7''_="'_;___...,:_:::_:=~~_::c::::_;__:_;__;.,__----------,t__----.,'' .. 

For an individual qualifying under 10 CFR 35.50(c)(1): 

Copy of the certification(s) as a medical physioist by a board whose certification &;1: 
process has been recogniZed" by the NRC or an Agreement State under 10 CFR 
35.5 1(a) and description of the experience specified in 10 CFR 35.50(c)(1) 

. demonstrating that the proposed RSO is quaHfied by experience as applicable to 
the types of use for which the applicant seeks approval of an individual to serve 
as RSO. 

AND --.,.,----,----.,-.-1----------------...:...::::.::..=...------.---------+----." ..... _--

AND 

~ 
tD Description of the training and experience specified in 10 CFR 35.50(e) 

demonstrating that the proposed RSO is qualified by training in radiation safety. 
regulatory issues, and eme'!jSnCy procedure. a. applicable to the types of use I 
for which the applicant seeks approval of an individual to serve as RSO. 

.-.... --.,-.... ---,-....... ---".-............ -~-.. -..• --... - ....... __ .. _---_._- --_._ ..• _- ---'-'~' 
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Table C.3 Items 7 through 11 on NRC Fonn 313: Training & Experience, Facilities 
& Equipment, Radiation Protection Program. and Waste Disposal 

(The check,ist is included to the application and information is provided separately.) 

Item Number 
and Title Suggested Response 

Checkbox 
to 
indicataMate 
rial included 
in 
app.lc~tion 

- ...--~.-....­ ....,",....... 

1-----.........,.....--­.......

--..---­

-.---.. ­..­....... ~.".~ 

_....__.-..._.--_...... 

. 

--........ ~".

f---'---.., .• -----j

Written attestation. Signed by a preceptor RSO. that the individual has 
satisfactorily completed the required training and experience specified for 
certification, as well as training in radiation safety, regulatory issues. and 
emergency procedures for the types of use for \\ ....ich the licensee seeks 
approval, and has achieved a lever of radiation safety knowledge sufficient to 
function independently as an RSO. _ . 

AND -.,,- .....­ ......--.-..-------.-.------......-,---..---,---------­

If applicable, description of recent related continuing education and experience 
as required by 10 CFR. 35.59. 

For an individual qualifying under 10 CFR 3S.S0(c) (2): 

Copy of the licensee's license indicating that the indiVidual is an AU, AMP, or 
ANP identified on the licensee's license and has experience with radiation safety 
aspects of similar types of use of byproduct material for which the applicant 
seeks approval of an individual to serve as RSO. 

AND 

-Oescrii)tiOn""of-thetraliiing'an'd experience specified in 10 CFR 35::-.5~0::-:(·-
demonstrating that the proposed RSO is qualified by training in radiation safely, 
regulatory issues, and emergency procedures as applicable to the types of use 
for which the applicant seeks approval of an individual to serve as RSO. 

AND 

Written attestatton, signed by a preceptor RSO. that the individual has 
satisfactorily completed the requirements in 10 CFR 35.50(0)(2), as well ns 
training in radiation safety, regulatory issues, and emergency procedures for the 
types of use for which the licensee seeks approval, and has achieved a level of 
radiation safety knowledge $ufficient to func:tion independently as an RSO. 

AND 

~ap-plica-b-Ie-.-d-eS'cr-ipt'ion of recenfrefated continuing education -a-n-d-~p·e-rie-nc;e 

as required by 10 eFR 35.59. 

+----------------.-------------+"

-+------------------------------_+_

-------------------------,..----------+----....~-.-,-

EiJ 

if-'--"---i 

QI 

e):-t----;rn""·'r--­

-"---S"-:----­

------I 

------I 
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Item Number 
and Title 

Table C.3 Items 7 through 11 on NRC Fonn 313: Training & Experience, Facilities 
& Equipment, Radiation Protection Program. and Waste Disposal 

(The check,ist is included to the application and information is provided separately.) 

Suggested Response 

Checkbox 
to 
indicataMate 
rial included 
in 
app.lc~tion 

Written attestation. Signed by a preceptor RSO. that the individual has EiJ 
satisfactorily completed the required training and experience specified for 
certification, as well as training in radiation safety, regulatory issues. and 
emergency procedures for the types of use for \\ .... ich the licensee seeks 
approval, and has achieved a lever of radiation safety knowledge sufficient to 
function independently as an RSO. _ . 

AND - ... --~.-.... - .... ,", ....... -.,,- .... - ...... --.-.. -------.-.------...... -,---.. ---,-,----------if-.--.--., 

If applicable, description of recent related continuing education and experience QI 
as required by 10 CFR. 35.59. 

1-----......... , ..... ---....... +----------------.-------------+"------I 
For an individual qualifying under 10 CFR 3S.S0(c) (2): 

--.. ------........ ~-.-+-------------------------------+--.-----; 
Copy of the licensee's license indicating that the indiVidual is an AU, AMP, or 
ANP identified on the licensee's license and has experience with radiation safety 
aspects of similar types of use of byproduct material for which the applicant 
seeks approval of an individual to serve as RSO. 

AND 

-.---.. ----...... ~.".~ -Oescrii)tiOn""of-thetraliiing'an'd experience specified in 10 CFR 35=-.5=-0:-:(:-e):-+---,rn .... ·, ,--­
demonstrating that the proposed RSO is qualified by training in radiation safely, 
regulatory issues, and emergency procedures as applicable to the types of use 
for which the applicant seeks approval of an individual to serve as RSO. 

AND 

f-----,., .• ---.-f-------------------------, .. ,----.------+--.-.... ~-, ... -

Written attestatton, signed by a preceptor RSO. that the individual has 
satisfactorily completed the requirements in 10 CFR 35.50(c)(2), as well ns 
training in radiation safety, regulatory issues, and emergency procedures for the 
types of use for which the licensee seeks approval, and has achieved a level of 
radiation safety knowledge $ufficient to func:tion independently as an RSO. 

AND 

_ ... __ .-... _._-_ ...... ~ap-plica-b-Ie-. -d-eS'cr-iptIon of recenfrefated continuing education -a-n-d-~p·e-rie-nc;e ,..-·_-""'S-·! c:-: ----­

as required by 10 eFR 35.59. 
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Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities 

& Equipment, Radiation Protection Program, and Waste Disposal 


(The checklist is included to the application and information is provided separately.) 


Item Number' 
and Title 

Item 7: Authonzed 
Users for medical 
uses: 

Name(9 l,(lncludlng 
license number 
sl.Ithori::tlng practice of 
medicine. podiatry or 
dentistry If not 
provided prevtoullly or 
in attachment);Requested uses for 

each IndividuaL 
HumbertoO. 
Quintana. MD on 
NR.C LlConF,lfli 
52·30841-01. 

Cartos Jimenez. MD 
on NRC Ucense 
52·31166-01. 

Suggested Response 

. For an individual previously identififi'd as afl AU on an NRC or Agreement 
Users for medical State license orpermit. 

, Previous license number (if issued by the NRC), or a copy of the license (if 
issued by an Agreement State). or a copy of a permit issued by an NRC m"lster 
materials licensee, or a copy of a permit issued by an NRC or Agreement State 
broad-scope licensee, or a copy ofa permit issued by an NRC Master Materials 
License broad-scope permittee on which the physician, dentist, or podiatrist was 

'f! II ed AU ii h edSpecl lea y nam as an or t e uses request . 

Check box to 
Indicate 
Material 
included In 
application 

~~~.!~./,,~!Jl', 35•.6;:,:5=--+-=-_--"....,..,.._____:--__--::-_'_...,.-,,:-::----:-_--:-:---,-_____.--t------I 
For an A U rfKIuesting authorization for an additional medical use; t--,--.-...,--'"'''-..--~=-==-::...;..:::::..:.:::===:::.:.;;;J~====:::.:..:..:=-==-===::....:.:.=;;.,;.;;;:..=~-~-_:_:_:,__:_+_-__._-''-
Description of the additional training and experience to demonstrate the AU is EI 
also qualified for the new medical uses requested (e.g., training and experience 
needed to meet the requirement$ in 10 CFR 35.290 (b), 35.396. 
35.39O(b)(1 )(iQ(G), or 35.690(c». 

AND
··------------+-A"..--p-re-ce-p-'o-'-a-tt.,-es-ta-ti-on-,---.:if-r-e-qu-i-re-d"--::'(e'::'.g':':.=-.-a-n-est-a-::-tio-n---:-is-req-u-:-ir-ed~·'-tOm-ee-t:-:::"th-e-I!-:------,-, 

requirements in 10 CFR 35.396, 35.39O(b)(1 )(ii)(G), or 35.690(c». 

t---"'''''·"-·'''''·-,.·-,.··'-1f-=----:~:-::-::---::--_::::;;-:-----::--_.:_=_==-=:_=:_::=~=-;------------1.------
For an Individual qualifying unc:lt!!ir 10 CFR 3li.57(b}(3): 

-'''''''·,.---~---'·'·'-I-=OOCU--m-e-n-ta-ti-:-·o-n-t~ha-t-t:-he-ph:-ys~ic~ia-n-,-p-o-:'di:-a~tr:-is":'"tJ-o-r-:d-en-:t-:-is-:-t:--------.......,·''''''_·--'''W'''·--I 


• used only accelerator-produced radioactive materials, or discrete sources of 
Ra- 226. or both, for medical uses before or during the effective period of 
NRC's waiver of August 31, 2005; and 

• used these materials for the same medical uses reQuested. 
-_·""------_·,,·,,,--,·,.-t-:F=-or-=a:':::;n";;:';n"':"r;l::::ivid::'::·7u-'-'a-7',q':":'u:;';'a':;::lif~yi,'n';:;;g:"':u:':":n=-:de';;:;r=1:":':OF-CF-==R==.~P';='art~3:":5/~S:';u;;';:bl,;;p;';;;;a';;':rl:S~D;"',~ET=--F=,-:G::::-,-and.---:-V4;-o"-;H;-;,--'-·--··--"'''''''''--··1 

who ;s board-certified; 
Copy of the certification(s) by a specialty board(s) whose certificatiOn process 
has been recognized', by the NRC under 10 CFR Part 35, Subpart D, E, F" G, 
or H, as applicable to the use requested. 

AND 
-""''''''-"·----'"'''--·--II-:F=-o-r-a-n-:i:-n''':'d;:-vi~d:-u-:al;-wit--:'::-:h-a--:-b-o-a~-d:--c-e-rt:::;if::-ica";;'tio-::·':":n=--rec-og-n-:i-ze-d-:--un-d':"'e-r~1~O:-;C;;;F;:::R;:;;:-;::3:-;5;:-.~39;::-;O~,--::a:-i----lii-·'·"·-

description of the supervised work experience administering dosages of 
'"-,_.'".,__,___,_...,,_ .Iadi0i!ctiv~ d~,g~_~!.~. in 10 CFR 35:390(~(ii)(GL9!..~.9I'str~!iru;t that_the. ,.__,.,..____'_ 
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Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience, Facilities 
& Equipment, Radiation Protection Program, and Waste Disposal 

(The checklist is included to the application and information is provided separately.) 

Item Number' 
and Title 

Item 7: Authonzed 
Users for medical 
uses: 

Name( 9 l,(lncludlng 

Suggested Response 

. For an individual previously identififi'd as afl AU on an NRC or Agreement 
Users for medical State license or permit. 

license number , Previous license number (if issued by the NRC), or a copy of the license (if 
sl.Ithori::tlng practice of issued by an Agreement State). or a copy of a permit issued by an NRC m"lster 
medicine. podiatry or materials licensee, or a copy of a permit issued by an NRC or Agreement State 
dentistry If not broad-scope licensee, or a copy ofa permit issued by an NRC Master Materials 
provided prevtoullly or License broad-scope permittee on which the physician, dentist, or podiatrist was 
in attachment); 'f! II ed AU ii h ed Requested uses for Specl lea y nam as an or t e uses request . 
each IndividuaL 
HumbertoO. 
Quintana. MD on 
NR.C LlConF,lfli 
52·30841-01. 

Cartos Jimenez. MD 
on NRC Ucense 
52·31166-01. 

Check box to 
Indicate 
Material 
included In 
application 

~~~.!~./,,~!Jl', 35 •. 6;:,:5=--+-=-_--"....,..,.. _____ :--__ --::-_'_...,.-,,:-::----:-_--:-:---,-_____ .--t------I 
For an A U rfKIuesting authorization for an additional medical use; t--,--.-... ,--'"'''-.. --~=-==-::...;..:::::..:.:::===:::.:.;;;J~====:::.:..:..:=-==-===::....:.:.=;;.,;.;;;:..=~-~-_:_:_:,__:_+_-__._-''-
Description of the additional training and experience to demonstrate the AU is EI 
also qualified for the new medical uses requested (e.g., training and experience 
needed to meet the requirement$ in 10 CFR 35.290 (b), 35.396. 
35.39O(b)(1 )(iQ(G), or 35.690(c». 

AND 
··------------+-A"..--p-re-ce-p-'o-'-a-tt.,-es-ta-ti-on-,---.:if-r-e-qu-i-re-d"--::'(e'::'.g':':.=-.-a-n-est-a-::-tio-n---:-is-req-u-:-ir-ed~·'-tOm-ee-t:-:::"th-e-I!-: ------,-, 

requirements in 10 CFR 35.396, 35.39O(b)(1 )(ii)(G), or 35.690(c». 

t---"'''''·"-·'''''·-,.·-,.··'-1f-=----:~:-::-::---::--_::::;;-:-----::--_.:_=_==-=:_=:_::=~=-;------------1.------
For an Individual qualifying unc:lt!!ir 10 CFR 3li.57(b}(3): 

-'''''''·,.---~---'·'·'-I-=OOCU--m-e-n-ta-ti-:-·o-n-t~ha-t-t:-he-ph:-ys~ic~ia-n-,-p-o-:'di:-a~tr:-is":'"tJ-o-r-:d-en-:t-:-is-:-t:--------.......,·''''''_·--'''W'''· --I 

• used only accelerator-produced radioactive materials, or discrete sources of 
Ra- 226. or both, for medical uses before or during the effective period of 
NRC's waiver of August 31, 2005; and 

• used these materials for the same medical uses reQuested. 
-_·""------_·,,·,,,--,·,.-t-:F=-or-=a:':::;n";;:';n"':"r;l::::ivid::'::·7u-'-'a-7', q':":'u:;';'a':;::lif~yi,'n';:;;g:"':u:':":n=-:de';;:;r=1:":':OF-CF-==R==. ~P';='art~3:":5/~S:';u;;';:bl,;;p;';;;;a';;':rl:S~D;"', ~ET=--F=,-:G::::-,-and.---:-V4;-o"-;H;-;,--'-·--··--"'''''''''--··1 

who ;s board-certified; 
Copy of the certification(s) by a specialty board(s) whose certificatiOn process 
has been recognized', by the NRC under 10 CFR Part 35, Subpart D, E, F" G, 
or H, as applicable to the use requested. 

AND 
-""''''''-"·----'"'''--·--II-:F=-o-r-a-n-:i:-n''':'d;:-vi~d:-u-:al;-wit--:'::-:h-a--:-b-o-a~-d:--c-e-rt:::;if::-ica";;'tio-::·':":n=--rec-og-n-:i-ze-d-:--un-d':"'e-r~1~O:-;C;;;F;:::R;:;;:-;::3:-;5;:-.~39;::-;O~,--::a:-i----lii-·'·"·-

description of the supervised work experience administering dosages of 
'"-,_.'"., __ , ___ ,_ ... ,,_ .Iadi0i!ctiv~ d~,g~_~!.~. in 10 CFR 35:390(~(ii)(GL9!..~.9I'str~!iru;t that _ the. ,. __ ,., .. ____ '_ 
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c--.--.....----.'"'--,r----;--:-:-::--:-----:=:--:--:---.----=--::---:---:---:---::-----:--:-:----:---:---:---,.-----.--.
proposed AU is qualifred for the types of administrations for which authorization 
is sought; 

AND 

Table C.3 Items 7 through 11 on NRC Form 313: Training &Experience. Facilities 

& Equipment, Radiation Protection Program. and Waste Disposal 


(The checklist is included to tile application and information i$ provided separatef)'.) 


Item Number Suggested Response 
and lltlQ 

For an individual with a board certifrcation recognized under 10 CFR 35.390 for 
medical uses described in 10 CFR' 35.200, a description of the supervised work 
experience eluting generator systems required in 10 eFR 3S.290(e)(1)(ii)(G) 
demonstrating the proposed AU is also qualified for imaging and localization 
medical uses; 

Check box to 
indicate 
Material 
Included in 
appllc;atlon 

__....,,__.______..___-=-.____ AND ... ,_..,,:~--._+_-_.._-__I 
For an individual with a board certification recognized under 10 CFR 35.490 or 1m 
35.690 seeking authorization under 10 CFR 3S.396(d), a description of tne 
classroom and laboratory' training and supervised work experience required to 
demonstrate qualifications for administering parenteral administrations of 
unsealed byproduct material requiring a written directive; 

AND 
f----..---".. -.,., , ...... ~F-o':-'an"-in-dividuar-seeking-"alitFiOnzation 'ij-nd-",e-r----,:-1O=--C::~F=:R::--:P=-a-rt---.:3,-,5,-,-::S,....u..,..b-p-art-'""'H:-f-·..··'-·---a------I 

description of the training specified in 10 CFR 35.690(c) demonstrating that the 
proposed AU is qualified for the type(s) of use for which authorization is sought; 

AND 
_·..··,,··__.._-_·_----+-:'W-:-:-:ritt,-e-n-atle.,.,.......s-:'ta,-t:-:"io-n-,-s:-:"ig-n-ed....,....,b-y-a-p-re-o-=-e-=-pto-=-r-p-=h-ys-j-:-Cl:-·a-n-A-:-":U:-:-,t-h-at-the--tra-i-n-in-g-a-n-d=-+--'--ur-­

experience specified for certiflCatioO, as well as the clinical casework, or training 
and experience required by 10 CFR 3S.396(d); or training for 10 CFR 35.600 
types of use, if appropriate, have been satisfactorily completed and that a level 
of competency suffiCient to func1ion independently as an AU for the medical uses 
authorized has been achieved; 

AND 
~-'---"-''''''--''--+-:-::If"-a-p-p':':'"lic-a-=-b-:-Ie-,-=d-es-Cri'ption of recent related continuing education and experience "" 

as required by 1 0 CFR 35.59. ' 

-,.,-,--."".-...,..- ..-...+-:::-:----::---;-:-;~~-~:---....,.--.,..."....-:==,.-=--=--::--::--:---=::--::;;-:;;;;--::;:---~-+-----~----
For an individual qualifying under 10 CFR Part 35, Subparts D, E. F, G, and/or 
H. who is not board-certified: 

A description of the training and experience identified in 10 CFR Part 35, 

Subparts D. E. F. G, and H. demonstrating that the proposed AU is qualified by' 

training and experience for the use(s) requested. 


AND 
I--'''·''''·'·~-----+F=o-r'-a-n,-i,....nd-::i:-vi-:d-ua-:l:-s-ee~ki,-n-g-a-ut~h-o-:riza-ti-'o..:.n;,::u:=n:::.de-r-1-0-c=F~R-::p:-a-rt-3--5-.-::S:-u-:-b-pa-rt~H:-,---t-"--IQ! 

deScription of the training specified in 1 0 CFR 35.690 (c) demonstrating that the 
proposed AU is qualified for the type(s) of use for which authorization is sought. 

AND 

.......,,---,--.-......-Writien'attesta-tion-.-si-gn-ed-6-y-a-preceptor p-hysician AU, ~t the·----,ab-o-v-e--tr-a.."..in-:'ing--t----w:r-'--­
and experience have been satisfactorilv completed and that a level of 

DEC-3-2009 17:~:;2 FROM:PROTECCION RADIOLOGI 787 764 6889 TO: 7877986590 

c--.--..... ----.'"'--,r----;--:-:-::--:-----==:--:--:o--.----=---::--:-:--:---=-----=-::-:'--.--:---:~-----.--. 
proposed AU is qualifred for the types of administrations for which authorization 

Item Number 
and lltlQ 

is sought; 

AND 

Table C.3 Items 7 through 11 on NRC Form 313: Training & Experience. Facilities 
& Equipment, Radiation Protection Program. and Waste Disposal 

(The checklist is included to tile application and information i$ provided separatef)'.) 

Suggested Response 

For an individual with a board certifrcation recognized under 10 CFR 35.390 for 
medical uses described in 10 CFR' 35.200, a description of the supervised work 
experience eluting generator systems required in 10 eFR 3S.290(e)(1)(ii)(G) 
demonstrating the proposed AU is also qualified for imaging and localization 
medical uses; 

Check box to 
indicate 
Material 
Included in 
appllc;atlon 

__ .... ,, __ . ______ .. ___ -=-.____ AND ... ,_ .. ,,~,--+---_,..q__-_I 
For an individual with a board certification recognized under 10 CFR 35.490 or 1m 
35.690 seeking authorization under 10 CFR 3S.396(d), a description of tne 
classroom and laboratory' training and supervised work experience required to 
demonstrate qualifications for administering parenteral administrations of 
unsealed byproduct material requiring a written directive; 

AND 
f----.. ---" .. - ..• , ,,, ... - ~F-o':-'an "-in-dividuar-seeking-"al:itFiOrization 'ij-nd-,.e-r----,:-10-=--C-=-F=:':R:::--:P=-a-rt--3C"::5,-, ""'S"-u""b-p-art-"-;H:- -· .. ··'-·'--.a-----I 

description of the training specified in 10 CFR 35.690(c) demonstrating that the 
proposed AU is qualified for the type(s) of use for which authorization is sought; 

AND 
_· .. ·,,,·· __ .. _-_·_----+-:"W-:-:-:ritt:-e-n-atle.,.,.......s-:"ta:-t"""io-n-, -s"""ig-n-ed....,....,b-y-a-p-re-o..:.e-=pto-=-r-p-:h-ys-i-:-Cl-::-·a-n-A~U:-:-, i-h-a-t -the--tr-ai-n-in-g-a-n-d-:-+-'--1ir~-

experience specified for certiflCatioO, as well as the clinical casework, or training 
and experience required by 10 CFR 35.396(d); or training for 10 CFR 35.600 
types of use, if appropriate, have been satisfactorily completed and that a level 
of competency suffiCient to func1ion independently as an AU for the medical uses 
authorized has been achieved; 

~-'---'--''''"'--''--+-:-::If"-a-p-p':':'"lic-a-=-b-:-Ie-, -=d-es-Cri'ption of recent related continuing education and experience "" 
as required by 1 0 CFR 35.59. . 

AND 

-,.,-,--''''''-.• ''.-.. -... +-:::-:----::---;-:-;..,.-..,.--~:---....,.--.,..."....-:==,.-=--=~-::--:--"''!::--:::;;-:;;;;--:::----;-;--+-----~----
For an individual qualifying under 10 CFR Part 35, Subparts D, E. F, G, and/or 
H. who is not board-certified: 
A description of the training and experience identified in 10 CFR Part 35, 
Subparts D. E. F. G, and H. demonstrating that the proposed AU is qualified by' 
training and experience for the use(s) requested. 

AND 
I--'''·''''·'·~-----+F=o-r·-a-n--:i,....nd-::i:-vi-:d-ua--:l:-s-ee~ki,...n-g-a-ut~h-o....,riza-ti-·o..:.n;,::u:;:,n:::.d-er-1-0---c'::-F~R-::P:-a-rt-3--5:-.-::S:--u-:-b-pa-rt~H:-, ---t-"--IQ! 

deScription of the training specified in 1 0 CFR 35.690 (c) demonstrating that the 
proposed AU is qualified for the type(s) of use for which authorization is sought. 

AND 

....... ,,---,--.-...... -Writien'attesta-tion-. -si-gn-ed-6-y -a -preceptor p-hysician AU, ~t the'----,ab-o-v-e--tr-a:-in-:-ing---+ .......... -w:r-··-­
and experience have been satisfactorilv completed and that a level of 



--
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--,*,-..,~-",,"----, r----'--"-----"'--------_.'_"___".._'.._''''___,,_______,--.,__"'___ 
competency sufficient to function independently as an AU for the medical uses 
authorized has been 'achieved. 

AND 

'Table C.3 Items 7 through 11 on NRC Fonn 313: Training & Experience, Facilities 

& Equipment, Radiation Protection Program. and waste Disposal 


(The checklist is included to the application and information ;s provirJed separately.) 


I-::,~,-,,-~,------.-,,-,----, r-..:--'-----'--'--..--,---- -,- --r=---'--"";- ­
Item Number Suggested Response Check box to 
and Title indicate 

Material 
included in 
application 

!9'If applicable, description of recent related continuing education and experience 
as required by 10 CFR 35_59. 


Item 1: 

Authorized 
 For an individual previously itktntified as an ANP on an NRC or Agreemenf State 
Nuclear license or permit: 
Pharmacists 6'"Previous license number (if issued by the NRC), or a copy of the license (if
Name(s) and issued by an Agreement State), or a copy of a permit issued by an NRC master
lioense to materials licensee, or a copy of a permit issued by an NRC or Agreement State 
practice broad-scope licensee, or a copy of a permit issued by an NRC Master Materials 
pharmacy: License broad-scope permittee on which the individual was specifically named 

ANP. 

"f-,""_'_­
For an indMdual quaUfy;ng under 10 CFR 35_57(a)(3): 

Documentation that the nuclear pharmacist: fiJ 
. used only accelera1or·produced radioactive materials or discrete sournes of 

Ra-226, or both, in the practice of nudear pharmacy before or during the 
effective period of NRC's waiver of August 31, 2005: and 

. used 1hese materials for the same uses requested. "-"",,,._---,... -".,­
For an individuaf qualifying under 10 CFR 35.58(a); 

Copy of the certrrication(s) of the specialty board whose certification process has 1m 
been recognized under 10 CFR 35.55(a). 

AND 
~"".'.."'"-----"" Ii;;}Written attestation, signed by a preceptor ANI'. that training ancrex:perience 

required for certification have been satisfactorily completed and that a level of 
competency sufficient to function independently as an ANP has been achieved. 

AND 
,......"'''-'''''....,~,,,'--'''''...-.-.-,-..,,---.-'''-- ~..­-'''-----''''',----""',...,,'' filll 
as re!1uired by 10 CFR 35.59. 
If applicable, description of recent related continuing education and experience 

,--'--'-'.'....~-..._---'-'.' 
For an ;ndividual qualifying under 10 CFR, 35_55(b). 

itDescription of the train ing and experience specified in 10 CFR 35.55(b) 
demonstrating that the proposed ANP is qualified by training and experience_ 

AND _ ••",1.,,, --,,-:
--,-,.,"'--_.,.,-- r.-:'------------- "'-'-:-'" aWritten attestation, signed by a preceptor ANP, that the above training and 

experience have been satisfactorily completed and that a level of competency 
sufficient to function independently as an ANP has been achieved. 
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--,*,-.. ,~-",,"----, r----'--"-----"'--------_.'_" ___ " .. _' .. _'''' ___ ,, _______ ,--., __ "' ___ 
competency sufficient to function independently as an AU for the medical uses 
authorized has been 'achieved. 

AND 

'Table C.3 Items 7 through 11 on NRC Fonn 313: Training & Experience, Facilities 
& Equipment, Radiation Protection Program. and waste Disposal 

(The checklist is included to the application and information ;s provirJed separately.) 

I-::,~,-,,-~,------.-,,-,----, r-..:--'-----'--'--.. --,----
Item Number Suggested Response 

-,- --r=---'--"";--
Check box to 

and Title indicate 
Material 
included in 
application 

If applicable, description of recent related continuing education and experience !9' 
as required by 10 CFR 35_59. 

Item 1: 
Authorized For an individual previously itktntified as an ANP on an NRC or Agreemenf State 
Nuclear license or permit: 
Pharmacists Previous license number (if issued by the NRC), or a copy of the license (if 6 '" 

Name(s) and issued by an Agreement State), or a copy of a permit issued by an NRC master 
lioense to materials licensee, or a copy of a permit issued by an NRC or Agreement State 
practice broad-scope licensee, or a copy of a permit issued by an NRC Master Materials 
pharmacy: License broad-scope permittee on which the individual was specifically named 

ANP. 

f-,""_'_- " 

For an indMdual quaUfy;ng under 10 CFR 35_57(a)(3): 

Documentation that the nuclear pharmacist: fiJ 
. used only accelera1or·produced radioactive materials or discrete sournes of 

Ra-226, or both, in the practice of nudear pharmacy before or during the 
effective period of NRC's waiver of August 31, 2005: and 

"-"",,,._---, ... . used 1hese materials for the same uses requested. -".,-
For an individuaf qualifying under 10 CFR 35.58(a); 

Copy of the certrrication(s) of the specialty board whose certification process has 1m 
been recognized under 10 CFR 35.55(a). 

AND 
~"".' .. "'" -----"" 

Written attestation, signed by a preceptor ANI'. that training ancrex:perience Ii;;} 

required for certification have been satisfactorily completed and that a level of 
competency sufficient to function independently as an ANP has been achieved. 

AND ---'''-----''''',----""', ... ,,'' , ...... "'''-''''' .... ,~,,,'--''''' ... -.-.-,-.. ,,---.-'''-- ~ .. - filll If applicable, description of recent related continuing education and experience 

,--'--'-'.' .... ~-... _---'-'.' as re!1uired by 10 CFR 35.59. 
For an ;ndividual qualifying under 10 CFR, 35_55(b). 

Description of the train ing and experience specified in 10 CFR 35.55(b) it 
demonstrating that the proposed ANP is qualified by training and experience_ 

AND : 
--,-,.,"'--_.,.,-- r.-:'------------- "'-'-:-'" 

Written attestation, signed by a preceptor ANP, that the above training and 
_ •• ",1.,,, a --,,-

experience have been satisfactorily completed and that a level of competency 
sufficient to function independently as an ANP has been achieved. 
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__."___".__ ___..,.,,..,._-__._.-.'--.'~.""-"""-'-r-""."'.~.-'--.'-----.'------"--".".--"",.--''.---".,. , 

AND 
--.."..--.-----..-­'1fa-p-pllcible:--deSCr-jp-ti-on-of-'''r-ec-ent relate<roo-n-tin-u-:-in-g--edu-=-ca---:':tir-"on' and experience 

as reQuired by 10 CFR. 35,,5R 

Table C.3 Items 7 through 11 on NRC Fonn 313: Training & Experience, FaCilities 
& Equipment, Radiation Protection Program, and Waste Disposal 

(The checklist ;s included to the application and information is provided separately.) 

liJ ."-­

Item Number Suggested Response Check. box 
and Title to indicate 

Material 
included in 
application 

Item?: 
Authorized 
Medical 
Physicists 
Name(s): 

For en individual previously identified as an AMP on an NRC or Agreement State 
license or permit: 

Previous license number (if issued by the NRC), or a copy of the license (if 
issued by an Agreement State), or a copy of a permit issued by an NRC master 
materials licensee, or a copy of a permit issued by an NRC or Agreement State. 
broad-scope licensee, or a copy of a permit issued by an NRC Master Materislls 
license broad-scope permittee on which the individual was specifically named 
an AMP for the uses requested . 

.-.--,----+-:=---;---::-:-:-;---:--:":':""':;----::---:-::~==-.,,~~~~-----------+---"".-,,-.--
For an individual qualifying under 10 CFR 35.5 7(19)(3): 

Documentation that the medical physicist: 
• used only accelerator-produced radioactive matenal, discrete sources 
of Ra-226. or both, for medical uses before or during the effectiVe period of 
NRC's waiver of August 31. 2005; and 

• used these materials for the same medical uses requested . 

. -...."-~--.---.----+-=----:--,..,.~--:--~-=----.,,..--,~~~-=-=-:-;--:-------------;----.--
For an individual qualifying under 10 CFR 35_51(8). 

Copy of the certification(s) of the specialty board(s) whose certification process ti 
has been recognized14 under 10 CFR 35.51(21). 

AND 
--·,,·-----,·,··--"-"'·---Des-c-rip-tion---o-f-th-e-ti-a-ini-ng'--a-ncfexperience specified" in 10 eFR 35.''''=S'':'''1-:('c-;):-I---'a­

demonstrating that the proposed AMP is qualified by training in the types of lise 
for which he or she is requesting AMP status, including hands-on device 
operation. safety procedures, clinical use, and operation of a 
treatment planning system. 

AND 
f-",,,,,,,••_••,,,,•.•. __.•--­wiitt-eii-a-tt-esta-ti-on-,-sig-n-ed-6-y-a·'pr-e-(i·Pt-or-A-M-P·, that the required fra-;n'in'g-a-nCi:-t-·---W--·_­

experience required for certifICation, as well as the training and experience 
specified in 10 CFR 35.5 1 (c) have been satisfactOrily completed, and that a 
level of competency sufficient to function independently as an AMP has been 
achieved. 

AND
f-····-·-·······-·..·-·-----~..applicable~··deSciiptfonOt-re-ce-n't-ret-""-ated continuing·eciliCalion and experience---f-----'[iI 

as required by 10 CFR 35_59. 
••.."'".".~----..­..----I-=----:~;-:-:--:---:::;-::--~--:-=-==-=~::-:-:::~----------'l-"",.,,,~--.--
.,."."_.,,..,.....__.._.... For an Individual qualifying under 10 CFR 35.51(b): -­

~-3-2009 17:~~ FROM:PROTECCION RADIOLOGI 787 764 6889 TO: 7877986590 

-.'--.'~.""-"""-'-r-""."'.~.-'--.'-----.'------"--".".--"",.--''.---".,. __ ." ___ ". __ , ___ .. ,.,, .. ,._-__ ._. 

AND 
--.. " .. --.-----.. --'1fa-p-pllcible:--deSCr-jp-ti-on-of-'''r-ec-ent relate<roo-n-tin-u-:-in-g--edu-=-ca---:':tir-"on' and experience 

as reQuired by 10 CFR. 35,,5R 

Item Number 
and Title 

Item?: 
Authorized 
Medical 
Physicists 
Name(s): 

Table C.3 Items 7 through 11 on NRC Fonn 313: Training & Experience, FaCilities 
& Equipment, Radiation Protection Program, and Waste Disposal 

(The checklist ;s included to the application and information is provided separately.) 

Suggested Response 

For en individual previously identified as an AMP on an NRC or Agreement State 
license or permit: 

Previous license number (if issued by the NRC), or a copy of the license (if 
issued by an Agreement State), or a copy of a permit issued by an NRC master 
materials licensee, or a copy of a permit issued by an NRC or Agreement State. 
broad-scope licensee, or a copy of a permit issued by an NRC Master Materislls 
license broad-scope permittee on which the individual was specifically named 
an AMP for the uses requested . 

liJ ."--

Check. box 
to indicate 
Material 
included in 
application 

. -.--,----+-:=---;---::-:-:-;---:--:":':""':;----::---:-::~==-.,,~~~~-----------+---"".-,,-.--
For an individual qualifying under 10 CFR 35.5 7(19)(3): 

Documentation that the medical physicist: 
• used only accelerator-produced radioactive matenal, discrete sources 
of Ra-226. or both, for medical uses before or during the effectiVe period of 
NRC's waiver of August 31. 2005; and 

• used these materials for the same medical uses requested . 

. -.... "-~--.---.----+-=----:--,..,.~--:--~-=----.,,..--,~~~-=-=-:-;--:-------------;----.--
For an individual qualifying under 10 CFR 35_51(8). 

Copy of the certification(s) of the specialty board(s) whose certification process ti 
has been recognized14 under 10 CFR 35.51(21). 

AND 
--·,,·-----,·,··--"-"'·---Des-c-rip-tion---o-f -th-e-ti-a-ini-ng'--a-ncfexperience specified" in 10 eFR 35.''''=S'':'''1-:('c-;):-I---'a­

demonstrating that the proposed AMP is qualified by training in the types of lise 
for which he or she is requesting AMP status, including hands-on device 
operation. safety procedures, clinical use, and operation of a 
treatment planning system. 

AND 
f-",,,,,,, •• _ •• ,,,, •.•. __ .• ---wiitt-eii-a-tt-esta-ti-on-, -sig-n-ed-6-y-a·'pr-e-(i·Pt-or-A-M-P·, that the required fra-;n'in'g-a-nCi:-t-·---W--·_-

experience required for certifICation, as well as the training and experience 
specified in 10 CFR 35.5 1 (c) have been satisfactOrily completed, and that a 
level of competency sufficient to function independently as an AMP has been 
achieved. 

AND 
f-····-·-·······-· .. ·-·-----~ .. applicable~··deSciiptfonOt-re-ce-n't-ret-""-ated continuing·eciliCalion and experience---f-----'[iI 

as required by 10 CFR 35_59 . 
••.. "'".".~----.. -.. ----I-=----:~;-:-:--:---:::;-::--~--:-=-==-=~::-:-:::~----------'l-"",.,,,~--.--
.,."."_.,, .. , ..... __ .. _.... For an Individual qualifying under 10 CFR 35.51(b): --
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.__._­'-''''''''''''--'''''''--'-'''' ".. 
Description of the training and experience demol"Strating that the proposed AMP 

IDis qualified by training and experience identified in 10 CFR 35.51 (b)(1) for tl,e 
uses requested. 

AND 

"rable C.3 Items 7 through 11 on-NRC Form 313: Training & Experience, Facilities 

& Equipment, Radiation Protection Program, and Waste Disposal 


(The checklist ;$ included to the application and information is provided separately) 


Checkbox 
to indicate 

Item Number Suggested R.,ponse 
and Title 

Material 
included in 
application 

Descr1ption of the _9 and experi.... specified in 10 eFR 35.51{c) demonstrating 1hotL"
the proposed AMP is qualified by training in the types of use for which he or she is 
requesting AMP status, including hands-on dl:ilvice operation, safety procedures, clinical 
use, and operation of a treatment planning system. 

_.....,--_._-_•. _--_.._._........ 
 AND 	 . 
Wri'tten-'8ttestStion, signed by a preceptOr-AMP, thai" the-~uired training and experience • :[ljf"- ­

have been satisfactorily completed and that a level of competency sufficient to function 
independently as an AMP has been achieved. 

-:-,___.. _ ____ AN~ ...., •• ...... ,,'•. _..._..,-_......_--- ­ ---:&if¥'--'-­
If applicable, desoription of recent related continuing education and experience es required 

bv 10 CFR 35.59. 


Item7: AuthOriZed 
 Note: For purpOSf:j$ of thi~ section of the table, the term "authorized user" Is used to mean 

User for non 
 individuals authorized for the non medical uses described. See Sections 8.11 and 8.12. 

Medical uses For an indMdual previously authorized for (Jon medicsJ use on an NRC or Agreement State 

Ik;'In$$ or~rrrwt: ' 


Name(s): 

Previous licen~ number (if issued by the NRC), or a copy of the license (if issued by anRequested types, 
Agreement State), or a copy of a permit issued by an NRC master materials licensee, or a

quantities, and copy of a permit -issued by an NRC or Agreement $tate broad-scope licensee. or a copy of a 
non medical uses permit issued by an NRC Master Materials License broad-scope permittee on which the 

for each 
 individual was specifically named an AU for the types, Quantities, and uses requested. 
Jn~~!:l~._-- -.•..._--'

For individutt/s qualifying under 10 CFR 30.33(8)(3): 

Documentation of the individual's training and experience demonstrating g
that the individual is qualified 10 use the types and Quantities of licensed 

materials for the MOuested uses. 


Item 9: Facility 
 i?l!J; 
contiguous areas surrounding the area(s) of use. The following information is Jncluded: 
A diagram is enclosed that describes the facilities and idf$ntifies activities conducted in ;;III 

_~i~9!~!!l.-__ .____ - .......---.-~.-..-... 	 ---_. 
'··u• 	 Guidance in Section 52 was reviewed and security-related sensitive inform~ltlon 
provided fS marked accordingly. 

• Drawings should be to scale, and Indicate the scale used. fBI
• Location, room numbers, and principal use of each room or area where byproduCt S 

material is prepared. used or stored. location of direct transfer delivery tubes from a P!;.T 
radionuclide/radioactive drug production facility or production area of PET radioactive 
drugs under 10 CFR 30.320). and areas where higher energy gamma- emiliing 
radionuclides (e.g .. PET radionuclides) are used; 

l!I• 	 Location, room numbers, and principal UliiEl of each adjacent room (e.g •• office. file, toilet, 
closet, hallway). including areas above, b9:~, and below therapy treatment rooms., 
Indicating whether the room is a restricted l::Jr unrestricted area as defined in 10 GFR 
20.1003; and 

• Provide shielding calculations and include information about the type. thickness. and Li 
density of any necessary shielding to enable independent verification of shielding 
calculations, including a description of any portable shields used (e.g .. 8hieklin~J of 
proposed patient rooms used for implant therapy. including the dimensions of any 
portable shield, if one i$ used; source stor,age safe). ._-----­

8 
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'-''''''''''''--'''''''--'-'''' " .. 
Description of the training and experience demol"Strating that the proposed AMP 

. __ ._-

is qualified by training and experience identified in 10 CFR 35.51 (b)(1) for tl,e ID 
uses requested. 

AND 

"rable C.3 Items 7 through 11 on-NRC Form 313: Training & Experience, Facilities 
& Equipment, Radiation Protection Program, and Waste Disposal 

(The checklist ;$ included to the application and information is provided separately) 

Item Number Suggested R.,ponse Checkbox 
and Title to indicate 

Material 
included in 
application 

Descr1ption of the _9 and experi .... specified in 10 eFR 35.51{c) demonstrating 1hot L" 
the proposed AMP is qualified by training in the types of use for which he or she is 
requesting AMP status, including hands-on dl:ilvice operation, safety procedures, clinical 
use, and operation of a treatment planning system. 

_ ..... ,--_._-_ •. _--_ .. _._ ........ AND . 
Wri'tten-'8ttestStion, signed by a preceptOr-AMP, thai" the-~uired training and experience • :[ljf"--

have been satisfactorily completed and that a level of competency sufficient to function 
independently as an AMP has been achieved. 

...... ,,' •. _ ... _ .. ,-_ ...... _---- -:-, ___ .. _ _ ___ AN~ .... , •• 
If applicable, desoription of recent related continuing education and experience es required 

---:&if¥'--'--
bv 10 CFR 35.59. 

Item7: AuthOriZed Note: For purpOSf:j$ of thi~ section of the table, the term "authorized user" Is used to mean 
User for non individuals authorized for the non medical uses described. See Sections 8.11 and 8.12. 

Medical uses For an indMdual previously authorized for (Jon medicsJ use on an NRC or Agreement State 
Ik;'In$$ or ~rrrwt: ' 

Name(s): 
Requested types, Previous licen~ number (if issued by the NRC), or a copy of the license (if issued by an 8 
quantities, and 

Agreement State), or a copy of a permit issued by an NRC master materials licensee, or a 
copy of a permit -issued by an NRC or Agreement $tate broad-scope licensee. or a copy of a 

non medical uses permit issued by an NRC Master Materials License broad-scope permittee on which the 
for each individual was specifically named an AU for the types, Quantities, and uses requested. 
Jn~~!:l~._-- -.•... _--' 

For individutt/s qualifying under 10 CFR 30.33(8)(3): 

Documentation of the individual's training and experience demonstrating g 
that the individual is qualified 10 use the types and Quantities of licensed 
materials for the MOuested uses. 

Item 9: Facility A diagram is enclosed that describes the facilities and idf$ntifies activities conducted in ;;III i?l!J; 

_~i~9!~!!l.-__ . ____ contiguous areas surrounding the area(s) of use. The following information is Jncluded: - ....... ---.-~.-.. -... ---_. '··u • Guidance in Section 52 was reviewed and security-related sensitive inform~ltlon 
provided fS marked accordingly. 

• Drawings should be to scale, and Indicate the scale used. fBI 
• Location, room numbers, and principal use of each room or area where byproduCt S 

material is prepared. used or stored. location of direct transfer delivery tubes from a P!;.T 
radionuclide/radioactive drug production facility or production area of PET radioactive 
drugs under 10 CFR 30.320). and areas where higher energy gamma- emiliing 
radionuclides (e.g .. PET radionuclides) are used; 

l!I • Location, room numbers, and principal UliiEl of each adjacent room (e.g •• office. file, toilet, 
closet, hallway). including areas above, b9:~, and below therapy treatment rooms., 
Indicating whether the room is a restricted l::Jr unrestricted area as defined in 10 GFR 
20.1003; and 

• Provide shielding calculations and include information about the type. thickness. and Li 
density of any necessary shielding to enable independent verification of shielding 
calculations, including a description of any portable shields used (e.g .. 8hieklin~J of 
proposed patient rooms used for implant therapy. including the dimensions of any 
portable shield, if one i$ used; source stor,age safe). ._------
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'·'.."..,·_'.,--"""_··,··· -:~':::;;:-~··the ':'~ve, for ~~e~'~~y and GSR f:tilitieS, applicants should provide the ...--.--~-", 
directions of primary beam usage for teletherapy units and, in the case of an isocentric unit. r	 B 
the plane of beam rotation. 

Table C.S Items 7 through 11 on NRC Form 313: Training & ExperienceJ Faclllt:ies 
& Equipment, Radiation Protection Program, and Waste Disposal 

(The checklist is included to the application and information is provided separately.) 

--...----...--......-,.....",,,, .. ,, A-s-tate-ment that: "We Mave deve-:':-o-Ped"--:'..... 

Item Number 
and l1t1e 

Suggested Response Check box 
to indk:ate 
Material 
&ncluded in 
application 

Item 9: Radiatio
Monitoring 
Instruments 

n A statement that: "Radiation 
qualified to perform .survey m

monitoring instruments wnl be calibr
eter calibrations." 

ANDIOR 

ated by a person 

a-n·-':d-'-Wl-·:-::U-:i-m-p7Ie-m-e-nt"-=--an(j-m-a-in-ta-i-n-wr-i-tt-e-n-l----a--_·,­

survey meter calibration procedures in accordance with the requirements in 10 
CFR 20.1501 and thet meet the requirements of 10 CFR 35.61." 

"'--"".'---"""'_..'- Adescr·iption of the instrumentation (~? gammaoo"Unier, solid state detector, . "~'~'-T-­
portable or stationary count rate meter, portable or stationary dose rate or 
exposure rate meter, single or multichannel analyzer. liquid scintillation counter, 
proportional counter) that will be used to perfonn required surveys. 

AND, 
'----····-""""'·--I-A--s·-:-ta-:-te-m-e:-nt:-:t-=-h-al:'":--='W:-;:-;-e-res-e-rv-e-:1h:-e--:rig-:-htk)upgrade our survey instrumentSa-s-·--+---W·''''' ­

necessary as long as they are Eldequate to measure the type and level of radiation 
for which they are used.· 

Item 9: Dose A statement that: °Equipmem used to measlI'e dosages will be calibrated in 
Calibrator and accordance with nationally recognized standards or the manufacturer's 
Other Dosage instructions." 
Measuring 

.Egl:lJp.!!Lent --···-_·-·-When'"a;-dm-ini-st-ering dosages of alpha-emitting unsealed byproduct materla'-I -in-+----:8---··'-·,,·­

other than unit dosages made by a manufacturer or preparer licensed under 10 
CFR 32.72 or 10 CFR 30.320), 

• 	 A statement that: ~Dosages will be determined by relying on the provider's 
dose label for measurement of the radioactivity and a combination of 
volumetric measurement and mathematical calculation." 

OR 
1--·'·"-"···"·--·"·--~'-W-:-:-e-ar-e-p-rO·viding a ··'descrip1ion'of"the'·dosage measurement equipment, the "". 

nationally recognized calibration standard (or manufacturer's calibration 
instroctions), and dosage measurement procedures. 

Item 9:Therapy We are providing the procedures required by 10 CFR 35.642. 10 CFR 35.643, and 
Unit - Calibration 10 CFR 35.645, if applicable to the license application. 
and Use N/A 
Item 9: Other Guidance in Section 5.2 was reviewed and security-related information and 
Equipment and provided is marked accordingly. 
Facilities ---1.... 

--..,,-,•._., ....._-- Attached is'-a desCription identified es-Attachment 9.4, of additional fadiHies ~and I---a;-'" ""-­

}itA ::.=:==;IP:-:~~(~OJruY~ are:::-providing a descifelio~. of the b:!ibi =we 

EC-3-2009 17:~;2 FRCI1:PROTECCION RADIOLOGI 787 764 6889 TO: 7877986590 

r'·' .. " .. ,·_'.,--"""_··,··· -:~':::;;:-~"the ':'~ve, for ~~e~'~~y and GSR f:tilitieS, applicants should provide the ... --.--~-", 
directions of primary beam usage for teletherapy units and, in the case of an isocentric unit. B 
the plane of beam rotation. 

Item Number 
and l1t1e 

Table C.S Items 7 through 11 on NRC Form 313: Training & ExperienceJ Faclllt:ies 
& Equipment, Radiation Protection Program, and Waste Disposal 

(The checklist is included to the application and information is provided separately.) 

Suggested Response 

Item 9: Radiation A statement that: "Radiation monitoring instruments wnl be calibrated by a person 
Monitoring qualified to perform .survey meter calibrations." 

Check box 
to indk:ate 
Material 
&ncluded in 
application 

Instruments ANDIOR 
--... ----... --... -.... --.... ",,,, .. ,, A-s-tate-ment that: "We Mave deve-:':-0-Ped-'--':'-'-a-n .. -':d..:....W)-·:-::U-:i:-m-p7Ie-m-e-nt--=--an(j-m-a-in-ta-j-n-wr-i-tt-e-n-l----a----'-

survey meter calibration procedures in accordance with the requirements in 10 
CFR 20.1501 and thet meet the requirements of 10 CFR 35.61." 

."-"".'---"""'_."- Adescr'iption of the instnJmentetion (~? gammaoo"Unier, solid stete detector, '"~'~"T-­
portable or stationary count rate meter, portable or stationary dose rate or 
exposure rate meter, single or multichannel analyzer. liquid scintillation counter, 
proportional counter) that will be used to perfonn required surveys. 

AND, 
'----····-"""""--I-A--s·':""te-:-te-m-e~nt:-:t-=-h-al:-:--;;;'W:-;:-;-e-res-e-rv-e-:-1h:-e--:rig-:-htk)upgrade our survey instrumentSa'-s-'--+---W·'''''-

Item 9: Dose 
Calibrator and 
Other Dosage 
Measuring 

necessary as long as they are Eldequale to measure the type and level of radiation 
for which they are used.· 
A statement that: °Equipmem used to measlI'e dosages will be calibrated in 
aeeordance with nationally recognized standards or the manufacturer's 
instructions." 

. Egl:lJp.!!Lent --·-----·-When'"a;-dm-ini-st-ering dosages of alpha-emitting unsealed byproduct materla-I -in--l-----8....--"··"·­
other than unit dosages made by a manufacturer or preparer licensed under 10 
CFR 32.72 or 10 CFR 30.320), 

• A statement that: ~Dosages will be determined by relying on the provider's 
dose label for measurement of the radioactivity and a combination of 
volumetric measurement and mathematical calculation." 

OR 
1--.... --·'···"·--·"·--~'-W-:-=-e-ar-e-p-rO'viding a "'-descrip1ion'of"the"dosage measurement equipment, the .. ". 

Item 9:Therapy 
Unit - Calibration 
and Use N/A 

nationally recognized callbration standard (or manufacturer's calibration 
instroctions), and dosage measurement procedures. 
We are providing the procedures required by 10 CFR 35.642. 10 CFR 35.643, and 
10 CFR 35.645, if applicable to the license application .. 

Guidance in Section 5.2 was reviewed and security-related information and 
provided is marked accordingly. 

Item 9: Other 
Equipment and 
Facilities 

--.. ---,-._.-..... _-- Attached is--a description identified as-Attachment 9.4, of additional fadiHies~aridr-'---a;-'" ""--

}itA ::.=:==;IP:-:~~( ~OJruY~ we are:::-providing a descif!!llO't of the b:!i!l = 
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r-••_"'''''''''.'-'.'---' "...", --...'''----'.---'--- ".,.--,-..-,.,.----,-----." ..-.~.--,,,','..-.-,.,.,.,--.-." "',--,-,.,--- ­
"""',"______,____." ~l!!erge.!lcy response ~~.em!ID!~ ._._,.,.__,.__,_____..,:.____~..__,_., 


For PET radionuclide use, PET radioactive drug production, and 
 L! 
radiOpharmaceutical therapy programs, we are providing a description of the 
additional facilities and equipment for these uses. 

Table C.3 Items 7 through 11 on NRC Form 313: Train'ing & Experience, Facilities 
& Equipment, Radiation Protection Program, and Waste Disposal 

(The checklist is included to the application and information is provided separately.) 

Checkbox 
to lndlcate 

Item Number Suggested Response 
and Title 

Material 
included In 
Application 

For teletherapy, GSR, and remote afterloader facilities, we are providing a 
description of the following: 

!!lA 
IJj• 	Waming systems and restricted area controls (e.g., locks, signs, waming lights 

and alarms, interlock systems) for each therapy treatment room; 
• Area radiation monitOring equipment: ml

Iii• Viewing and intercom systems (except for LOR units): 
I!m~

• Steps 	 that will be taken to ensure that no two units can be operated 
simultaneously. if other radiation-producing equipment (e.g.; linear accelerl!ltor, 
X-rny machine) are in 1he treatment room; m• Methods to ensure that whenever the device is not in use or is unattended, the 
console keys will be inaocessible to unauthorized persons; and 

• Emergency response equipment. 1m 

Item 10. Safety Attached procedures required by 10 CFR 35.610 Iii 

Procedures and 

Instructions NIA 


-.~,~, .. ,...---,.~.".,,~---.....--.-.- 1-:;;......_----,.,.,_.....,..._,-------_.•_ ••_-	 - •• 
~ 


provided is marked aooordin~v. 


Item 10: 


Guidance in Section 5.2 was reviewed and security-related sensitive information 

WA statement that: "Either we Will perform a prospective evaluation demonstrating 
Oocupational that unmonitored individuals are not likely tC) receive, in one year, a radiation dose 

Dose 
 in excess of 10% of the allowable limits in 10 CFR Part 20 or we will provide 

dosimetry that meets the requirements listed under 'Criteria' in NUREG-1556. Vol. 
9, Rev. 1, 'Consolidated Guidance About Materials licenses: Program..speciflC 
GUidance About Medical Use licenses. • .. 

OR 

E:l 
referenced regulations. 
A description of an alternative method for demonstratin'g compliance with the 

A statement that: "We have developed and will implement and maintain written ~ 


Surveys 

Item 10: Area 

procedures for area surveys in accordance with 10 CFR 20.1101 that meet the 
requirements of 10 CFR 20.1501 and 10 CFR·3S.10.w 

;15A statement that "We have developed and will implement and maintain 

Use of Unsealed 

Item 10: Safe 

procedures for safe use of unsealed byproduct material that meet the requirements 

licensed Material 
 of 10 CFR 20.1101 and 10 CFR 20.1$01." 

tlSlA statement that: "We have developed and will implement and maintain written Item 10: 
procedures for safe response to spills of licensed material in accordance wi~ 10 


on Procedures 

SpiIJ/Cont8mina1i 

CFR 20.1101.'" 

I 
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r-•• _"'''''''''.'-'.'---' " ... ", --... '''----'.---'--- ".,.--,-.. -,.,.----,-----." .. -.~.--,,,',' .. -.-,.,.,.,--.-." "',--,.'.,----
"""'," ______ , ____ ." ~l!!erge.!lcy response ~~.em!ID!~ ._._,.,. __ ,. __ , _____ .. ,:. ____ ~ .. __ ,_., __ ___:_ ,.,_ 

For PET radionuclide use, PET radioactive drug production, and L! 
radiOpharmaceutical therapy programs, we are providing a description of the 
additional facilities and equipment for these uses. 

Table C.3 Items 7 through 11 on NRC Form 313: Train'ing & Experience, Facilities 
& Equipment, Radiation Protection Program, and Waste Disposal 

(The checklist is included to the application and information is provided separately.) 

Item Number Suggested Response Checkbox 

and Title to lndlcate 
Material 
included In 
Application 

!!lA For teletherapy, GSR, and remote afterloader facilities, we are providing a 
description of the following: IJj • Waming systems and restricted area controls (e.g., locks, signs, warning lights 

and alarms, interlock systems) for each therapy treatment room; 
• Area radiation monitOring equipment: ml 
• Viewing and intercom systems (exceptfor LOR units): Iii 
• Steps that will be taken to ensure that no two units can be operated 

I!m~ 

simultaneously. if other radiation-producing equipment (e.g.; linear accelerl!ltor, 
I X-rny machine) are in 1he treatment room; m • Methods to ensure that whenever the device is not in use or is unattended, the 

console keys will be inaocessible to unauthorized persons; and 
• Emergency response equipment. 1m 

Item 10. Safety Attached procedures required by 10 CFR 35.610 Iii 
Procedures and 
Instructions NI A 

-.~,~, .. , ... ---,.~.".,,~---.....--.-.- 1-:;; ...... _----,.,.,_ ..... , ... _,-------_ .• __ ._- - •• 
~ Guidance in Section 5.2 was reviewed and security-related sensitive information 

provided is marked aooordin~v_ 
Item 10: A statement that: "Either we Will perform a prospective evaluation demonstrating W 
Oocupational that unmonitored individuals are not likely tC) receive, in one year, a radiation dose 
Dose in excess of 10% of the allowable limits in 10 CFR Part 20 or we will provide 

dosimetry that meets the requirements listed under 'Criteria' in NUREG-1556. Vol. 
9, Rev. 1, 'Consolidated Guidance About Materials licenses: Program..speciflC 
GUidance About Medical Use licenses. • .. 

OR 

A description of an alternative method for demonstratin'g compliance with the E:l 
referenced regulations. 

Item 10: Area A statement that: "We have developed and will implement and maintain written. ~ 

Surveys procedures for area surveys in accordance with 10 CFR 20.1101 that meet the 
requirements of 10 CFR 20.1501 and 10 CFR·3S.10.w 

Item 10: Safe A statement that: "We have developed and will implement and maintain ;15 

Use of Unsealed procedures for safe use of unsealed byproduct material that meet the requirements 
licensed Material of 10 CFR 20.1101 and 10 CFR 20.1$01." 

Item 10: A statement that: "We have developed and will implement and maintain written tlSl 
SpiIJ/Cont8mina1i procedures for safe response to spills of licensed material in accordance wi~ 10 
on Procedures CFR 20.1101.'" 



--
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I 

TableC.3 Items 7 through 11 on NRC Fonn 313:.Training & Experience, Facilities 

& Equipment, Radiation Protection Program, and Waste Disposal 
(The checklist is included to the application and information is provided separately.) 

Checkbox 
to indicate 

Item NLnlber Suggested Response 
and Title 

Material 
Included in 
application 

ITEM 10: Name of the proposed employee and types of activities requested: m 

Installation. 

Meintenance. 

Adjustment, 

Repair. and --;;.:._-".._.._ ....._---_...._--,.- AND 

-- ...k._."'''..~._· 


Description of the training and experience demonstrating that the propi:>sed Ii
Inspection of 

employee is qualified by training and experience for the use requested. Therapy Devices 

Containing 


AND 
...Sealed Sources _-_.__ ..,....._....__._...' -=-._-_. .__....... 
 .._----fr- ­:i'"Copy of the manufacturer's training certification and an outline of the training in 


procedures to be followed. 

Item 10: 
 N/AA response is not required under the following condition: the NRC will consider that 
Minimization of the above criteria have been met if the information provided in appliciant's 

Contamination 
 responses satisfy the criteria in Sections 8.15, 8.16, 8.21, 8.25,8.27. and 8.2~~, on 

the topics: facilities and equipment. facility 
diagram. Radiation Protection Program, safety program, and waste. management. ~ 

aA statement that; 'VIe have developed and will implement and maintain written Item 11: Waste 
waste disposal procedures for licensed material in accordance with 10 CFR 
20.1101. that also meet the requirements of the applicable section of 10 CFR Part 
20, Subpart K, and of 10 CFR 35.92: 

Management 

r---'_N'~-_""~---~aChed is a description of the radioactive waste incinerator facility and relatecr--s---­
portions of the Radiation Safety Program (,\ 0 CFR 20.2004). 

h.. ,...........__...___•___.__ 

..-.--s--'-A:Lt1:tlilled i~ a-;eq~esl '10 receive potentially contaminated radiation transport 

shields from consortium members receiving PET radioactive drugs non 
commercially transferred under 10 CFR 3O,32G) autllorization. 
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I 
TableC.3 Items 7 through 11 on NRC Fonn 313:.Training & Experience, Facilities 

& Equipment, Radiation Protection Program, and Waste Disposal 
(The checklist is included to the application and information is provided separately.) 

Item NLnlber Suggested Response Checkbox 
and Title to indicate 

Material 
Included in 
application 

ITEM 10: Name of the proposed employee and types of activities requested: m 
Installation. 
Meintenance, 
Adjustment, AND 
Repair. and --;;.:._-" .. _ .. _ ..... _---_ .... _--,.- -- ... k._."''' .. ~._· Ii --
Inspection of Description of the training and experience demonstrating that the propi:>sed 

Therapy Devices employee is qualified by training and experience for the use requested. 

Containing 
AND Sealed Sources ... _-_. __ .. , ..... _ .... __ ._ ... ' -=-._-_. . __ ....... .._----fr--

Copy of the manufacturer's training certification and an outline of the training in :i'" 

procedures to be followed. 
Item 10: A response is not required under the following condition: the NRC will consider that N/A 
Minimization of the above criteria have been met if the information provided in appliciant's 
Contamination responses satisfy the criteria in Sections 8.15, 8.16, 8.21, 8.25,8.27. and 8.2~~, on 

the topics: facilities and equipment. facility 
~ diagram, Radiation Protection Program, safety program, and waste. management. 

Item 11: Waste A statement that; 'VIe have developed and will implement and maintain written a 
Management waste disposal procedures for licensed material in accordance with 10 CFR 

20.1101, that also meet the requirements ofthe applicable section of 10 CFR Part 
20, Subpart K, and of 10 CFR 35.92: 

r---'_N'~-_""~---~aChed is a description of the radioactive waste incinerator facility and relatecr--s----
portions of the Radiation Safety Program (,\ 0 CFR 20.2004). 

h.. , ........... __ ... ___ • ___ . __ 

-A:Lt1:tlilled i~ a -;eq~esl '10 receive potentially contaminated radiation transport 
.. -. --s--' 

shields from consortium members receiving PET radioactive drugs non 
commercially transferred under 10 CFR 3O,32G) autllorization. 

http:8.25,8.27


---
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Attachment 1 

Information for the Application for Material License items 5 ·11 of NRC Form 313 

ITEM 5: RADIOACTIVE MATERIAL 

Byproduct Material ChemicallPhysical Fonn Maximum Amount 
Any byproduct material Any ·As needed 
ipennitted by 10 CFR 35.100 

Any byproduct material As needed 
I~ennitted by 10 CFR 35.200 
Any sealed sources permitted by 

~ny 

Any As needed 
10 CFR 35.65 

Technetium-g9m Any ~did 
_'M~ ., _ . ,,­ --

ITEM 5: SEALED SOURCES AND DEVICES 


Any sealed so 
10 CFR 35.65 

Technetium-99m 

Cobalt-57 

Cesium --131 

Barium-133 Form or Manufacturer: 
Isotope Products 

Laboratories 
Model No. 

Maximum Amount 
As needed 

As needed 
.00 millicliries 

0.200 millicuries 

0.250 mlllic:uries 

ITEM 6: PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED 


LICENSED MATERIAL PURPOSE(S) 
10 CFR35.100 Use of unsealed byproduct matelial for 

uptake. dilution, and excretion studies for 
which a written directive is not reQuired 

10 CFR 35.200 Use of unsealed byproduct material for 
imaging and localization studies for which 
a written directive is not required 

10 CFR35.65 Use of sealed reference sources 
authorized by 10 CFR 35.65 
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ITEM 7: lNDMDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGf;lAMS 
AND THEIR TRAINING AND EXPERIENCE 

See. 8.11 RADIATION SAFETY OFFICER (RSOl 

I Information Provided: 

• 	 Name of the proposed RSO: Jossian J. Pagan Lisboa. 

• 	 An individual previously identified as an RSO on an NRC or Agreement State 
license or 


permit: 


• 	 Previous license number: NRC License 52-31166-01 and 52·11810·02 

Sec. 8.12 AUTHORIZED USERS (AUs) for Medical Uses 

I Infonnation provided: 

• 	 Ni:lme of the proposed AU: Humberto O. Quintana, MD 
(35.100,35.200,35.65) 

• Medical license number and issuing entity: 

• License 7273 from Commonwealth of Puerto Rico, Department of 
Health of Puerto Rico Board of Medical Examiners 

• An individual previously identified as an AU on an NRC or 
Agreement State license or permit: 

• Previous license number: NRC License 52-30841-01. 

• 	 Name of the proposed AU: Canos Jimenez Marchan, MD 

(35.100, 35.200, 35.65) 


I Medical license number and issuing entity: 

• License 11046 from CommonweaHh of Puerto .Rico, Department of 
Health of Puerto Rico Board of MedicaJ Examiners 

1'1 An individual previously identified as an AU on an NRC or 
Agreement State license or permit: 

• Previous license number: NRC License 52·31166-01. 

• 	 AU for Medical Uses: 

• 	 Radiation safety commensurate with use of byproduct material 
• 	 Administration of a radiation dose or dosage and how it is prescribed 
• 	 DirectiOn of individuals under the AU's supervision in the preparation of 

byproduct material for medical use and in the medical use of byproduct 
material 

• 	 Preparation of written directives (WD). if required. 
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http:35.100,35.200,35.65


:::-3-2009 17:~)3 FROM:PROTECCION RADIOLOGI 787 764 6889 m:7877986590 

ITEM 9: FACILllleS AND EQUIPMENT 

Sec. 	8.16 FACIUTY DIAGRAM....... 


A facility diagram is enclosed and describes the facilities and identifies activities 
conducted in all contiguous areas surrounding the area(s) of use. The following 
information is included: 

• 	 Drawings of Kardio Nuclear at Hospital San Carlos de Borromeo in Mo~:;;a, Puerto 
Rico facility is included. 

• 	 Location of each room or area where radioactive material will be used or stored 
(Camera Room, Control Room, Hall Wayl';, Hot Room, Injection Site, Rest Room, 
Stress Room etc.) 

Sec. 	8.17 RADIATION MONITORING INSTRUMENTS: 

• 	 "Radiation monitoring instruments will be calibrated by a person qualified to perform 
survey meter calibrations." 

• 	 A description of the instrumentation that will be used to perform required surveys' is 
as follows: 

• 	 Survey Meter: The external pancake probe is used to check hands, clothing, 
floors, furniture, eqUipment, and package surfaces for contamination. Survey 
Meter with Pancake GM Probe (Model 14C), monitors alpha, beta arid gamma 
rays. It has five counting scales (xO.1, x1, x1 0, x100. x1000). 

• 	 "We reserve the right to upgrade our survey instruments as necessary as 
long as they are adequate to measure the type and level of radiation for which 
they are used." 

Sec. 8.18 DOSE CALIBRATOR AND OTHER EQUIPMENT USED TO MEASURE 
DOSAC3ES OF UNSEALED BYPRODUCT MATERIAL 

• 	 For the administration of gamma· and beta-emitting unsealed byproduct materials, 
provide the following: 

• 	 "EqUipment used to measure dosages will be calibrated in· accordance with 
nationally recognized standards orthe manufacturer's instructions." 

• 	 When administering dosages of alpha-emitting unsealed byproduct 1l1aterial in 
other than unit dosages made by a manufacturer or preparer licensed under 10 
CFR 32.72 or 10 CFR 30.320). 
• 	 "Dosages will be determined by relying on the provider's dose label for 

measurement of the radioactMty and a combination of volumetric 
measurement and mathematical calculation." 
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Attachment 9.4 

Sec. 8.20 OTHER eaUJPMENT AND FACILITIES 

A brief description of other equipment and facilities available to safely receive, use, 
store, and dispose of radioactive material listed in Item 5 of this application. 

• 	 HO"r LAB (ROOMJ: Is a restricted area and a Radioactive Material Sign will be 
posted on the door. Here is where the radioactive material (unit doses) will be 
stored when received from the radiopharmacy Lantheus Medical Imaging. The 
doses will be stored for daily use in their respectively lead shields. This area is 
prepared for the safety use, management storage and measurement ofJ 

radioactive material: 

• 	Dose Calibrator: This instrument will be used to measure and to confirm the 
activity received by the Radiopharmacy before patient's administration. The 
Dose Calibrator will have responSe time, extended measurement range and 
computer compatibility provide state-of-the-art performance for PET pharmacies, 
chemistry laboratories or clinics. It will provide fast, accurate radionuclide activity 
measurements that easily surpass the most stringent regulatory requirements. 
There a few isotope selection keys. and are pre-programmed for the most 
commonly used and constancy radionuclides. Any key can be reprogrclmmed by 
the user for a desired isotope. Activity is displayed on a LED readout in either 
Curie or Becquerel units. Background correction and zero adjustment will be 
performed at the touch of a button. Range selection .is automatic. 

• 	Wipe Counter: Will be used to measure surface contamination levels in areas 
where radiopharaceuticals are used. 

• 	L·Block Shield: Used for receiving and preparing unit doses of high-energy 
radionuclides. It contains 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 lateral shielding around 
the full perimeter of the L-block's base. it is to protect the Nuclear Medicine 
Technologist from radioactive exposure while measuring the unit doses for each 
patient and while performing the calibration procedure for the dose calibrator. 

.. 	 Lead nest: Sealed vial reference sources are stored. 

.. 	 Sha.JPS Container Shield: It is use for disposal of syringes that have been 
contam inated with high energy radionuclides. The shield is constructed of steel 
and tined with 1" thick (2.5cm) lead. 

• 	Decay storage area: radioactive waste will be stored for decay and them treated 
as regular trash. 

.. 	 INJECTION SITE: It is a restricted area and it is use for the administration of 
radioisotope to the patienfs. 

I OPENING PACKAGES: 
• 	We will use the model Appendix P contains model procedures that represent one 

method for safely opening packages containing radioactive materials. 
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• MATERIAL RECEIPT AND ACCOUNTABILITY 

• To maintain accountability of licensed material we will do the following: 
H Secure licensed material 
• 	 Maintain records of receipt, transfer, and disposal of licensed material 
• 	 Conduct physical inventories at required frequencies to account for licensed 

material 

• 	 ORDeRING AND RECEMNG 

• 	 Authorize, through a designee. each order of radioactive materials, and ensure 
that the requested materials and quantities are authorized by the license for use 
by the requesting AU and that possession limits are not exceeded. 

• 	 Establish and maintain a system for ordering and receiving radioactive material 
that include the following information: 

• 	 Records that identify the AU or department, radionuclide, physical andlor 
chemica1 form, activity. and supplier; 

• 	 Gonfinnation, through the above records, that material received was ordered 
through proper channels. 

• 	 For deliveries during nonnal worKing hours. caniers will deliver radioactive 
packages directly to a specified area (Hot Room). . 

• 	 For deliveries during off-duty hours, security personnel or other designated 
persons will accept delivery of radioactive packages that arrives outside normal 
working hours. Packages will be taken immediately to the Nuclear Medicine 
Division, Hot Room, unlock the door, place the package on the designated area, 
and relock the door. If the package appears to be damaged, immediately 
contact one of the following individuals: Radiation Safety Officer, Director of 
Nuctear Medicine, Nuclear Medicine Technologist Supervisor, Nuclear Medicine 
Technologist. or the Nuclear Medicine Physician. The carrier will be instructed 
to remain at the facility until it can be determined that neither the driver nor the 
delivery vehicle is contaminated. 

• 	 SEALED SOliRCE INVENTO~Y 

• 	 A sealed source physical inventory will be conducted semi-annually basis. 

• 	 RECORDS OF DOSAGES 

• 	 Records will be maintained of each dosage and administration prior to medical 
use. The records will include the following information: 

• Radiopharmaceutical 
• Pa.tient's name or identification number 
• Prescribed dosage and administered dose 
• Date and time of dosage determination 
• Name of the individual who determined the dosage 

• 	 RECORDKEEPING 

• 	 We will maintain certain records to comply with NRC regulations and wm refer to 
the table of recordkeeping requirements that appears in Appendix X (Regulatory 
Guide NUREG - 1556 Vol 9 Rev 2). 
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• LEAK TESTS 


• 	 To ensure achieving the required sensitivity of measurements, leak tests will be 
analyzed in a low-background area. 

• 	 A well counter system with a single or multi channel analyzer will be used to 
analyze samples obtained from gamma-emitting sources. 

• 	 Instrumentation used to analyze leak test samples will be capable of detecting 
185 Bq (0.005 JlCi) of radioactivity. 

• 	 WASTE 

Model Waste Managem'ent Procedures 

General Guidelines 


• A 	 reference source used for equipment calibration will be returned the 
radiopharmacy and they will be shipped back to the manufacture company for 
proper disposal procedures when ever a new one is purchase. 

• An radioactivity labels must be defaced or removed from containers and packages 
prior to disposal in in-house waste. 

• 	Remind employees that non-radioactive waste such as leftover reagents, boxes, 
and packing matelial should not be mixed with radioactive waste. 

• OccasionaUy all procedures monitor to ensure that radioactive waste is not created 
unnecessarily. All new procedures will be reviewed to ensure that waste is handled 
in a manner consistent with established procedures. 

• 	Housekeeping staff will receive adequate training to avoid the possibility of 
unauthorized disposal or exposure of these individuals to radioactive materials or 
to radiation. 

Procedure for disposal by Decay-ln-Storage (DIS): 

• The syringe used after the administration 	of radioactive material to a patient is 
stored in the lead pig and retumed back to the radophannacy inside the ammo box 
for proper disposal procedures. The ammo box will remain inside the Hot Lab until 
next day. The syringes can also be kept in the radioactiVe storage area for decay 
and disposed as regular biohazard trash. 

• Short-Jived waste will be segregated from long-lived waste (half-life greater than 
120 days). 

• 	Waste will be stored in suitable well-marked containers, and the containers will 
have adequate shielding. 

• When the container is full, 	it shoLild be sealed. The sealed container should be 
identified with a . label affixed or attached to it. 

• 	The identffication label should include the date when the container was sealed, 
the name of the longest Uved radioisotope in the container, date when ten half­
lives of the longest-lived radioisotope will have transpired or it comes down to 
background levels, the radiation level in mr/hr and the initials of the individual 
who sealed the container. The container should be transferred to the DIS area for 
decay_ 

• The contents of the container should be allowed to decay for at least 10 half-lives 
or it comes down to background levels. 
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• The contents of the container should be allowed to decay for at least 10 half-lives 
or it comes down to background levels. 
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Prior to disposal as ordinary trash, each container should be monitored as 
follc)ws: 

• Check the radiation detection survey meter for proper operation. 
• Survey the contents of each container in a low background area (less than 0.05 

millirems per hour). 
• Remove any shielding from around the container. 
• Monitor all surfaces of the container. 
• Discard the contents as ordinary trash only if the surveys of the contents indicate 

nc) residual radioactivity. (surface readings are indistinguishable from 
background). 

• 	If the surveys indicate residual radioactivity, retum the container to DIS: area and 
contact the RSO for further instructions. 

• 	If the surveys indicate no residual radioactivity. record the date when the 
container was sealed, the disposal date. type of waste (used or unused material, 
gloves, etc.), survey instrument used, background levels, readings of radioactivity 
in mr/hr and the initials of the individual performing surveys and disponing of the 
waste. This information will be documented in a Waste Disposal Log BI)ok. 

Attachment 2 

ITEM 10: RADIATION PROTECTION PROGRAM 

Licensee will abide by all applicable regulations, develop, implement, and maintain 
procedures when required, and/or provide requested information about the proposed 
Radiation Protection Program during the licensing process to protect health or to 
minimize dangerto life and property. 

Sec. 8.23 OCCUPATIONAL DOSE 

"Either we will perform a prospective evaluation demonstrating that unmonitored 
individuals are not likely to receive, in 1 year, a radiation dose in excess of 10% of the 
allowable limits in 10 CFR Part 20, or we will provide dosimetry that meets the 
requirements listed under 'Criteria' in NUREG-1556. Volume 9, Revision 2. 
'Consolidated Guidance About Materials Licenses: Program-Specffic Guidance About 
Medical Use 
Licenses.' " 

Sec. 8.24 AREA SURVEYS 

"We have developed and will implement and maintain written procedures for area 
surveys in accordance with 10 CFR 20.1101 that meet the requirements of 10 CFR 
20.1501 and 10 CFR 35.70." 

Sec. 8.25 SAFE USE OF UNSEALED LICENSED MATERIAL 

'We have developed and will implement and maintain procedures for safe use of 
unsealed byproduct material that meet the requirements of 10 CFR 20.1101 and 10 
CFR20.1301." 
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Sec. 8..26 SPILUCONTAMINATION PROCEDURES 

'We have developed and will implement and maintain written procedures for safe 
response to spills of licensed material in accordance wit.., 10 CFR 20.1101." 

ITEM 11: WASTE MANAGEMENT 

Sec. 8.29 WASTE MANAGEMENT 

'We have developed and will implement and maintain written waste disposal 
procedures for licensed material, in accordance with 10 CFR 20.1101. that also meet 
the requirements of the applicable section of Subpart K to 10 CFR Part 20 and of 10 
CFR35.92." 

ITEM 12. LICENSE FEES: 


Sec. 8.2:9 peENSE FEES: 


A. FE~e Category: 7C 
B. Amount Enclosed: $~ J"l 00' 0::; 
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This is to acknowledge the receipt of your letter~~lication;d"d I.::': \}:>J 
IJ., 111/03 'and to inform you-that the initial processing which 

includ~s an administra,tive re~iew ha,s ~e.en pe.rfOrmed,\ I \ ') \;. (' ) 

( ~JCh.J LILCJ-DG ApI) 1<:;_110/ / 1....6v·;>(\ (q 7®	There were no administrative omis~i6ns, Your application was assigned to a 
technical reviewer. Please note that the technical review may identify additional 
omissions or require additional information. 

D 	Please provide to this office within 30 dal/S of your receipt of this card 

A copy of your action has been forwarded to our License Fee & Accounts Receivable 
Branch, who will contact you separately if there is a fee issue involved. 

I) Ji'')', )
Your action has been aSSigned Mail Control Number.'-jt Jd- ~) . 
When calling to inquire about this action, please refer to this control number. 
You may call us on (610) 337-5398, or 337-5260. 

NRC FORM 532 (RI) Sincerely, 
(6-96) Licensing Assistance Team Leader 
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NRC FORM 532 (RI) 

(6-96) 

Sincerely, 
Licensing Assistance Team Leader 


