
i’ROST~CINTn Krr 
(CAPROMAB PENDmDE) 

KIT FOR THE PREJ-ARATON OF INOIIJM IN I I I CAPROMAB PEND~DE 

FOR lNTR~vwous USE ONLY 

DESCRlfTlON 

PROST&ClMI* (CAF’ROMAB PWDEl7oEl IS 7?iE HURINE MONOCLONAL AN776ODY, 7E 1 1 -c5 2, 
CONJUCA-IED To THE UNKER-CMEUTOR, GLY~~~OSYL~N. &DJ -~iAMINEPENT’MCEnC 
ACfDkYSlNE HYDROCHLORIDE (GYWJTPA-HCL). mE 7E 1 1 -c5.3 AHnBODy IS OF THE hG I , KAPPA 

SU8CuS3 tloO 1 K). .!hls AmaODY 13 DIRECTED AGAINST A OLYCOPRWN #PRE9sED BY PROSTATE 

EPfTHELlLM KNOWN AS FROSTAYE SPEClJ?C MEMBFME ANTIQEN (Psi’@). TkE PSMA ePrrOPE 
RECOGNIZED BY MONOCLONAL AmsOW (bib) 7E 1 1 G5.3 IS LOCATED IN lME CYTOPUSMIC 

DOMAIN. EXPRESSION OF wis GLYcoPRomN H*rs NOY 8tzt4 DEMON~Z ON ANY QMER 

ADENOCARCINOMAS OR TRANSmONAl CELL CANCERS TEstED. TkE ANTIBODY IS PRODUCED BY SERUM- 

FREE IEJ M7WO CuLllVATlON OF CEUS, AND PURIFIED BY SEOUWAL PROTEIN ISOLATION AND 

CHROMATOGRAPtllC SEPARATlON PROCEDURES. 

EACH PROST&CINTm KrT CONSlSTf OF TWO VULS WHICH CONTAIN AU OF THE NON-RADIOACTlVE 

INGREDIENTS NECESsARY TO PRODUCE A SlNdLE UNIT DOSE OF INDIUM IN I I I PROSTA~CINT’~, AN 

IMMlJNO3CINTICRAPtilC AQEM FOR *DMINBTFtAI’loN 9y INTRAVENOUS INJECnON ONLY. TkE 

PROZZ&CINT’” VW_ CONTAINS 0.5 MO OF CAPROMAB PENDEllDE IN ! ML OF SODIUM PHOSPHATE 

BUFFERED 9ALlNE SOLmON ADJU~ TO PH 6; A STERILE, PYROGEN-FREE, CLEAR, COLORLEsS 

SOLUTION THAT MAY CONTAJN SOME TRANSLLJCEKT P-CLES. ThE VIAL OF SODIUM AClZAl’E 8uFfER 

CONTAINS 82 MC OF SODIUM ACETATE IN 2 ML OF WATER FOR INJECTION ADJUSTED TO PH 5-7 wrr?i 

G~XX&_ ACEX ACID; m IS A -IL.E, ~w?ooEN-FREE. CLEAR, AND COLORLE99 SOLUTION. NEWER 

SOLUTlON CONTAINS A PRESERVATIVE. EACH KIT AL90 INCLUDES ONE STERILE 0.22 /fM MILLa<@ GV 
WLl-ER, PRESCRIEING INFORMATION, *ND NV0 lDENHFlCATlON LAS-. 

T’E SODIUM ACETAE SOLON MUST BE ADDED TO THE STERILE, NON-WROCENIC WGH PURIR 

INIXUH IN I I I CHLORIDE SOU~ON TO BUFFER IT PRIOR TO RADIOUBWNO PROSTASCINT~ . THE 
IMMuNOSC~NT~~RAPH~C AGENT ~NDIUIW IN 1 I I CAPROMAB PEND~DE ONOIUM IN I I I 
PROSTA~CINT”‘) IS FORMIZD AFTER RADIOLIBEL~NQ wnw INDIUM IN I I I. 

PmlCXL CHARACTERISTICS OF !NDllJM IN 1 1 1 

INDIUM IN 1 I I DECAyS BY ELECTRON CAPTURE WllH A PHYSICAL HALF-UFE OF 67.2 HOURS (2.8 
DA=). ’ TkE MeRCLE9 OF ME PHOTON9 THAT ARE USEFUL FOR DEl=EmON AND IMAOINO STUDIES ARE 

LlmlNTA&E 1. 

<< TABLENs I>> 

I 



‘IKE EXPOSURE RATE CONSTANT FOR 37 MBo ( I MCI) OF INDIUM IN 1 I 1 IS 8.3 x l Od C/KO/HR 
(3.2 I WHR). TkE Ftm HALF-VALUE THlcKNE3s OF LEA0 (P3) FOR h’WlUM tN 1 1 1 I3 0.023 CM. 

A RANOE OF VALUE3 FOR THE RUTIVE All’ENUA’TION OF ME RAWAnON Eb4-D BY THIS 

RAOIONUCLIDE T)vT RESULTS FROM THE INTERPOSlTlON OF VARIOUS TWICKNESSES OF PB Is SHOWN 

IN TABLE 2. FOR DCAMPLS, THE USE OF 0.834 CM OF LEAD WILL OECR-E THE PmRNAL 

RAOlATION EXPOSURE 8Y A FACTOR OF ABOUT 1 ,000. 

<< ‘TABLE NP 2>> 

TkESE ESTlMATEs OF ATTENUATION DO NQT TAKE INTO CONSIDERAnON THE PRESENCE OF LONGER- 

LIVED CONTAMINANTS Wm HIGHER ENERGY PWUTONS, NAMELY INDIUM IN 1 I4M/ i 14. 

To ALLDW CORRECTION FOR PIIYSICAL DECAY OF INDIUM IN I I I , THE -0NS THAT REMAlN AT 

SELECtED INTERVALS BEFORE AND AFTER THE llME OF CALlERATlON ARE SHOWN IN TABLE 3. 

<< TABLE Nn 3>> 

CUNLCAL PHARMACOLOGY 

PHARMACODIWMICS 
-4 

-_. 
PROSTAX SPECIFIC MEMBRANE ANTIGEN 13 MPRESSED IN WY PRIMARY AND MmAsTAnC PROSTATE 

CANCER LESIONS, AND m m0 lMMUNOHlSrOLGGlC SNDlE3 HAVE SHOWN 7E t i -05.3 To BE 

RUCnvE WlW OVER 95% OF ME PROSTATE ADENOCARCINOMAS EVALUATED. IN OENERAL. PSMA 

DBRESSION BY PROSfATE CANCER CEUS IS Ef’THER UNCHANGED OR INCREASED IN pAnEN 7RUtED 

Ann HORMONAL MERAPT (SEE PREOAV~ONS, ORUG INACTIONS). lhe 7E I I -C5.3 ANT~S~DY 

IS IMMUNOREACTIVE WlTH NORMAL AND HYF’ERTROPHIC ADULT PROSTATE 7l33UE. IN CLINICAL STUDI= 

OF PAnENT3 wrw PROSTATE CANCER, INDIUM IN I I I PROSTASCINT~ LOCAUZED TO THE PRO3TA%, 

AND SOME KNOWN PRIMARY AND MmA3TATlC TUMOR 3lTE3. 

NON-AJ+JTIOW~EPWDEHT LOWUTION, qU3PEcTED Tp SE 3ECONOARY To CATAEOUSM, HA3 BEEN 

033ERVU) IN ME LIVER, SPLEEN, AND 3ONf MARROW. AL~OUOH THERE IS VARIAvON AMONG 

INDMOUU, MERE MAY ALSO BE WCALlUTlON AN0 IMAGING Acnvrn IN THE BOWEL, 8LOOD POOL. 

KIDNETS, URINARY BLADDER. AND GENtTALl& bJTRACELLUL*R LOWZATION OF 7El 1 es.3 HAS 

BEi% OBSfRVED IN IllssDCHEMICALLY PREPARED RSSUE SECTIONS FROM NORMAL ADULT S-AL 

*ND CARDIAC MUSCLE, ALTHOUGH PRIMATE STUDIfS REVEALED NO SPECIFIC LOCAUZATION 70 THWE 

n3suEs. 

i 

_at 

Btiu) ON DATA OBTAINED FROM CUNICI~L ~NDIIZS, INOIUM IN I I I PROSTASCINT~ DEMONSTRATED 

A MONOEXPONENTIAL ELlMlNATtON PATTERN WITH A TERMINAL-E HALF LlFE OF 67 f 1 1 HOUR3 

(MEW* 50). APPROXIMATELY 10% OF ME ADMINISTERED RADIOISOTOPE DOSE IS -CR- IN THE 

URINE DURING THE 72 HOURS FOLLOWlNG INTRAVENOUS INFUSION. mE PWARMACOKINmc3 OF 

IND~UM IN I I I PRO~ASCINT” ARE c WIZED BY SLOW SERUM CmNCE RATE (42 f 22 

MUHR) AND SMALL VOLUME OF DlSTRl3UnON (4 k 2. I ut 



CLINICAL SrUDlES 

INDIUM IN I I I PROST&CINT’~ )+AS BEEN ADMINISTERED IN SINGLE DOSES TO OVER coo PATIENTS 

IN CLINICAL SKIDIES, MD IN REPEAT ADHlNlSTRATlONS (2 TO 4 INFU5lONS~ TO 6 1 PATENTS. A 0.5 
MC DOSE WA!5 DETERMINED TO BE THE LOWEST EFFECllVE DOSE. ThE IMAGING PERFORMANCE OF 

lNDlUH IN 1 1 1 PROSTA%JM’~ WAS EVALUATED IN A PHASE 2 AND A PHASE 3 TRIAL IN uCH OF TWO 

CLINICAL SLTnNGS: ( 1) PATtENT! Wm CLiNIaUY-LGCALfZED PROSTATE CANCER WHO WeRE AT HIQH 

RISK FOR METASTASe AND (21 PATlENTS WITH A HIGH CLINICAL SLJSPlCION FOR OCCULT RECURRENT 
OR RESIDUAL PROSTATE CANCER. 

w_G PERFo&-lANCF IN NEWLY-OIAQNOSED PATIENTS 

-. 

IN ONE OF TWO OPEN UBEL, MULTI-CCENTER, UNtONTROlLEb PIVOTAL PHASE 3 TRW, 160 

PAVENTS WN A TlssLJE DIAGNOSIS OF PROSTATE CANCER WHO WERE CONSIDERED AT HlGfi RISK FOR 
LYMPH NODE METMASES UNDERWENT INDIUH IN 1 I 1 PROSTfiCINTn IMMUNOSCINTIGRAPl-fY PRIOR 
TO SCtiEDuLED STAGING PELVIC LYMPHADENECTDMY. HIGH RISK WAS DEFINED AS AT LEAST’ ONE OF 

THE FOLLOWING: ( 1) PROSTATE SPECIFIC ANTIGEN (PSA) 2 1 OX THE UPPER LbllT OF NORMAL & 

GLEAsON SCORE 27; (21 PROSTATlC ACID PHOSPHATISE MOVE THE UPPER LIMK OF NORMAL; (3) 

EQUIVOCAL EVIDENCE OF LYMPH NODE M~ASl’AS~ ON m OR ULTRASOUND & PSA 28X 77-E UPPER 

UMR OF NORMAL; (4) G-ON SCORE La; OR (5) CLINICAL STAGE c & aLEASON SCORE 26. ALL 
PATIENTS HAD BEEN EVALUATED FOR MflmAnC DISEASE USING SfANDAFtD NON-INVASIVE IMAGING 

TECHNIOUES, AND WERE CONSIDERED TO HAVE CUNICALLYXOCALI~ PROSTATE CANCER. TkE hiUM 

IN 1 1 1 PROSTA%N’? IMAGES WERE INTERPRETED ONSlTE, AJUD ME READER MAD ACCESS To ALL 

CUNIUL DATA. WE JNTERPR~Al’lGNS WERE CORREUTED WITH THE RESULTS OF SURGICAL STUJING; 

HOWEVER, A CORRELATION OF SPECIFIC ARUS OF INDIUM IN I I I PROST’ASCINT~ UPTAKE TO 
SPEClFlC SmS OF TUMOR INVOLVEMENT WIU NOT PERFORMED. 

ONE HUNDRED nrnvwo PATENIX HAD AN INXRPRETABLL SCAN AND SURQICAL STAGING. Fo~n 

SCANS WERE CU!3snED AS TRUE POS~VE, 25 As FALSE POSlllVE, 63 AS TRUE NEOATIVE, AND 2d 
AS FALSE NEGA77VE. 7kE RESULTS FOR IMMUNOSClKnGRAPHY ARE SUMMARIZED IN TABLE 4. 

TILE Nn 4>> 

S~mhmn PATIENTS (43%1 HAD POS~VC INDIUM IN I I I PFcOST&~~~T~ IHAGES FOR PELVIC LYMPH 

NODE MmASTASES: OFTnESE 38% (25 PAnEHIs) DID NOT HAVE MET-ATIC PROSTAl’E CANCER AT 
SURGERY. EIO~-SEVEN PA~EHTS (57%) HAD NEGATM INDIUH IN I I I PROSTASCINT~ IMAGES: 
o? THESE 28% (24 PATIENTS) DID HAVE MflASTAT!C PROSTATE CANCER AT SURGERY. TkE OVERAlA 

ACCUF?ACY OF INDIUM IN I I I PR~&CIHT~ IMMUNOSCINTlGRAPMY. AS MEASURED AGAlNST PELVIC 

LYMPH NODE DlSSEC?lON, WAS 66% ( 103/l 52). 

A RETROSPE-e SUBSET ANALYSIS SUGG- THAT A POSITWE INDIUM IN 1 I 1 l=ROSTtiCIMm 
SCAN IN PATIENTS m A G-ON SCORE 27 AND A PSA 2 40 CONTAINED ADDITION& INFOFikATlON 
REGARDING ME UKElJliOOD THAT TUMOR MET’.ES WOULD BE FOUND AT THE SCHEDULED STAGING 

PELVlC LYMPHADENECTOMY. 



IMAGING PERFORMANCE IN Pmmm WITH OCCULT RECURRENT OR ~u~DlSEGX 

IN THE SECOND OPEN LABEL, HuLn-cEN-rm, UNCOM~ROULD PwatAA P-E 3 TRIAL, I 83 PAnENTs 

wm A HIGH CLINICAL SUSFYCION OF RESIDUAL OR RECURRENT PROSTAtE ULCER FOUIOWING 
CUDICAL PROST..TE~TDMY WERE EvUTED. PATIENTS wITH A RISINO PSA, A NEOATIVE BONE SU, 
AND NEGATIVE OR E~l$VOCAL SMDARO OIAONOST’IC TECHMOUES, (E.G. V?ANSRECTAL ULTRASOUND, 
m SCAN. OR t’iR1) UNDERWENT [NDluH IN 1 1 t PROSTA5CIN? IMMUNOSCJNTIORAPHY PRIOR To 
BIOPSY OF THE PROsTAnC F~SSA. THE INDIUM IN 1 I I PROST~CINT~ IMAGES WERE INTEFfPRETED 
ON-sm. AND ME READER w ACCESS ~0 AU CLINICAL DATA. lh~ IKT~RPRI~A~~ONS WERE 

CORREUTED With ME RESULTS OF HI!3TOPATHOLOGIC ANkYSlS OF THE PROSTAVC FOSSA BIOPSY 

SPECIMENS. 

ONE HUNDRED RF!?EIGHT PAnDJTs HAD AN INTERPRETABLE SCAN AND PROSTATlC FOSSA BIOPSY. 

n’U--NINE SCANS WERE CUSSIFIED m TRUE POStTIm 29 AB FUSE PoSmVE, 70 AS TRUE 
NEGATIVE. AND 30 AS FALSE NEGATlVE. TkE RESULTS ARE SUMMARIZED IN TABLE 5. 

< ‘TABLE hia 5>> 

F~FWEIWT PAT~D(TS (37%) HAD POSSE INDIUM IN I I I PROSTA~CINT~ IMAOES IN ME PROSTATIC 

FOSSA: OF THESE 50% (29 PAnENTs) DID NOT HAVE RECURRENT PROSTATE CANCER ON BIOPSY. 
ONE HUNDRED PATTENTS (63%) HAD NEQATIVE lNDlUM IN I t 1 PROST&CIN”? IMAGES: OF THESE 

3o”rb (30 PATIENTS) HAD RECURRENT PROSTAX CANCER ON BIOPSY. THE OVW ACCuR*cy OF 

INDWH IN I I I PRO~TASCINT~ lHMUNOSCItJTlGRAPHY. As NEASURED AGAlNsT PROSTITle FOSSA 

BIOPSY, W&s 63% (99/i 58). 

INDIUM IN I I I PROSTASCWT~ LOC.UKED TO ONLY 7l+E PROSTA7lC FOSSA IN 29 ( I 8Oh) PATIENTS, 
f0 PROSTATIC FOSSA AND mOSsA Sm IN 28 t i 8%) PAIENrS, AND m ONLY -FOSSA 
sm IN 39 (25%) PA~IZNT~. THE SYUW WIS NQT DESIONED TO EVALUATE EX~RAFOSSA sms OF 
UPTAKE. TkREE WOSSA SITES OF UPtAKE WERE BIOPSIED, ONE OF WHICH WAS POSITIVE FOR 
HEMSTATIC PROSTATE CINCER. 

CLINICAL TRW HAVE NOT SPECIRULLY STUDIED THE AB~W OF. INDIUM IN I I I PROSTASCIKT~ 

TO IMAGE 0l~AN-r ~EX~?A-PELVIC) HmASTAsE!Z, AND A UHITED NUMBER OF PATlENTS Wm-I 0l~AN-r 

(PRI-ILY BONEI METASTASEB WERE ENROLLED. TklFtTEEN PATIENTB OUT OF 16 (8 l O/b) WlTH fl 
WIOENCE OF oIJTAHI‘ SOFT TISSUE DISELSE HAD POSITWE DCtRAFOSSA \NDIUM IN 1 I I 
PROST~CIKT- SCANS. THIRTY-FIVE OVT OF 6 I PAVENTS (57%) WITH BONE SCAN EVIDENCE OF 
DIS~E HAD PoslTni~ INDIUM IN I I I PROSTASCIHT~ SK-AL UPTAKE; HOWEVER, lNOlUM IN I 1 I 

f=RoST&cl~? IMAGINO DID NOT 1DENTlFy MO= SmS OF ABNORMAL BONE UPTAKE ON BONE SCAN, 

NOR DID IT DEMONSrrUTE ANY NEW SnB oF H~xiT~IS THAT WERE NOT SEEN ON BONE SCAN. . THE 

lNDlUM IN I I I PROSTAsCINTn) SCAN DID, HOWEVER, DEMONrrrUTE SITES OF BONE MARROW 

METAsTAsEs THAT WERE NOT SEEN ON BONE SCAN IN 2 Of 43 PATIM IN THE PHASE 1 STtJDy. 



SIXW-ONE PATENTS RECEIVED A TOT& OF 74 REPEAT INFUSIONS OF lNDlUM IN 1 1 1 

PROST&CINTm . THE INCIDENCE OF ADVERSE REnCnONS UPON REPLAT INFUSION (5%) WAs 

COMPARABLE TO THAT OBSERVED AFTER SINGLE INFUSION (4 Orb). HUMAN ANTI-MOUSE ANT~EODY 

+iAMAI LEVEU WISE 0Cr~cm1 (rig LEVELS >BNG/MU BY RADIOIMMUNE -SAY (RW AVER SINGLE 

INFUSION IN 86/o (20/238) OF PIllENTS WHILE l Olf OF PATlENT! HAD LEVELS OReATER THAN i 00 

NC&t_. SERUM HAMA LEVELS WERE D.ETEClED BY RIA AFrER REPE*T INFUSION IN 19% (5/27) OF 
PATmm . 

BIODK~RIE~~N wu upulTER~13 ON 65 OF 70 (83%1 eaumu REPUT SUNS. DE EFncAcr 
OF REPEAT INDIUM IN 1 1 I PROST&CINTN IMAGING WIS NQT NALUAm. 

INDICATIONS AND USAGE 

lNOlUM IN 1 1 I PROST&CINTN IS INDICATED A3 A OlAGNOsTlC IMAGING AGENT IN NEWLICDUGNOSED 

PATlENT WfTH BIOPSY-PROVEN PROSTATE UNCER, THOUOHT TO BE CLINICALLY-LOUUZED Al7SR 

STANDARD DffiNOSTlC EVALUATION (E.O. CHEST X-RAY. BONE SCAN. m SCAN, OR MRD, WHO ARE AT 

HIGH-RISK FOR PELVIC LYMPH NODE WEMT.GES [SEE CLINICAL PHAAbfACOaGY, &&k&i 

HIGH RISK. 

?, !T IS NOT’ INDICATED IN PATIENTS WnO ARE NOT AT 

INDIUM IN I I I PROSTASCINT~ I3 AL!50 INDICATED A3 A OlAGNOsTlC IMAGING AGENT IN POST- 
PROSTATE-MT PAnEEm WmC A RISING Psb AND A NEQA7lVE OR EQUIVOCAL STANDARD MmtiTATJG 
NALUATlON IN WHOM THERE IS A HIGH CUNICAL SUSPICION OF OCCULT MEk%TA’HC DISEASE. TkE 

IMAG~NO PERFORFUNCE OF INOIUM IN I I I PROSTASCINT’~ FOLLOWING RADIAnON THERAPY HAS NOT 

BEEN sTUDlED. 

THE INFORMATlO~ PROVIDED BY lNOlUM IN 1 I 1 PROST&ClNT’” IMAGING SHOULD BE CONSIDERED 

IN CONJUNCTlON m -ER O&GNOSTIC INFORMATlON. SCANS TnAT ARE POSTr(VE FOR HETIlcSTLITlC 

DlSEA3E SHOULD 3E CONFIRMED HISrOWGlCALLY IN PATlENT WHO ARE QMERWISE CANDIDATE3 FOR 

SUROCRY OR RADUnON THERApY UNLESS MEDlCALLr CONTRAINDIUTED. SCANS THAT ARE NEGATIVE 
FOR META3TAl’lt DISELSE SHOULD NOT BE USED IN LIEU OF HlrrOLOQlCAL CONFIRMATION. 

PROST&C&” IS NOT INDKIAXD a A SCREENING TPOL FOR CARCINOMA OF f)4~ PRmATE NOR FOR 

RUDMINISTRATION FOR THE PURPOSE OF ASSESSMENT OF RESPONSE To TREATMENT. 

CONTRAlNDICXIlONS 

lNOlUM tN i 1 1 PROSTISCINTh SHOULD NQT BE USED IN PATlENT WHO ARE HYPERSENSm7VE TO THIS 

OR MY OTHER PRODUCT OF MURINK ORIGIN OR TO INDIUM IN I I I CHLORITE. 

WARNINGS 

PAnENT MANAGEMENT SHOULD NOT BE BASED ON INDIUM IN I I I PROSTASCINT” SCAN RE3ULrS 



WlmOLJT APPROPRIATE CONRRMAT0R-f -DIES SINCE IN THE PIVOTAL 

RATE OF FALsE POSmVE AND FALSE NEGATIVE IMAGE INTERPRETITIONS 

c 

TRlAU. THERE Wti A HIGH 

(SEE PRECAIJIONS). 

iNOlUM IN 1 1 t PROST&CINTN IMAGES SHOULD BE INTERPRFTED ONLY BY PHYSICtANS WHO HAVE 

HAD SPEClFlC TRAINING IN tNDluM tN 1 1 1 PROSTA%IMw IMAGE INTERPRErATlON (SEE 

PRECAUTIONS, IMAGING PRECAUTIONS). 

ALLERGIC REAC~~NS, MCLUDING ANAPHYLAXIS, GIN OCCUR IN PAnENTs WHO RECENE MURINE 

ANnBoDIES. &mOUGH SERIOUS Rl%CTIONS OF mfS TYPE.HAVE N0T BEEN OBSERVED IN CUNICAL 

TRtALs APTER lNDlUM IN 1 t 1 PR~AsCINTnr ADMINISTRATION, MEDICATIONS FOR THE TREATMENT OF 

HYPERSENSlIlVTTY REACTIONS SHOULD BE AVAllLgLE DLJRING ADMINISTRATION OF ml9 AGENT. 

tNOlUM IN I t t t=ROST..CIMN MAY fNDUCE HUMAN ANlt-MOUSE ANTIBODIES WHICH MAY INTERFERE 

WITH SOME IHMUNGASSAYS, INCLUDING THOSE USED lm ASSAY PSA AND UIGOXIN (SEE 

PRECAUTIONS, DRUG/LACJORATORY Test I-CXIONS). 

PRECAUTIONS 

-._ 
THERE WERE HIGH RATES OF FALSE PosITWE AND FAUE NEGATIVE IMAGE INTERPRETATIONS IN mE 

PIVOTAL TRlALs (SEE mNlCAL STUDIES). FALSE POSmVE SC6N INTERPRETATIONS MAY RESULT IN: ( 1) 

INAPPROPRIATE SURGlC%L INTERVENllON lU CONFIRM SCM RESULTS: (2) INAPPROPRUTE DENIAL OF 

CURATIVE THERAPY IF RESULTS ARE NOT CONFIRMED; OR (3) INADEOUATE SURGICAL =AGING IF ONLY 

ARM OF UPTAKE ARE SAMPLED. SURGIGAL SAMPLING SHOULD NOT BE UHI’TTD To mE ARUt OF 

POSITWE UPmAKE, UNLESS HI-LOGIC E%NlNATlON OF mESE AREAS IS DIAGNOSTIC. DUE TO ME 

POZNTlAL FOR FALSE NEGA’ SCAN INTU?PRFTAll0NS, NZATIVE IMAGES SHOULD NOT BE USED IN 

UEU OF HlST0WGlC CONFlRHAlloN. PROPER PATlENT PREPARATION IS MANDATORY T0 OBTUN 

O~IMAL IMAGES FOR lNxRpRt3AnoN CSSEE IMAG~NI~ PRECAUTIONS. 8aowl. 

BONE SCANS ARE MORE SENSITIVE mIF( PROSTASCINT~ FOR WE Dl3ECTION OF MfTASTASES 7’0 

BONE. AND tNDllJH IN 1 t 1 PRO~&XTIY SHOULD NOT REP-E BONE SCAN FOR THE EVALUATION 

OF SKELETAL k4mASTfiE.S. 

f?ADlOPMRMICEUTICILS SHOULD BE USED ONLY BY PWYSICIANS AND OTHER PROFESSloNA~ WI-lo 

ARE OUALIFIED BY TRAJNING AND EXPERIENCE IN ME SAFE USE AND HANDLING OF RADIONUCLIDES. 

!NDlUH IN l l 1 PROSTA%NTm IMAGES SHOULD BE INTERPRETED ONLY BY PHYSICIANS WHO HAVE 

HAD SPECIFIC TIUINJNG IN THE INTERPRETATlON OF lNDlUM IN t I I PROSTA%NTN lMAGE!5. 

TkERE MAY BE h4DlUM IN 1 I i PROSTAsCINTrr) CLURINCE AND IMAGING LOCALlZATlON OBSERVED 

IN THE BOWEL. EL000 POOL, KIDNEYS, AND URINARY BUDDER. ‘#HEN OBTAJNlNO ALL 72- I 20.HOUR 

PUNAR MD SINGLE-PHOTON EMISSION COMP~~D TOMOGRAPHY (SPECl? IMAGES, ME B~DER 

SHOULD BE CAmETERiZED AND lRRIO*TED. DE ADMINISTRAmON OF A CATHARTIC IS REGUIRED 7%E 

EVENING BEF0RE IMACINO mE PATlENT, AND A CLE4MSING ENEMA SHOULD BE ADMINISTERED WtmlN 

UJ HOUR PRIOR TO EACH 72- 120 HOUR IMAGING SESSION. 

c 



TIE COmrm3 OF THE KJT ARE NOT RADIOACTIVE. HOWLER, AFTER THE INDIUM IN 1 i 1 CJILORIDE 

IS ADDED, APPROPRIATE SHJElDlNQ OF INblUM IN 1 1 1 PROSTficlmTY MUST BE MAINTAINED. c&?E 

SHOULD BE TAKEN To MlNlMtZE FUbtillON MPOSURE To PATIENTS AND MEDICAL PERSONNEL, 

CONSISTENT Wm PROPER HOSPJTAL AND PATIENT MANAGEMEti PROCEDURES. 

6CJi PROSTfiCINT'* KJ’T IS A UNK OF USE PACKAGE. 7kE CONTENTS OF ME KJT ARE TO 8E USED 

ONLY m PREPARE l~t3lUM IN I I I PROSTASCIN+~; UNLABELED PRoSTASCJ~‘” SHOULD ~Crr t3E 

ADMINI-RED DIRECTL’I TO THE PAnEt4-l.. m RADlOLnBELJNG Wm hiPlUM IN I 1 1 , THE ENTlRE 

INDJUM IN I I I PROS~ASCINT~ DOSE MUST BE ADMINISTERED TO THE PATIENT FOR WHOM JT WAS 

PRESCRIBED. REDUCING THE DOSE OF INDIUM IN I I I, UNUBELED PROSTASCIM'* , OR INDIUM IN 

1 1 I PROST..CINTm MAY ADVERSELY IMPACT IMAQING RESULTS MD IS NOT RECOMMENDED. 

TkE COMPONENTS OF YHE KIT ARE STERILE AND PYROGEN-FREE AND CONTAJN NO PRESERVATNE. 

INDIuM IN I I I PRO~TASCINT~ SHOULD BE USED WrmlN 8 HOURS AFfER RADIOUBELtNG. IT IS 

ESSENTIAL. TO FOUOW THE DIRECTlONS FOR PREPARATION CARENLLY AND To ADHERE To STRlcf 

ASEFTJC PROCEDURES DURJNO PREPARATION OF THE RADIOUBELED PRODUCT. 

&FORMATlON FOR Pm 

MURINE MONOCLONAL ANT~BODJES (h’t4BS) ARE FOREIGN PROTUNS, AND THEIR ADHJNJSTRATJON CAN 

INDUCE HAMA. WHILE LJNlTJED DATA EXIST CONCERNING THE CLINICAL SIGNIFICANCE OF HAMA, ME 

PRESENCE OF HAMA MAY INTERFERE WITH MURINE-ANTIBODY BASED JMMUNO~SAYS, OR COULD 

COMPROMISE THE EJTJCACY OF DJAGNOSTlC OR MERAPEUTlC MURINE ANTIBODY-BASED AGENTS AND 

INCREASE THE RISK OF ADVERSE RUCTIONS. FOR THESE RE*SONS, PATIENTS SHOULD BE INFORMED 

THAT THE USE OF THIS PRODUCT COULD mVERSELY AFFECT ME FUTURE ABIm To DIAGNOSE 

RECURRENCE OF MElR TUMOR, THE ABIUTT TO PERFORM CERTAIN OTHER UBORATORY TESTS, OR 

TO USE OTHER MURINE-BASED PRODUCTS. PATIENTS SHOULD BE ADVISED To DISCUSS PRIOR USE 

OF MURINE--BODY BBED PRODUCIX WITH THDR PHYSICIANS (SEE HITEROLOGOUS PROTEIN 
ADMINI~WON, BELOW). 

tlEfERoLOGOUS PRmFw ADMINISTRATI~ 

INDIUM IN I I I PROSTASCJKT~ w EEW SHOWN to INDUCE HAMA TO MURJNE IGG INFREOUUJTLY 

~NDWRHLOWPEAKLNRS @TER SINOLE ADMINI~nON. HAMA LEVELS WERE DETECTED c*T )8 

NC/ML) BY f?h *FTER SINGLE INNSION IN 8% (20/239) OF PA77ENTS, WHILE I O/o OF PA;nwts HAD 

LEVEU OdIXER THAN 100 NG/ML. IN ADDJTlON, SERUM HAMA LEVELS WERE DETECrEJ2 BY RIA 
AFTER REP-T INFUSION IN l9Orb (5/27) OF THE PATlENTS. 

WHILE UMmD DATA -ST CONCERNING THE CUNIUI SIQNfRC*NCE OF HAMA, DOE-ABLE. SERUM 

LNRS CAN ALTER ME CLEARANCE AND TlSSUE BlODlSTRIBVnON OF MABS. THE DEVELOPMENT OF 

PERslfTEKhY ELEVATED SERUM !iAMA LNEU COUU) COMPROMISE THE EFFluc( OF DIAGNOSTJC 

OR l+JEp*pElJTJC MURINE AJ4TJBODY-BASED AGJ3T’S. IN REPEAT ADMINJSrRATJON TRL*Ls, 93% t65/70) 
OF THE EVALUABLE REPEAT INNSJONS WERE ASSOCJATED WJTH NORMAL mSSUE DJmlBuTtON OF THE 

MA6 CONJUOITE. PRE-INFUSION SERUM HAMA LPIRS WERE GENERALLY NW PREDIC~~F OF 
AL-ED DISTRI8UTlON. 

WHEN CONSIDERING THE AOMlNISrrUTlON OF INDIUM lN I I I PROSTASCIN? To PAnENTs WnO HAVE 

PREVIOUSLY RECEIVED QMER HURINE ANTIBOD~B~SED PRODUCTS, PHYSICJANS SHOULD BE AWARE 

7 



OF THE POTENTIAL FOR ASSAY INTERFERENCE AND INCR-ED CLEARANCE AND ALTER= 
BlODlSTRlSUTlON, WHICH MAY INTERFERE WITH THE OUAurr OR SENSmVnr OF THE lMIClNQ STUDY. 
PRIOR m MMINI~TRA~ON OF MURINE ANTIBODIES. INCLUDING ~NDIUFI IN I I I PRUSTASCIKT”“, ME 
PHYSICIAN SHOULD REVIEW THE PATIENT HISTURY TO DETERMINE WHETnER THE PATIENT HAS 

PREVIOUSLY REtENED SUCH PRODUCTS. 

mE EFFECT OF SURGICAL AND/OR MEDJCU ANOROOEN ABUTON ON THE IMAGINCI PERFORMANCE OF 
~NDIUM IN I i I P~osxtSclN? ~crs NOY BEEN STUDIED. PRNMINARI DATA SUOQE~T HORMONE 
*BLATION MAY INCREASE P%A MPRESSION, WrrW CONCURRENT DECRUSE IN TUMOR D(PRESSION 
OF P%.’ n+E USE OF PROSTA%Mm IN MIS PATtENT POPULATION CANNQT q c: RECOMMENDED AT 

THIS Tlh4E. 

THE PRESENCE OF HAMA IN SERUM AS A RESULT OF t=ROSTA%lN? MAY INTERFERE Wm SOME 
AN~BOD~~~UED IMMUNOISSAYS (SUCH rs PSA AND OIGOXIN~. WHEN PRESENT, ~19 INTERFERENCE 
GENERALLY RESULTS IN F-ELI HIOH v*sues. WHEN FOLLOWING PSA LEYEIS, ASSAY HET~ODS 
RESISTANT To HAMA ImFERENCE SHOULD BE UTILIZED. PSA ASSAYS WHICH WERE FOUND 7-O BE 
RESISTANT TO HAMA INTERFERENCE WERE HYER~CH TANOEM-R AND Aeeov IMX. 

WHEN PATtEKcs HAVE RECEIVED INDIUM IN I 1 1 PROST*SCId”, TblE CUNtCAL LABORATORY SHOULD 
BE NOTlFlED To TAKE APPROPRUTE ME&SURE25 To AVOID INTERFERENCE BY HAMA WfTH CLINICAL 
LABORATORY TEZ%-llNd PROCEDURES. mE!3Z MEMODS INCLUDE ME USE OF NON-MURINE-B*SED 
IMMUNOASSAYS, HAMA REMOVAL BY ADSORPnON, OR SAMPLE PRE-TREATMENT TO BLOCK HAMA 
ACllVflY. 

CARCIN~Q~;NFSIS. MU~-AGWE~IS. IMPNRM~ OF Em 

bNO‘TeRM ANIMAL SYUDIES HAVE NOT BEEN PERFORMED TO EVALUATE THE CARCINOGENIC OR 

MVTICENIC PulzNnAL OF INDIuM IN I I I PROST&CIN? OR ‘po EVALUAE fTs EFFEGp 0~ FER77u-w. 

PREGNANCI 

PROS’T~CIMn IS NOT INDICATED FOR USE IN WOMEN. 

PROST&CIN? IS NOr INDJUTED FOR USE IN WOMEN. 

THE SAG AND EFFEC~VENE~S OF INDIUM IN I I I PRO=&CINT~ IN PEDlAmIC PATIM HAVE NQT 

BEEN ESTAELISMD. pROST*SClN? IS NOT INDICATED FOR USE IN CnfU3REN. 



ADVERSE REACTIONS 

PROsT&clmN WAS OMERAUY WELL TDLERATED IN THE CUNICAL TRlALs. AFTER ADMlNLSlRAllON 

OF StQ SINGLE DOSES OF /NDlWl IN l 1 t f+O~~CIPd? ADwE REACTlONS WERE OeSERVED 

IN 4*h OF PATIENTS. TkE MOST COMMONLY REFORTZD ADVERSE RUGnON WERE INCR-ES IN 
BIURUBIN, HYPOTENSION. AND HVPERTENSION, WHICH OCCURRED IN 1% OF PATIm. ELEVATED 

IJVU? ENZY%CS ANO INJEGnON SITE REACnONS OCCURRED IN SUGHTLY LESS THAN 1% Of PATlENTs. 

OlHER AOVERSE RmONS, USTED IN ORDER OF DECREISING FREOUENCY, WE!?&: PRURINS, 
FEVER, RASH, HEADACHE, MYALGIA, mWlA. BURNING SENSATION IN THlGH, SHORTNEBS OF 
BFtuTH, AN0 ALTERATION OF Tm. Mosr ADVERSE REACTlONS WERE MILD MO Rf=DILY RNeRSIBLE. 
DATA FROM REPS&T MMINI~~RATION IN 6 I PAT~~MS RNGUED A SIMIUR INCIDENCE OF ADVERSE 
R-CnONS (5%). No DEATWB WERE AlTRIBmABLE To INOIUM tN 1 1 1 PROST&CINT” 
ADWINlSTRAllON. 

OVERDOSAGE 

7krz MAXTHUM AMOUKT OF INOIUM IN I I I PROSTXSCINT~ THAT C*N BE SAFELY ADMlNlSteRED HnS 
NOT BEEN DEI-ERMINED. IN CLINICAL SNDIES, SINGLE DOSEB OF 10 MG OF INDIUM IN 1 1 1 
PROST~CINTTY W-L ADMINISTERED TO 20 pAm_ m PROSTATE CANCER; THE WE AND 
FREOUENCY OF ADVERSE RMONS AT THIS DOSE WERE SlMlUR 70 WOSE OBSERVED WITH LOW- 

DOSES. THE MA~~MUH INOIUM IN I I I DOSE ADMINISTERED WITH Pf?asmScl~T~~N A CUNICAL !3UDY 

WIS 6.5 MCI. 

DOSAGE AND ADMINISlRAI7ON 

THE PATIENT DOSE 

ADNINISTFWYION. 

OF THE RADIOLABEL MUST BE MEASURED IN A DOSE CnUBRAtOR PRIOR To 

mE RECOMMENDED DOSE OF PROSTtiWNTN IS 0.5 MO ~DIO~ELEO WlTH 5 MCI OF tNDlUM IN 
1 i 1 CHLORIDE. EACH OOSE fS ADMINISTERED INTRAVENOUSLY OVER 5 MlNlJTE!Z AND SHOULD NOT 

BC MKED WITH ANY OTHER MWlCATlON DURING ll’B ADMINIBTRAVON. INOIUM IN t I 1 PROBTtiCINTr* 
MAY BE READMINI~ED FOLLOWING INFlLTRATtON OR A TECHNlCALLY INADEOUATE SCIN; HOWEVER, 
IT IS NOT INDJCATED FOR RWMINISIRATION FUR ME PURPOSE OF ASSESSMENT OF RESPONSE To 
TREATM- (SEE lNDlG’Xl7ONS AND USAGU. 

EACH PRO~XSCINT~ KIT IS A UNW DOSE P-E, Amz~ RADIO~~EUNG wrr~ INDIUM IN I I I, THE 
ENTlRE INOllJM IN I I I PROST&CINTm DOSE SHOULD BE ADMINISTERED TO THE pAnBN-r. REDUCING 
THE DOSE OF INDIUH IN I I I , UNUBEL~~ PROSTASCIM~. OR INDIUH IN I I I PROSTASCIN~~ MAY 
AOVERBUY IMPACT IMAGING RESUL75 u(D IS, TliEREFORE, NUT RECOMMENDED. PAR- DRUG 

PRODUCTS SHOULD BE INSPEerrD VlSUAALY FOR PARTICUUm MA7TER AND OlSCOLORATlON PRIOR 
TO ADHINI-TION, WHENEVER SOLUTlON AND COKTIlNER PERMIT. 

TkE ESllblATED ABSORBED RLSIATION DOSES TO AN AVeRAGE ADULT PAllEM FROM AN IKlRAvENOUB 
lNJEt30~ OF PRoSTLSCIM~ UBELE~ m 5 MCI OF INOIUM IN I I I ARE SHOWN IN TABLE 6. 
TOTAL OOSE EmMATES INCLUDE ABSORBED RADIATION DOSES FROM BOTH INDIUM IN 1 1 ! AND rWE 



iNDtUM IN 1 I 4M RADIOCONTAMINANT-. A LEVEL OF 0.06% OF iNOtUPl IN i I4H WAS UTILIZED FOR 

ME DOSE EsTlMATEs PRESLNTED IN TABLE 6. 

C* TABLE N” 6>> 

~IFkECTloMS FOR !?ADlOLAB%i.tJ~ pR_ 
h 

wrW lNu UH IN 1 1 ! ca 

PROPER AS-C TECHNIOUES AND PRECAUllONS FOR HANDUNQ RADIOACTIVE MmERlALs snouLD BE 

EMpLoyED. h’ATERPROOF GLOVES SHOULD BE WORN DURING ME RADIOUELJNG PROCEDURE. TkE 

PREPAR4TION OF THE PRODUCT JH0ulD BE DONE BY ME FOLLOWNO PROCEDURE. 

. * . . . 1. REOUIRSD cUTliRuL6, NQT SUPPLIED, 

A. INOIUM tN 1 1 1 CWLORlbF FROM h’lEww, INC. OR M*Lul’JCKAOfl. INC. 

8. ONE BTERJLE I ML SyRlNOC 

. C. Vw 9mt.o 
0. DOSE CALlBRA7DR S6;f FbR INIDIUM IN i t i 
E. GSLMAN IlLC-GC STRIPS 
F. DEVELOPING CHAMSER FOR CHROw*tOGR*Pm (LO. SClCmLUnON - 

0. 2 l-23 o*ua~ SllZRILK NBEoLBS 

H. SHI- FOR IO ML SYRINOF 

I. WITERPVIOOF OWVES 

J. AlsoHOL WlPE 

K. Wmm-aoWm& H*RU= 
L. 0.9% SODIUM CHLORIDE SOWON 
M. UIPA ( 0.05 M BOurnON Or DIEPf%BN EIRIAMINC PEHTAUETIC ACID) 

N. cknw RAY OB~ECX)R 

. . . . . 

. . . . . 

. ‘ . , 

. , . . . 

. . . , . 6. 

. . . . . 7. 
-.._d 

2. 

3. 

4. 

5. 

mu, PYROOSN-FRB INOIUM IN I I I CHLORIDE sOLvn0~ Mum BE UnUZEu IN YHE PREPARAYTON 

OF YHS INOIUM IN 1 I I PROSY*SCIWSZ’I. TkC USE OF WOH PtJRIT* IPOIUM IN I I 1 CHLORlOf 

MUF~REO BY AMERSW, INC. OR BY td&UNCtWODY, INC. tS REOUIRED. -bIE INDJUM IN 1 I 1 

Cnco~toE SHUULD l h: uam ONLY TO IUDJOUBBL ME P~osrAset~T~ AND SHOLILO NOT BE IuJECYEO 

DIRBCXY INTO YHE PlnENY. WE ~NOIUM IN I I I CHWRIDE SHOULD VW BE UTIUZSO AlVER ll% 

-RAYION BATE. 

8FIoRE RAOIOLLBCLANC BRING TWE REFRIQERATED PROSTeCIECT’* TO ROOM TM%RATURC. Nmc: 
t=ROSY6WCFTm IS A PROTEIN 3OUJYlON WHICH MAY OWELOP YRANCLUCEMY P*RnCUU~. mrt6 

P*RnCUUYES WlLL BE A- BY FILmAnoN. 

CLUW THE RUBBER - OF e*cH VIAL m W AUOMOL WIPE. % A -ILE I ML S*RINQE L90 

0. I ML or aoolun ACSTAYE !mAmon ‘ID VIE SHIELOED VI& OF tNolUM IN I I I CHLDMOE A?40 MIX. 
-AIN RBMANINo SODIUM &ET*TE FOA -E IN m 7. 

WITM Rlf S~MB I ML BYRINGC. WVHoA*W BL1MBN 6 i 7 MCI OF THct BUFFERED lN0lUt.l h t 1 1 
CHLORIDE *wO ADO YO tnt PROSTISClm ILI VIAL hurbl TWC SyRINOE TO MIX l’l+B PRBRUUtlON. TO 

NORM&UZE PUGSSURE. yyIT)(ORAW AN LOW VOLUME OF AIR. SWJRL OENTLY YO MIX. ANO ASBAY 
CO~ENYB IN A 00~~ WBR~YOR. ON ONE OF ~196 urn09 ~mvmo, RECORD Tns PmsWs 
ID~FlClloN, MC MYE, llnE OF PREPti.ON. AND mVrrr IN ME VIAL, &FlX YHE L*BEL to YHE 
VIM. SHIELD. : 

ALLaw mE lABEUNC REACTION TO l ROCBBO AT ROOM TBMPVuTURE FOR 30 MINUTE% 

WfYH A SYRINGE. ADD tnE RECUlNlNG SODIUM AC-AYE To ME t=ROST*QClM- -ON VIAL. TO 

NORPULJZE PRESSURE. WmORAW AN ECou*l YOWME. OF YR. 
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* * . . I a. 

. . . . . 0. 

. , * . . IO. 

AsEPncALLr ATTACH THE 0.22 pP4 MiLLOr* Gv STERILE FILTER mwwOW~ *No A srEFlILs HYPooERM1c 
N-GE to A I 0 ML S-ERlLE Ol6pouBLh SYRINGE MO WlTHOMw TnE CO- OFTIIE~ONWAL 
MROUQH TN0 FILTER INTO THE 9TNINOE. Km TUE ND- lMMER9ED IN ME 9OWTlON TO AVOIO 
CR~.NO Irw *IFCILOCK IN ME FILXR. 

RADIOW4l4lCAL. PURm (RCpJ BY h!SYANTfkfN bm CHROMAYUO~m (mcJ CAN bh DETtSMlNED 

BY WO FOLLOWIW PAOCSDURE: 

A. MlXSOUALP*RTS(_ DROP9 OF -141 OF tNOtUM IN I I 1 PROsT*sCIPrr- WITN DTPA 
=LUTlON. *LLaw TM MIXWRE TO SAND AT ROOM TE?‘+LRAWRC FUR ONE MINWC. 9PUT A 

9MALL DROP OF THE MlXTUAE ONTO bJ4 m STRIP AT IT9 ORlOIN. 

8. bt TWL STMP IN A CWROWA- t CW8ER WW ML ORlOIN AT THE BOTOM MD *LLow 

THE SOLVQJT TQ MIORITE 6 CM FROM MC CRIGIN OF WC STRIP. REMOVE AND CUT ME 9lWlP 

IN R4i.F AND ME%?URS THE COUNT9 PER MINVre: (CPM) OF BOTH cl*LMs Wm A OAMMA RAY 
OmeoR. 

c. CALCULATE WE PERCaNT RCP A9 FOLLOWS: 

%RCP = CPW x 100 
CPM BmM HALF + CPM x)P H&F 

D. IF THE R*DOCWEMIC& PURITY IS <@o%. THE mc PROCCOURE SHOULD BE REPEAlhO. IF 
REPEAT -NO REMAINS C90%, THE PREPARATION SHOULD NOT SO ADMlNl9TERED. 

. . . . . 11. ON TME 9WOND USI% PROVIDED IN MS ItIT, RECORD MC PATEN?t IDePmFlCATlON, ME DA=, WML 

OF M!&AY. MD rcnnr* IN %iP halMOE. A-l% Ml% UBU. m ma 9YRfNOL SW&D. 

. . . . . I 2. lNDJUM IN I I I i+WSTASCWT- 9lWUl.D SE USED WITHIN 8 HOURS OF RADIOL*BWYO. 

. * * * . 13. OtswRO WA& N-LB, AIJO 9YRINOE9 IN ACCORDANCE WllW W, -AlZ. AND FED- 

ReOUuTlONS OOVERNING RADlolcnv e AN0 9IObwaRDoUs WAmz. 

fMAL)CS SHOULD BE ACOUIRED USING A UROE FIELD OF VIEW GAMMA CAMERA EOUJPPED WITH A 

P*RALLEL HOLE MEDIUM MEROT COLLJMATOR. n4E GAMMA CAMERA SHOULD BE CALJBRATED USING 

THE I72 AND 247 KN PHQTOP~ FOR lNDlUM IN I 1 I wrrI-4 A 20% SYW-l~IC WINDOW. 

WHoLe BODY OR SPOT PUMAR VIEW3 OF THE PELVIS, ABDOMEN, AND THORAX SHOULD BE 
-FORMED EEMEEN 72 AND I 20 HOURS FOLL~WTNG INDIUM IN 1 I I PR~~TASCIH~~ INFUSION. 

A cATn*RnC IS REOUIRED THE EVENING BEFORE IMAOINO *ND A -SIN0 ENEMA SHOUU) Oh? 

ADWNItiED WIN AN HOUR PRIOR 7~ EAcn 72- I 20 HOUR IMAOING SESSION. IN ADDmOM, THE 

BLADDER SHOULD BE CATHETERJZED AND IRRIGATED. 

WHOLE BODY ACOulsmON SHOULD BE CARRIED oVT FROM SKULL THROUGH MID-FEMUR. mE *AL 

SCAN TJME OVER MIS At?EA SHOulB BE NO LESS THAN 35 MINUI’ES USING A 128x5 12 OR 

268x IO24 MATRIX. 

-- 
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_ . 
PUNAR IMAGES SHOULD BE ACQUIRED IN ANTERIOR AND POSTERIOR VI- FOR 7.5 MINUTE3 PER 

VIEW USING A I 28X I 28 OR 2SBx256 MATRIX. DUE 7’0 UPTAKE OF h%JM tN 1 I 1 PROST&CIMhl 

BY THE LlVER, PLAFUR IMAGES OBTAINED WfTTd THE LIVER IN THE PrEIl) OF VIEW’ MUST BE ACOUIRED 

WrTH ADEQUATE COuNlZi r0 ALLOW THE DmCTION OF LE3lON3 IN THE ADJACENT -EPA-C 

ABDOMEN AND PELVIS. THIS MAY RESULT IN PIXEL OVERFLOW WrlH IMAGE DEGRAmTION IN THE REGION 

OF ME UVER. 

7\No SPECT- IMAGING SmSIONS ARE NECESSARY. TkE FIRST SPECT SESSION SHOULD BE OF THE 

PELVIS AND BE PERFORMED APPRQXIMATCLY 30 MlNUfES APlER INFUSION TU 06TAiN A BLOOD POOL 

InrcE. TkE SECOND SPEa SESSION SHOULD INCLUDE BOTH THE PEl.WS AND AeDOMEN, INCUJDINQ 

T+lE LOWER UMR MAROIN tWRoUGH ME PROSTATIC FossA AND BE PERFORMED E- 72 AND 

120 HOURS AFfER INFUSION FOR DamON OF BENIGN AND MALIGNANT PROSTATE TISSUE SKE3. 

DEPENDING UPON THE CAPIBILRY OF ME CAMEFIA FIELD OF VIEW TO INCLUDE Bow PELVIS AND 

ABDOMEN, EITHER ONE OR TWO SEPARATE ACQUlSmON3 MAY BE NECESSIRY DURING THE SECOND 

SESSION. 

TO RBOLVE IMAGlNO AMEIOulTlES POSSIBLY RESULTING FROM AcnvrrY IN BLOOD POOL, STOOL OR 

URINARY BUDDER, FOLLOW-UP IMAGING SESSION5 wm;r FULL PATlENT PREPARATION SHOULD BE 

PERFORMED. 

n+E SPECT IMAGES SHOULD BE ACQUIRED U9tNO A 64x64 OR 128X I28 MATRIX FOR A MINIMUM 

OF 60 OR 1 20 SropS, REsPECTlVfLy, OVER 360 DEOREES ROTATION FOR APPROXIMATELY 25 

SECOND3 PER VIEW AT THE RRFT SESSION AND 50 SECONDs PER VIEW AT THE SECOND SESSION. 

RECONSTRU~ON SHOULD BE PERFORMED USING A B mRTl4 FILTER OR EQUIVALENT IN ME 

V?ANSVERSE, CORONAL AN0 SAoiTTAL VIEWS. AN ORDER OF 5 AND CUT OFF OF 0.5 MAY BE USED 

AS A STARTING POINT. SLICE THICKNE3S SHOULD BE IN THE RANGE OF 6 To 12 NM. 

FOLLOWINQ INDIUM IN I I I PRO~ASCINT* rOMlNl3TRATION. SOME OF THE RADIOuEL LOCALIZES 

IN NORMAL LIVER, SPLEEN, BONE MARROW AND GENlTALL4. 

tT HES SEEN REPOT THAT INDIUM (N I I I MELED ANT~~ODIE!!~ MAY LOGAUZE NON-SPECIFICALLY 

IN COLO!5TOMT SmS, DEOENERA7lVE JOINT DISEASE, ABDOMlMLANEURY3MS, POZ?OPERAl’lVE BOWEL 

ADHUIONS, MD LOCAL INFUMMAfORY -IONS, INCLUDING THOSE WPlCAlLY ASSOCIATKO WITH 

~NFLAMMATORT BOWEL oaase: OR SECONDARY TD SURGERY OR wwnoN. INDIUM IN I I I 

PROST*SClI# CAN DEMONSTRATE APPARENT UXAUUTlON TO SrrU OF TORNOUS BLOOD VESSEU. 

CAREFUL REVIEW OF THE PATlENfJ MEDICU. HISTORY AND Oltf&R DlAONOSIlC INFORMATlON SHOULD 

ND IN THE INTERcRETA~oN OF THE IMAGES. 

TkE DUONOJTIC IMAOES ACOUIRED Wmr INDIUM IN t t 1 f=FtOSTA%W’Tn SHOULD BE INTERPRm 

1N CONJUNCnON WITH QMER rsCPROPRlA7.E DIAGNOSTIC TESI5. 

HOW SUPPLIED 

-- 

-fblE ‘PROSTA6CiMm KU (NDC No. 57902-e 17-O I I FOR ME PREPARATION OF INDlUM IN I I I ’ 
U&LED CAPROMAB PEND~DE INCLUDES ONE VW CONTAININO 0.S MO OF PROSTASCINT~ PER I 

ML Of SODIUM PHOSPHATE BUFFERED SALlNE AND ONE 2 ML VllrL OF SODIUM ACETATK SOLUIlON, 

0.5 M. n%SE SOLVnONS ARE STERILE AND PIROGEN FREE MD CONTAIN No PRESERVATIVES. bCH 



. 
-. 

KIT ALSO INeLUDEs 
TWO IDEWlFlCA~ON 

ONE MILE 0.22 /fH MILE%@ GV FILTER, PRESCRIBING INFORMATION. AND 

LABUS. 

5TORE AT 2’ TO 8% (36’ To 46%. Do NOT FREEZE. STORE UPRIGHT. 

REFERENCES 

2. RATA SUPPUED BY OAK RIDGE Assocuxo UNNERSITIE~. Rmtopwmuc~~n~.~ INTERNAL 
00s~ INFORMATION Cm, 1854. 

3. WRIGHT, GL, JR; m AL. EWRE~SION OF PR~z+w’E-SPECIFIC MEHBRANE Amom IN 
NORMAL, BENIGN, MD MAUGNAW PROSEATE lIsSUE!3. &!a~ ONCQL I 995: I : I 8-28. 

PROsTtiCINTN (CAPROWE! PMDO~DEI IS COVERED IN WHOLE OR IN PART BY AT LEAST THE 
FOLLOWINO US PA-: #4.67 I ,958, #4,74 1,900, AND #S.I62,504. 

t&WFACNRED AND DISTRIBUTED BY: 
C(TOGEN CORPORATION 
PRINC~N, NJ 08540-5308 

REVISED I O/28/9-6 



o*nw*3 Q4 245.4 

TABLE 2 - iNOlUM IN I I I RADIAnON AmUATION OF LEA0 
SHIELDING 

SHIELD SICKNESS 

(PB) CM 

ArretUAnoN 

0.023 0.5 

0.203 JO“ 

I.120 JO” 



- 

-36 I .44 

-24 1.26 

-I2 I.13 

00 I .oo 

I2 0.88 

24 0.78 

36 0.69 

48 0.6 l 

60 O.S4 

72 0.48 

84 0.42 

S6 0.37 

108 0.33 

120 0.28 

I32 0.26 

I44 0.23 

* ~PR*TlON lb% 



TABLE 4 - COMF’ARlSON OF INOIUM IN I I I PR-MCINT- 
AN0 HlSlDPATHCLUGlC RESULTS FOR PRESLIRGICAL PA7lEMS 

8lOPBY+ 

8IOPBY - 

NUMBER oc Pmum 

INDIUM Ire I I l PtwsAQc~wT~ 

+ 

25 

24 

83 
sPscmcm 

72% 

NEwme 
plpamnvr PREVICWM 

VALUE V?E 
AccLICUcr 

82% 72% 
66% 

44444 

TA5LE 5 - 1N01llM IN I I I PROSTASCI~ MO 
H1STOPAl’HOLOGlC RESULTS fOR RECURRENT OR RESIDUAL 

DISEASE PATlEMS 

mom + 

Btoprr - 

NUM~FI OF Pmmra 

INDIUM IN I I I PROEX&CW? 

+ 

29 30 
SwsmWrr 

4G% 



TABLE 6 - ESTIMATED AVERA% ABSORBED RADtATlON DC+ IN ADULT PATEN?5 

t%ot’d I~VplOltS ADMtNtSTRA~ON OF PROSASCIHT MELEO Wm 

5 MCI ( t 8s MEa) OF INmum tN t I I CHLORIDE 

AVERAGE WE AVERAGE bosh 

TUTAL BOOY 2.7 27 

BWN I.1 I I 

LIVER 18.5 185 

SPLEEN 16.3 163 

KlONnS I2,4 I24 

LuN0S 5.6 56 

HaRrwAu 7.8 78 

RlzoruRRow 4.3 43 

ADRmuAA 5.2 52 

URIWC BUOOER WAAL 2.2 22 

BONE SURFACES 4.0 40 

Smrucn 3. I 31 

au Buoow WALL 7.3 73 

SW I-NE 3.3 33 

UC-R bRG6 tNTE9llNE WALL 5.0 50 

bwur hOC l-NE w&L 7.6 76 

P*ncBw 5. t St 

SUIN I.1 I I 

. 5.6 56 

PROSTATC 6.2 82 

ThYUUl 2.6 26 

THYROIO I .4 ta 

orwm nuuR 2.0 20 

&MO ON M’TA mOM 2 I PATIm WHO RECCIVED OW Of t%OSTA%tNT- MOLU) - A nw 

(f sob lNOllJM tN t l l 00% OF 4.6 = I .O MCI. 

I7 


