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Nuclear Regulatory Commission 
Region I 
Nuclear Materials Safety Branch 
Division of Radiation Safety and Safeguards 
475 Allendale Road 
King of Pnissia, PA 19406-1 41 5 030 6 I A4 5- 

REFERENCE: License #06-00843-03 Amendment 

To Whom It May Concern: 

Please amend our radioactive material license, number 06-00843-03, to include Y-90 as 
microspheres for use in the Model SIR-Spheres, Brachytherapy Device. Authorization 
is requested for 3.0 GBq (81 mCi) provided by SIRTex Medical Ltd. in accordance with 
FDA requirements. 

The requested activity and multiple activity holdings are required for the anticipated 
administration into malignant hepatic tumors. 

The proposed changes to our radioactive material use program have been approved by the 
Radiation Safety committee. 

Si erely, D !  
Susan Davis / President & CEO 
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SI 
SIR-Spheres" microspheres 

(Yttrium30 Microspberes) 
1. DESCRIPTION 
SIR-Spheres microspheres consist of bi-mpatible 
microspheres containing ytuium-W with L sire bctwcen 20 and 
M) microns in diameter. Ymivm-90 is a high-energy pure beu- 
emitting isotope with no primary gamma emission. The 
maximum energy of the beta panicles is 2.27McV with a mean 
of 0.93McV. The maximum range of emissions in lissuc is 
llmm with a mean of 2.5nnm. The W-life is 64.1 hours. In 
Iherapeutic use. requiring the isotope to decay to iniimity. 94% 
of the radiation is delivered in I 1  days. The average numbcr of 
panicles implanted is 30 - 60 x lob. SIR-Spheres microdercs 
M a permanmt implaat 

SlR-SphcrCs microspheres are implanted into a hepatic lumor by 
injection into either the C-M hepatic arwy or thc fight 01 

left hepatic ancry vi. the chemotherapy cathcrcr port The SIR- 
Spheres micrwphcnrs dismiibute ~ ~ U n i f m l y  in the liver, 
primarily due to the unique physiological chmcteriatica of thc 
hepatic merial flow, the tumor IO normal liverra~io of the tissue 
vascularity. and the siZe of the tumor. The m o r  usually gets 
higher density pcr unit disuibmion of SIR-Sphucs microspheres 
than the normal livu. The density of SIR-Sphcrcs micmsphcrcs 
in the m a r  can be as high as 5 to 6 dmes of Ihc normal liver 
time. Once SIR-Spheres microspheres are implanted into tht 
liver. they are not mctabolimd or cxcrcted and they stay 
pcrmanenlly in the liver. Each dcvicc is for dngle patient uy. 

2. INDICATIONS FOR USE 
SIR-Sphcres microsphcrcs are indicated for the uecsment of 
unrcsstablc metastatic liver tumors 6 o m  primmy colorectal 
caocer with adjuvant inha-hspmic Mery chemotherapy (IHAC) 
of N D R  (Floxuridioe). 

3. CONTRAINDICATIONS 
SIR-Spheres microsphem are contraindicated in patienu who 
have: 

had previous cxtcmal beam radiation lherapy to thc liver. 
ascites or arc in clinical liver failure; 
marlredly abnormal gynthctic and excretory liver 
function tests (LFTr): 
greater than 20% lvng shunting of the hepatic artcry 
blood flow determined by Tcchnctium MAA scan; 
prea~sessmsnt angiogram that demonshatcs abnormal 
vascular anatomy that would result m signif~ant reflux 
of hepatic a~cfial blood to thc stomach. panucar or 
bowel; 
dmseminated cxua-hepatic malignant disease; 
been treated with clpecilabbc wilhin the two previous 
months. or who will be weald with capccitabinc at any 
rime following ucamcnt with SIR-Sphcrcp 
mx.ioipheres: 
penal vein thrombosis. 

WARNINGS 
Inadvcnmt delivery of SIRSpheru micmsphcrer to the 
gasfrointestinal wct or pancreas will cause acute 
abdominal pain. acute pancrcatib or peptic ulceration 
High lcvcls of implanted radiation and/or exccssivc 
shunting 10 the lung may lead to radiation pncumonitis. 
Excessive radiation to the normal liver parmchyma may 
rcjult in radiation hepatitis. 
lnadvcncnr delivery of SIR-Spheres micmsphercr to the 
gall bladder may result in cholecystitis. 

PRECAUTIONS 
No smdics have been done on the safety and 
cffcctivencss of this dcvicc in prcpmt women. nursing 
mothers or children. 
Due 10 the radioactivity of this device and the significant 
cmscquenccs of misplacing the microspheres in rim, this 
product must be implanted by doetas wilh adequate 
Wining the handling and implantation technique for 
rhis device. 
S h x  recommends a SPECT SM of the upper abdomca 
be performed immediately aRer implanlauan of SIR- 
Spheres micms.phcres. The SPECT scan will detect the 
Bremsstrahlung radiation from the ymium-90 to confii  
placement of the microspheres in the liver. 
This product is radioactive. The use of this device is 
rcgulated vndcr Title 10 of the Code of Federal 
Regulations Pan 35. These regulations must be followed 
when handling this device. 

SIR-Spheres is a Registered Trademark of Smex SIR-Sphues 
Pty Ltd 

SL-US07 

* All persons handling dispensing and implanting this 
device mua be familiar with and abide hy all Lacsl. 
Slate and Federal regulatory requirements governing 
thmpeutic radioactive materials. Accepted radiation 
protstioa techniques should be used 10 protect s d  
when handling both the isotope and h e  paticn~ 
Some patienu may experience gastric problems 
following ueatmcni but H-2 blacking agents may be 
used the day before implantation of SIR-Spheres 
microsphcres and continued as nctdcd to reduce gasuic 
complications. - Many paticnll may exfimimcc abdominal pain 
h e d i a t c l y  after sdminiruatioa of SIR-Spheres 
microsphcrcr and pain relief may be required. 
SIR-Sphcrcs microspheres demonsrated a mild 
semiIization potential when tested dcrmalty in an animal 
model. 

6. CLINICAL ?'RIAL RESULTS 
In a randomized. conuollcd clinical rrial. a total of 70 patients 
were nudicd in two m s .  34 patients with RJDR chemotherapy 
(conml p u p ) .  and 36 patienu with N D R  plvs SIR-Spheres 
microspheres The rcsvlts arc shown in rhc following tables. 

The dam are fmm a clinical mal with 34 patients on 
chcmolhuapy only. and 36 patienu on chemotherapy plor 
SIR-Sphms mimsphercr 

Pot& Saious A d v m  Evmb Dm to Hlpb Radiation 
* AN* pmcrutitir - c a w  immediate w e r e  

atdominal pin. Vcnfy by SPECT imaging of the 
abdomen (Yrujum-90 B r e m W u n g  image) and test 
for Icrwn amylarc. 
R.dluion poeomonltlr - causes excessive - 
nonproductive cough. Vcrify by X-ray evidence of 
pncumonitis. 
Arne G U M S  - ca- abdominal paia Verify by 
Standard mnhods to diagnosis gamic u l c d o n .  
hdiatlcm Hcpatitk - cases  unexplained progressive 
deterioration of liver function. Verify by uansc~laneous 
c o x  biopsy ofthe livu 
Acute chokqstltir --causes signifcant upper 
abdominal pain and may require cholsyslectomy for 
resolution. Verify by appropriate imaging smdics. 

* 

* 

8. PATIENT SELECTION AND 
PRETREATMENT TESTING 

Patients M indiced for Ucament with SIR-Sphcres 
minosphacr when the metastatic colorcctal cancer in tho 

circnmsmces, patients would generally be considered 
nowresectable: 

li"U is co~de ,cd  non-rc~tablc. In any of me following 

J I .  multiple liver mewuses together with involvement 
of both lobes; 
m o r  invasion of the hepatic cantluencs where the 
three hepatic veins enter the IVC such h t  ~ 1 1 ~  of 
the hepatic veins could be preserved if the 
metastases were rrwctcd; 
tumor invasion of the p a  hepatis such that neither 
Mginofthcrighiol.lcftportalvcinssouldbe 
prewrvcd ifresection were undcmlcn: and 
widespread metanuses such that resection would 
rcqvirc removal of more liver than is necessary to 
mainlain We. 

2. 

3. 

4. 

TWM response was measured by two consecutive CT mans in 
a3-month interval period. 

CR = Complete Rerponrc, PR = Partial Rcsponsc. 
NC =No Change. PD = Ropss ivc  Ducasc, 
orhers =No follow up. or unmcarwablc 

Table I indicates that there IS a statistically siphicant 
immvcment of the mmor ~ e m n s e  rntes lCR+PR) in rhe m o n ~  . , " r  

Rcrectability may be svalualed via imaging with a biplc 
phane cmuast angio-portal CAT scan or MRI. 

Uemed with FUDR plus SkR-Sphcrcs miuospheres, when 
compared with Lhe group mated wilh N D R  only. 

Pmpssive Disease was defrncd 8s more than 25 % increase of 
lnmor volume. or dcvclopmcnt of new lesion(s) in the follow up 
CT I- when compared to the preacament CT scan. 

Table 2 indicates hi there is a statistically sipiticant delay of 
time to progression of lhc disease in rhe p u p  seated with 
N D R  plus SIR-Spheres microsphcres, when compared with Ihc 
group ucated with N D R  only. 

7. ADVERSEEVENTS 

When thc patient is aeated with proper technique. without 
cxceSrivc radialion to any organ. the common advcne events 
aftcr receiving the SIR-Spheres microspheres arc fever, transient 
decrease of hemoglobin. mild to moderate abnormality of liver 
h c t i ~  tests (mild increaw in SGOT. a h l h e  phosphatase. 
bilirubin). abdominal pain. musca. vomiting and diarrhea. 

h the phase DI mdomiztd coauollcd clinical uisl with 
70patienu. there was a minimal increase of Grade 1 and 
2evenu. mostly aansient abnormal LFTs and nmsea and 
vomiting in the patients who reccived SIR-Spheres 
minosphercr. There was no diffsrcncc in the number of patients 
who developed Grade 3 and 4 sdvcrw cvenu between thc ovo 
groups. No patient died due lo lhc adverse events directly 
related to SIR-Spheres microrphercr 

Tcchneuom MAA SCM) mdclermmc Ihc perccot lung 
shuoung l f a  pon has heeo msncb h 6  ten CM bs 
performed lhrough lhc port 
Serologx tcsu of bvcr h c t r o n  should bc performed to 
dctcmmc thc ~ x t m  of bvcr ~ U U C M ~  damage 

Appropnale unsgmg sru&cr M recommended m delamme the 
~ x t e ~ t  of Lwaw Thew may mslude cbra x-ray. CT ISM of 
chca and abdomen. a b d o m d  ultraround and a bone ISM 

9. RADIATIONSAFETY 
The prepunion and t m p l ~ t  procedure must be regarded as 
bcmg a potenttally senmi rhauon harard to the M a n d  a 
senow coominauon hazard Regulatory and local rad~slion 
usage gvldelloes should be followed concernrag mplantaoo~ 
Md port mplMtatlon Care 

The followng are sample rncarvrcd thcrmolminc-t 
doruneuy VLD) exponrrcs to pcrsooocl 

T8bk 4 - Esnosurt Dox Per Patimt for lmolanl 

"._, , 
e o h x  I 0 003 10 3) I 0.004 (0.4) I I 

Table 3 -Adverse E-U 
I G r a d e l a n d 2  I G r a d e 3 m d 4  

I I 

. ,  . ,  I 
Assuming handling of a 3 GBq dence and dose prcpmUon dmc 
of30 minuter TLDr w e r ~  worn near the pclvis. on the shin's 
lapel. and on the working fugu .  

Table 5 - Exposure Dose Per Patlent for Implant Proadm 

I I ,  
OW I 222 1 320 1 23 1 23 Assuming average patient dose of approximately 2 GBq and 

dose injection tLnc of20 minutes. 

Dore ofImie: Scprcmbcr 2006 Pogc I of2 



Sirtex Medical Limited 
Unit F6,16 Mars Road 
Lane Cove NSW 2066 Australia 

Tbc Y. Imohrcmmt by the 
Tumor In the Liver 

Rreommcndcd 
Y-90 Dore 

Sirtex Wilmington LLC 
Unit 2-4,16 Upton Drive 
Wilmington MA 01 887 USA 

Sirtex Medical h e  
Unit 2 4 , 1 6  Upton Drive, Wilmington MA 01887 USA 
Telephone: 1 888 474 7839 

lung fields. Calcvlate G mean for liver region 

Rst-Implant Erpororr 
Exposure h t a  from paticnts implanted with an avcragc of 
LIGEIq I approximately 5-6 h o w  post implantation at the 
lollowing distances fmm the paticnt's sbdomcn: 

0.25111 18.8 )Lsv/hl 
0.h 9.2 IISVA~ 

Im 1.5 )Lsv/sr 
2m 0.4 )Lsv/hr 
4m ~ 0 . l  pSsv/hr 

(ImSv- 100mrcm) 

ID. HOW SUPPLIED 

SlRSphcres microsphms are provided in a vial with warn for 
njcction. Each vial contains 3GBq ofymiuum-90 (1 the rime of 
oJibrstio3instotalof5ccwarnf~~injsctio~ Eachvial 
cooums 40 - 80 million mimsphucs. The vial h shipped 
plthin a 6.4mm thick lead pot. The package consists of a 
ainp-scaled SIR-Sphcrcr microspheres glass vial within a lead 
PI, and a package insert wirhin Type A packing bucket 

nc vial and its contcnu should be nored inside its 
inmrportation container at room temperature 
(15-250 c. 5 9 - 7  n. 

Per Cmt Lung shunttug 

E 10% 

10% IO 15% 

15% IO 20% 

>20% 

APPENDICES 
A- o r ~ ~ ~ ~ p b e m  ' 

mlcrosphem 
Delivu full mount of 

SIR-Spbcrcs microspheres 
Reduce mount of 

S IR-Spha  microspheres 
by 20% 

Reduce mount of 
SIR-Sphcrcs microspbercr 

by 4 W o  
Do not microsphcres give SIR-Spheres 

APPENDIX I - GENERAL INFORMATION 

damis qualified and liccnscd under Title IO Code of Federal 

ordm and implant SIR-Spheres microsphcres. 
Reylations PM 35 (Nuclear Regulatory Commission) may APPENDIX IV- RADIATION 

DOSIMETRY 

- 
The patiml dose is now ready for lranrpon to the SlRSphcres 
microspheres imphution m m .  Agcot: Technetium-99 (Macro-Agg~cgmd labeled Albumin) M M  

APPENDIX III - CALCULATION OF 
INDIVIDUAL DOSE 

Thm are generally two acceptable methods in calculaMg the 
individual patient dose; the panition model (individual dose 

the safety margins of h e  dose horn from the previously 
published clinical dau and chooses the most safe and cffcctivc 
dose from it. The empirical model has bem uud in the pivotal 
clinical trial ofthe SIR-Spheres microspheres. 

The patient dose can k dctcrmincd according to the following 
Table 1. 

Put the Y vial. conleining the confvmed pticm dose into 
the dedicated acrylic nhicld. 

Purpose: To assess ancrial perfusion oflhc livcr and tbc 
fraction of radiopharmaceutical m n  that wdl 
pass through the liver and lodge in the lungs 

Do=: I50MBq (4 mCi) 
Equipmmc Any Large FOV m a  cmua 
Adminisuation: Thc patimt needs to have a aurgiedly 

implanted pon or lranr-femoral catheter placed 
in the hepatic artery. The Technetium-99 
labeled MAA is injected inlo thc pon or 
c a th c te r . 
The patimt is positioncd supine undcr the 
gamma cmcra and the images rccordcd 

dculation). and empirical model. Thc empirical model accepts 

Anterior and posterior images of abdomen 
and thorn 
CoUect 700k -IMxlk cu  for abdomen and 
same rime far thorax 

* Right lateral abdomm - m e  rime 

EOIUS Decay Factor 
0.5 0.995 
1 0 989 

n .,.,c, 

Imsgjng: 

The radiation dosimeuy ofthe SIR-Spheres mimsphaea can be 
a complex and difficult task due to the non-unifom distribution 
of the particles in the nmmal liver and the twhors. Lo general. 
1 GBq (27 mCi) of Ytmum-9o/lrg of tissue provides 50 Gy of 
radiation dose.' Howcvu. kcavsc of the nonuniform 
dismbution of the dose kwccn the rumor and the normal liver 
tissue, a proportionally larpr mount of radiation will k 
delivered IO thc tnmor tissue. and less amount to the liver. . 

3 0.968 
4 0.956 
5 0.947 
6 0.937 
7 0.927 
8 0.917 

I 

' 9 0.907 
In n IO* 

>SO% I 3.0 GBq 
Z5K-50X 2.5 GBq 

I <UK I 2 0  GBq I %lung shunbog - (munu of lotal IunglC/CwnU 
of toral lung plus counu of her) x IW 

71c cabbranon dnte (for radroacovc contents) and the explrauon 
lrlormauoa M quoled on the nal label The wful bfe of the 
Sa-Spheres microspheres IS 24 bows from the tlmc of 
dibrauon The pamclc rue has been vabdstcd bcforc 
SlpmCOC -32 5p r/ 2 5 p L a s h  Io%W*111 k C 30pand 
Dl5 p - Whenthere" IOY.ormorclungrhunlmg,thcpaucnt 

Candoa. The raommcndcd unphted Icunues IC npalfic 
to SIR-Spberss micmspheres They arc not 
spphcable Md should no1 be extrapolated to other 
unplsnted Y-90 sources 

lntcrprcmon Upemnt lung ~ h u n ~ g  LI >lo% thm there IS 
occd for dore reducnon of SIRSDh- 

dose would bc further reduced. mcordmg 10 thc followumg 
table 2 

Table 2 - Dor Rductjon ? l a o n  lor Pidmlr rHh Lung 
Shunth 

Rcductbn Factor 
No rcdvcoon 

20 % rcducuoa 
40 % reduction 
No Trcamcnt 

1s K - 20 Y. 

LM; Shunt CLIcuI.don ProccmuC 

rmcrorphercs (see T d l c  I below) 

APPENDIX II -DOSE PREPARATION 
PROCEDURE 

Unpack SIR-Sphcrcr microsphms, leaving shipping vial 
m lead pot. 
Place on the bench top in a lead or acrylic shielded box if 
available. 
Remove the cmter of aluminum sed from stcrilc v-vial 
with forceps. and clean the s c p m  with an alcohol =ab. 
Placc the v-vial in an empty lead pot (IO cm x 6 cm) for 
stability and shielding. 
h e n  a shall 25 gauge needle through thc seprum of the v- 
vial until it p u  picrccs the septum IO create II vent 
Remove the SIR-Spheres microspheres shipping vial from 
the lend pot and shakc vigorously to disperse IC SIR- 
Spheres microspheres 
Using a dose calibrator. d c m i n c  rbc activity in Ibc 
shipping vial and r e m  11 ID the lead pot. 
Rcmovc partially thc aluminum seal of the SIR-Sphucr 
microspheres shipping v i 4  clean with alcohol swab. 

shipping vial to create a veal, ensuring the necdlc is wcU 
clear of thc c001cmu in the shipping vial. 
Usc a shiddcd 5ml syringe with a 21 gauge hypodermic 
nccdlc at Icast 50mm long to puncture the s e p m  of the 
SIR-Spheres microspheres shipping Vial. and quickly draw 
back and fonh s e v d  timer in order to mix the SIR- 
Spheres minospheres thoroughly. 
Quicldy withdraw the pre-calculated patient radiation dore. 
and Unnrfcr inIO the vented v-vial in the other lead pot. 
Withdraw the required amount quicldy before the co~tents 
of the shipping vial EW to wnlc. 
Vclify the patient dose in the v-vial by rc-measuring the 
activity in the shipping Vial with dose calibrator. and 
conect. ifnecessary 

h e n  a 25 gauge needle lhrough the scptum of the 

APPENDIX V - TECHNIQUE FOR 

TECHNETIUM MAA SCAN 
THE mm-mpAT1c 

. 
' 

Russell, Cardea. H m n :  'Dosimeuy Calculationr of 
Ytvium-90 used in the mammt of liver SanCCI.. 
EndccuriethcrapyMypeenhsrrm Chcol. 1988:4:3 71-186 

SL-US07 Dole ofkwe:  Scprembrr 2006 

0.888 
0.878 

For example. a patient has L liver weighing I500 g and has two 
m o r  nodules. a 4cm size tumor in the right lobe, and B k m  
size nodulc m the Icfl lobe. The post-injection images suggest 
that them is 5:l dcnsiry ratio for unit volumc between the m o r  
and the liver. The parimt rsccived 2 GBq of SIR-Spheres 
microsphercr. h such a ax, the calculated radiation dose IO 
the m a r  is 294 Gy and the dose to the liver tissue is 58.5 Gy. 
The radiation dore for oths organs would be mmimal or 
negligible. cxccpt for the organs adjacent IO L e  liver. such as the 
stomach. large inluMc. gall bladder. and the lung Thc 
radiation dose mny increase significantly. when there is shunling 
of the merial blwd to the lung stomach. or mall intestine. 

0.595 
0.459 

Caution: The h e  &the initial calibrationmust be convened 
to the user)s local time. 



-Spheres” 
FREQUENTLY ASKED QUESTIONS 

A. A brachytherapy device is defined by CMS as a “seed or seeds (or radioactive source)” that are themselves 
radioactive, meaning that the sources contain a radioactwe isotope3. Brachytherapy devices require penetration of 
the skin or surgery to insert the device directly into the interstitial tumor bed. Unlike Radiopharmaceuticals, 
Brachytherapy devices are not metabolized by the body. SIR-Sphere’s microspheres represent a permanent form of 
brachytherapy that continues to deposit radiation until the resin microspheres have completely de~ayed.~ The resin 
microspheres will remain implanted in the patient for the remainder of their life. The term ”Radiopharmaceutical” 
means a radioactive isotope that contains by product material combined with chemical or biological material; and is 
designed to accumulate temporarily in a part of the body for therapeutic purposes or for enabling the production of a 
useful image for use in a diagnosis of a medical ~ondition.~ SIR-Spheres microspheres are a permanent 
Brachytherapy device not a Radiopharmaceutical. 

A. There is no consensus of opinion on the correct coding of the SIR-Spheres microspheres infusion nor is there coding 
consistency among the sites providing this service. We have listed common coding options. Coding is based on the 
description of the procedure contained in the medical records. It is imperative that the documentation support the 
code choice. If the procedure does not clearly describe an interstitial placement, the CFT code describing interstitial 
placement should not be used to describe the procedure. In  addition to following CPT guidelines for coding, 
Medicare’s correct coding initiative as well as payer medical policies should be reviewed for coding guidelines. 

A. Some payers, such as BCBS of NC and CIGNA have coverage policies recommending specific procedure code(s). 
However, many payers have not established specific coding guidelines and assess the claims at the time of the procedure. 

A. When SIR-Spheres microspheres are administered in the hospital outpatient department to a Medicare beneficiary, 
Medicare requires hospitals to identify the SIR-Spheres microspheres by using the HCPCS C code, C2616, on the 
hospital bill. Use of C2616 enables the hospital to receive payment for the SIR-Spheres microspheres from the 
Medicare program in addition to the payment for the administration procedure. SIR-Spheres microspheres are paid 
separately because of the 2003 MMA legislation. Medicare payment for the Yttrium-90 is considered a cost-based 
non-pass-through payment and is based on the hospital’s charge listed on the patient’s claim submitted to Medicare 
reduced to cost. The Medicare contractor determines the hospital’s cost for the Yttrium-90 by applying the hospital- 
specific cost-to-charge ratio (CCR) to the billed charges. Many private payers prefer the hospital to identify the 
microspheres by using code 43001 on the hospital bill. Private payers should be contacted regarding their coding, 
coverage and reimbursement requirements. 

NOTE: CCR-based payment is in effect until July 1,2008. Refer to CMS transmittal 1139 (Change Request 
5438) published December 22,2006 and the Medicare, Medicaid, and SCHIP Extension Act of 2007. 

A. The SIR-Spheres microspheres payment will vary between hospitals depending on their historical cost to charge ratio. 
Microspheres are payable under C2616, Brachytherapy source, yttrium-90. Medicare payment for C2616 is calculated 
based on the hospital’s cost for the microspheres, their charge (mark-up) for the microspheres multiplied by their 
historic cost-to-charge ratio. The formula is as follows: 

NOTE: CCR-based payment is in effect until July 1,2008. Refer to CMS transmittal 1139 (Change Request 
5438) published December 22,2006 and the Medicare, Medicaid, and SCHIP Extension Act of 2007. 

Hospital’s Charge for microspheres x Hospital Specific Cost-to-Charge Ratio = $ Medicare payment for microspheres 

7 This information is provided as a guide for coding services involving SIR-Spheres microspheres administration and is not intended to increase or maximize reimbursement by 
any payer. We strongly suggest consulting your third-party payer organizations with regard to local coverage, coding and reimbursement policies. Providers assume full 
resoonsibilitv for all reimbursement decisions or actions. Current Procedurd Terinino/ogy@ 2007 American Medical Association. All Rights Reserved. February 2008 



-Spheres" 

A. Currently, Aetna, Cigna, and United Healthcare have national written medical directives allowing coverage of the 
treatment. I n  addition, BCBS of IL, BCBS of NM, BCBS of OK, BCBS of Tx, Horizon BCBS of New Jersey, 
Independence BlueCross, and Wellmark BCBS also have positive written medical directives allowing coverage of the 
treatment. 

A. I n  general, Medicare contractors require procedures involving off-label use of medical technologies be coded 
according to the usual coding rules. If there are appropriate listed codes, they should be used to describe the 
procedure. I f  not, the appropriate not otherwise classified (NOC) or unlisted procedure codes should be used. 
Providers concerned about clearly indicating off-label usage may note "off label use" in the remarks/comments 
secbon on the hospital claim form, referred to as the UB-04. 

NOTE: Sirtex Medical Inc.'s SIR-Spheres@ microspheres are indicated for the treatment of non-resectable 
metastatic colorectal cancer in combination with intra-arterial FUDR chemotherapy. Information regarding other 
disease states or agents in combination with this device is different from the approved USA labeling for SIR-Spheres. 

A. All diagnosis 'codes are considered off-label for SIR-Spheres microspheres except for colorectal cancer metastasized 
to the liver (ICD-9 diagnosis code 197.7, billed in conjunction with 153.0-154.8). 

HCPCS code S8085 is used om'yby some private payers and is not applicable to services provided to Medicare 
beneficiaries. Private payers should be contacted for their specific coding, coverage and reimbursement requirements. 

' HCPCS code C1775 (described FDG in 2005) was replaced by HCPCS code A9552 effective 1/1/2006. Private payers should 
be contacted for their coding, coverage and reimbursement requirements. 

CRF TITLE 42 CHAPTER 7 SUBCHAPTER XVIII Part B 3 13951 Section H 

Society of Interventional Radiology, 2007 March-April Newsletter, Volume 20 number 2 pages 14 -16. 

Source: CFR TITLE 42 CHAPTER 23 Division A. SUBCHAPTER X 3 2160d 

8 This information is provided as a guide for coding services involving SIR-Spheres microspheres administration and is not intended to increase or maximize reimbursement by 
any payer. We strongly suggest consulting your third-patty payer organizations with regard to local coverage, coding and reimbursement policies. Providers assume full 
resoonsibilitv far all reimbursement decisions or actions. Cureflt Procedura/ Temiflo/Ogy@ 2007 American Medical Association. All Rights Reserved. February 2008 



of your letter/application dated 

, and to inform you that the initial processing which 
includes an administrative review has been Derformed. 

was assigned to a 
technical reviewer. Please note that the technical review may identify additional 
omissions or require additional information. 

Please provide to this office within 30 days of your receipt of this card 

A copy of your action has been forwarded to our License Fee 8, Accounts Receivable 
Branch, who will contact you separately if there is a fee issue involved. 

Your action has been assigned Mail Control Number I . l lS77. 
When calling to inquire about this action, please refer to this control number. 
You may call us on (61 0) 337-5398, or 337-5260. 

NRC FORM 532 (RI) 

(6-96) 

Sincerely, 
Licensing Assistance Team Leader 


