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Here is the request for additional information regarding request to add
SIRspheres.
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Mail Control No. 141079

Request for additional information Regarding request to add
SIRspheres

1) We confirm that we will follow all the requirements in 10 CFR part 35 for
Brachytherapy sources and manual therapy

2) We confirm that “prescribed dose” means the total dose documented in the written
directive and that the written directive will include
a) Before implantation :
i) The Treatment site
ii) The radionuclide chemical/physical form ( Y-90 microsheres)
iii) Dose
b) After implantation before completion of the procedures
i) The Treatment site
ii) The radionuclide chemical/physical form ( Y-90 microshercs)
jii) The Total Dose

3) We confirm if the authorized user uses the medical point of stasis to determine when
to terminate implantation of the microspheres ihen it shall be included in the written
directive before implantation, in this case the written directive shall include
a) Before implantation :

i) The Treatment site

ii) The radionuclide chemical/physical form ( Y-90 microspheres)

iii) A Dose of either rad/gray ( or rem/seivert) or the dosc delivered at stasis

b) After implantation before completion of the procedures

1) The Treatment site

ii) The radionuclide chemical/physical form ( Y-90 microspheres)

iit) The total Dose (Note if the impluntation was terminated because of stasis,
then the total dose is the value of the total dose delivered when stasis occurred
and the implantation was terminated)

4) We confirm that the written directive will,

i) Specify the maximum dose that would be acceptable for specified site outside
the primary treatment site to which the microsphere could be shunted.( such as
the lungs and gastrointestinal tract)

ii) Describe how to quantify the total dose to the treatment site as well as the
total dose to others sites upon completion of the administered to confirm that
the administration is accordance with written directive

5) The total dose to the treatment site as well as the total dose to other sites will be
calculated using the Empiric Model to quantify the total dose prescribed. (A copy of
model procedure is attached) and written directive procedures shall be developed,
implemented and maintained to provide high confidence thal the written directive is
rigorously followed. The procedure shall provide assurance that the patient’s identity
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6)

7}

is verified before any administration of Y-90 microsphere and each administration is
in accordance with the written directive.

The procedure for drawing and measuring the dosage prior o administration are:

a) Vial (call it V1) will be received from the vendor as a unit dose (mCi/ml).

b) Place V1 in the dose calibrator, and adjust the calibrator (calibrator factor/setting).
That the calibrator reads the activity on the label. A specific desired volume is
dispensed (based on the amount needed for the Treatment ) via syringe,

¢) The V1 will be measured again (activity remained) using the obtained calibration
factor\setting, and then calculate the activity dispensed (shipped - remained).

d) The dispensed activity is then will be injected into the V-vial (not V1), the V-vial
is placed in the dose calibrator ( set the calibrator at the same setting previously
used) and we read the response activity, Since the V -vial differ from V1, We now
have a correction factor for the V-vial, that is the calculated dispensed
activity/response activity).

€) Dose is administered; we measure the V-vial post administration, and then
calculate the remained activity using the V-via} correction factor. The
administered activity is then calculated,(activity dispensed — the calculated
remained activity in the V-vial)

We confirm that the physical inventory for the microspheres shall be performed, it
includes
I. The individual aggregates of the microsphere identifying the radioisotope,
II. The container the aggregate is in,
III. The total activity of the aggregate, and
IV. The location of the container

§) We confirm that patient release procedures shall be placed on the release of
individual who has been administered Y-90 microspheres in accordance with 10
CFR 35.75

9) We confirm that when the Y-90 microspheres are placed in vials, syringes or
radiation shields that are not labeled by the manufacturer, we will: (i) label the vials
and the vials radiation shields with radioisotopes and form (i.e., Y-90 microspheres);
and (ii) label syringes and syringes radiation shield with the radioisotopes, form,

and therapeutic procedures (i.c., Y-90 microspheres, brachytherapy)

10) As an initially applicants for the medical use of SIRSpheres Y-90
microspheres, we also request authorization to allow future changes to our
radjation a safety program provided all the conditions are met:
a) The revision is in compliance with the regulation
b} The revision is based upon NRC's current guidance for Therasphere
and SIRSpheres Y-90 microspheres 35.1000 uses posted on the NRC web
sites
¢) The revision has been reviewed and approved by the licensee’s
radiation safety officer and licensee’s management
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d) The affected individuals are instructed on the revised program before
the change is implemented

e) The licensee will retain a record of each change for five years; and

D The record will include a copy of the appropriate Web site guidance ,
the old procedures , the new procedures, the effective date of the change ,
and the signature of the licensee management that reviewed and approved
the change.
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LOBAR Prescribed Y-90 SirSphere Total Activity Dose Calculations

£nier Dala In Yolow Fiekot. Rexulks yil be in Qemon . . Fievision (o this MNAY14, 2007
Patwnt: Dake:
Hosplitat Number: Rad Onc Number:
% Lung Shurting = 11.80% Physiclst:
Patlent Helght () = 5.25 Patlemt Weight (1bs)= 158.0
RT Lobe Tumor Vol (cc) = 20.10 RT Lobe NORMAL Liver Vol (cc) = 1461.1
LT Lobe Tumer Vol (¢¢) = 8.20 LT Lobe NORMAL Liver Vol (ce) = 555.9
MID Loba Tumeor Vol {ce) = 0.00 MID Lobe NORMAL Liver Vol (ce} » 0.0
All Lobes Tumor Vol {oc) » 26.30 All Lobes Normal Liver vol [cc) m 2017.0
Entire Liver Volume = All Tumor Volumes + All Lobss Yolumos (cc) = 20433

% Tumor Involvement in Entira Liver (a3 calculated from AlITV/ [AlITv+AIINLY] } 1.3%

1.1%
HDIVOl © No MID Lake

% Tumor Involvement in Loft Liver (as calculated from LeTw/ [LATw+LiNLVY] }

% Tumor Involvement In Right Liver {as calculated from RtTv/ [RITv+RINLV] } - 1.4%
% Tumeor Invoivament in Micide Liver-(ag calthld anﬂm tmarvmm )=

% Tumer Imowocnoﬂlwmn Lhm' Nw Flad nenmmn svnlde-

%TI > &0% 87 ] whan nomal kver 4058 i5
25% <= % T — 56% 87.6 25 kept dolow 25 Gy.
BTI = Z9%

—
From Tﬂm 1: Patient Y90 T:

= e
%LS « 10% 100% (no reduction)
10%<= MLS <75% 80%

80%

15%<= %l 5 <#20%
551 5 »20% 0% {na treptment)

Doso. Modifioation Fackr= - 80% 7

Recommended Y- 50 Activity (GBq) = 1.60
Recommended Y- 80 Activity {mCl) = 43.20
¥-80 SirSphere Activity golng to Entire Liver {(GBg) =  1.41
Y-80 SirSphere Activity golng & Lungs (GBq =

Equaticn § from SirTex ﬂqﬂal'tnlglnp

Tissus Radiation Doss (Gy) < 49670, .wmmmﬁp, VB Makk of Hiskmo | C
Calculated Avarage Entire Liver Dose (Gy) = 23 Ansming B UNE Vol
Caleulated Avorage Lung Doae {Gy) »= K 9 ' 651 TumotLiver Antvity
Recommended Y- 90 Activity (GBg) = ‘ 116

Recommended Y- 80 Activity (mCl) = 31.2%

Y40 Sir8phero Activity going to Right Liver (GBg) =  1.02
Y90 SIrSphm Activity uomg 10 Lungs {GBq) =

Calculated Average RT Liver Dosa (G,),, ; ) B

Calculated Average Lung Doss (Gy) »~ : T ' Bo Turmasfl iver Actiity
Estimated ﬂ RT Lobe Tumer Dou (Gy) = 188 . e Dunsilty Rathes
Recommanded Y- 90 Actvity (GBq) = 0.44

Rocommended Y- 90 Activity {(mCl) = 1191

Y-80 SirSphere Activity going to Left Liver (GBq) = 0.39
Y40 SirSphera Activity going to Lungs (3Bq) = X
Equation 3 frowm BUrTex MadMTmnM npal
Tissue Radiation Doos {Gy) = 48870 2 (V-0 ACtiviry it T 0k i GBI Mask © n Si
Calcutated Average LT Liver Dose (Gy) =~ 33 Assarsing a Uk Vol

Calculatod Avorage Lung Dose (Qy) == i . 3 ' %1 Tursouiver ACIvRY
Estimaswed AH- LT Lobe Tumor Dase (Gy)=~. . . 167. ~ T cslanehy R
Recommendad Y- 80 Activity (GBq) = 0.00

Recommendaed Y- 30 Actlvity (mCi) = 0.00

¥-80 SirSphere Activity going to Miadle Liver (GBg) = 0.00
Y-30 $irSphere Activily going to Lungs {GBq) = 0,00
Equation 3 from SirTex Madical. Training, Muougd

Tissue Radiation Dose (Gy)= 40670 % [¥-00 Activiiy i Tiaste MiZBaY Miss of tiss e 1 g)’ SR
Galoulated Average MID Liver Dozo (c.y)a- " wDIvIoL Aanuring & LAk VoL
Caleuiated Average Lung Dose (Gy) = @ . 51 TumorLiver Astely
Eslimated Average MID Lobe Tumar Dase (Gy) =~ - #DIVOI R N )
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