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VIA FedEx April 2 0 th, 2004

Mr. Ujagar S. Bhachu or
Mr. William R. Ward, P.E.
Materials Safety & Inspection Branch
Division of Industrial and Medical Nuclear Safety
Two White Flint North
11545 Rockville Pike
North Bethesda, MD 50852

Re: Amendment to the Registration Certificate for BrachvSeed 1M - LS-1

Dear Mr. Bhachu,

In accordance with our discussion earlier this week, we are submitting an amendment to
our registration certificate for BrachySeed Tm LS-1 (NR-1 121-S-101-S).

This amendment proposes the addition of our Williston, Vermont address on the outer
label of this product, and an alternate outer label for the sterile product. Furthermore, the
references to the NRC regulations located in the lower part of the label have been
corrected as you suggested.

We hope the information provided is satisfactory. Please do not hesitate to contact me at
(514) 630-7007 or fax (514) 694-9295 should you have any questions.

Sincerely yours,

Edward Bump,
Radiation Safety Officer

/ml

DRAXIMAGE Inc.. 16751 Autoroute TransCanada Highway. Kirkland. Quebec. Canada. H9H 4J4
* Tel. 888-633-5343 * 514-630-7080 * Fax. 514-694-9295. www.draximage.com

DRAXIMAGE LLC. 75 Talcott Road, Suite 50 * Williston * Vermont * USA * 05495
* Tel. 802-872-3536 - Fax. 802-872-3538
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DRAXtIMAGE
BrachySeedm - Model LS-1
Iodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

2. Introduction

BrachySeedTm Model LS-1 is an Iodine I-125 brachytherapy source that has been

registered for sale with the FDA and the NRC. The following registration information is

provided:

- The NRC Registration Certificate for this product is NR-1 121-S-101-S;

- This product is also licensed with the FDA under 510 (k) K000475.

A copy of the above certificate in included next and a copy of the 51 0(k) letter can be

found on page 13.

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency is authorized to make this
information public without written permission from DRAXIMAGE Inc. 2
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 PAGE 1 OF 8

SOURCE TYPE:

MODEL:

DISTRIBUTOR:

Brachytherapy Source

LS-1

DRAXIMAGE, LLC.
75 Talcott Rd.
Suite 50
Williston, VT 05495

MANUFACTURER: DRAXIMAGE, Inc.
16571 TransCanada Highway
Kirkland, QC
Canada H9H 4J4

ISOTOPE: MAXIMUM ACTIVITY:

Iodine-125

LEAK TEST FREOUENCY:

PRINCIPAL USE:

75 mCi (2.75 GBq)

6 months

(V) For use in.accordance with 10 CFR 35.400
through 35.491 (subpart F) or the

. equivalent state regulations

YES X NOCUSTOM SOURCE:

3



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 PAGE 2 OF 8

SOURCE TYPE: Brachytherapy Source

DESCRIPTION:

The DRAXIMAGE, Inc. Model LS-1 seed is a titanium encapsulated
radiation source containing the radioisotope iodine-125. It is a
sealed brachytherapy source designed for radiation oncology
applications.

The capsule consists of two end tubes, each with one end closed
and with the open end press fitted onto a central plug (the
annulus). Hermetic sealing of the source is achieved by a low
profile laser weld around the central circumference that secures
and joins the rims of the end tubes to each other and to the
underlying annulus. The X-ray marker is a platinum/10% iridium
rod which passes through the annulus. The radioisotope carrier
consists of two hard ceramic beads containing about 10% silver
which lie one at each end of the source. The core of the silver
seed is a 0.5 mm ± 0.05mm (0.017" ± 0.0017") sphere. Each LS-1
seed's nominal external dimensions are 4.4 mm (0.173") in length
and 0.8 mm (0.0315") in diameter. The end tube is titanium
metal, grade 2, conforming to ASTM B-265, with a wall thickness
of 0.048 mm (0.0019") ± 0.076 mm (0.0003") with radial end wall
thickness of 0.0635 mm (0.0025") ± 0.005 mm (0.0002"). One end
of the assembled source is inserted into a chuck rotating
horizontally at 30 rpm. The source is a friction fit and, once
inserted, rotates at the same speed. The positioning is such
that the seam of the source is at the focus of a vertically
aligned laser welder beam.

LABELING:

The physical size of the individual seed prevents direct labeling
of the individual sources. A label is affixed to the shipping
and storage pot stating: the trefoil radiation symbol, "Caution -
Radioactive Materials" statement, model number, isotope, customer
order number, total apparent activity, apparent activity per
source, number of sources, average air-kerma strength, assay
date, lot number, distributor name, and instructions to see the
package insert and a statement for distribution to authorized
persons. A label is attached to the primary container which
includes: trefoil radiation symbol, "Caution Iodine-125
Radioactive Material' statement, model number, number of sources,

4



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 PAGE 3 OF 8

SOURCE TYPE: Brachytherapy Source

LABELING (Cont'd):

total activity, assay date, and distributor name. The labels
will comply with the provisions of 10 CFR 32.74, 20.1901, and
20.1904. The labels will be legible and made of durable
material.

REVIEWER NOTE: The label shown in Attachment 2 is an example of
the label. New labels must have the current
wording of 10 CFR 32.74(a) (3) and should have the
current address of the manufacturer or
distributor.

DIAGRAMS:

See Attachments 1 and 2.

CONDITIONS OF NORMAL USE:

The DRAXIMAGE, Inc. Model LS-1 iodine-125 brachytherapy seed will
be used in a hospital setting. It will be applied in multiple
source implants for the treatment of localized tumors. The
operating environment is within in tissue and body fluids at
about 370 C (98.6° F) at about atmospheric pressure.

The working life of*LS-1 is estimated to be one year based on the
iodine-125 half-life of about 60 days.

The sources are not sterile when shipped. Before implantation,
they must be sterilized in an adequately shielded container using
ethylene oxide or steam at normal cycle (1210 C [249.80 F] at 15
psi [103.43 kPaj for 15 to 30 minutes) or flash cycle (1330 C
[27l.4° F] at 30 psi [206.85 kPaj for 3 minutes). Commercially
available applicators and needles may be used.

The sources are not affected by common solvents such as acetone
and alcohol or by mild detergents. However, they should not be
exposed to acid or alkaline solutions exceeding one molar.

The sources should not be picked up with the fingers and
ruptured, leaky, or damaged sources should never be used.

5
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 PAGE 4 OF 8

SOURCE TYPE: Brachytherapy Source

PROTOTYPE TESTING:

The Model LS-1 Iodine-125 brachytherapy seed was classified and
tested according to the standard ISO 2919:1999(E). The
classification designation is ISO/98/C53211. Two sources with
2 mCi (74 MBq) were subjected to each of the five required stress
tests followed by the immersion (hot liquid) leakage test as
described in the standard ISO 9978:1992(E). After the tests,
none of the ten sources showed any breach of the encapsulation
upon visual inspection under the microscope and all showed
leakage less than 0.01 nCi (0.37 Bq). Scaling up, this indicates
the use of maximum 75 mCi (2.78 GBq) sources would have resulted
in leakages of less than 0.4 nCi (14.8 Bq) which is less than the
test failure criterion of 5 nCi (185 Bq).

The standard ANSI/HPS N43.6-1997 sets out the same tests as ISO
2919:1999(E), but also prescribes an additional drop test and
requires a different leakage test. Therefore, two sources with
2 mCi (74 MBq) were subjected to the ANSI/HPS drop test followed
by the immersion with boiling leakage test as required by this
standard. After the test, neither source showed any breach of
the encapsulation or any other damage upon visual inspection
under the microscope and both showed leakage of less than
0.05 nCi (18.5 Bq). Scaling up, this indicates the use of
maximum 75 mCi (2.78 GBq) sources would have resulted in leakages
of less than 2 nCi (74 Bq) which is less than the test failure
criterion of 5 nCi (185 Bq).

Subsequent to the immersion (hot liquid) leakage test, the ten
seeds used for the ISO tests were combined in a single container
and subjected together to the immersion with boiling leakage test
of the ANSI/HPS standard. The combine sources showed leakage of
0.05 nCi (1.85 Bq).

6



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 PAGE 5 OF 8

SOURCE TYPE: Brachytherapy Source

EXTERNAL RADIATION LEVELS:

Calculated radiation levels using exposure rate constant of 1.45
R-cm2/hr/mCi for iodine-125 provided in the Interstitial
Brachytherapy, Raven Press, 1990, are tabulated below. The
measurement system used was a Ludlum survey meter Model 14C with
a pancake probe Model 44-9. It was last calibrated on July 31,
1999, using Cs-137. The due date for recalibration is one year
later. The measurements were done on February 16, 2000.

Source-Director Calculated Field Measured Field
Distance (mR/hr/mCi) (mR/hr/mCi)

100 cm (39.37") 0.15 0.15
30 cm (11.81") 1.61 1.45
5 cm (1.97") 58 50

Contact 440*

*The contact reading is not very meaningful but probably
indicates an extremity exposure rate in excess of
500 mrem/hr/mCi if a person picks up a source with the
fingers.

The radiation doses incurred by practitioners would be similar to
implant, although an approximate further doubling could be
expected because of the source removal procedure associated with
temporary implants. Overall, a factor of four increase in
radiation dose per procedure to hospital personnel relative to
mainstream applications might be reasonably expected, although
this could be offset by the fewer number of seeds involved and
thus a reduction in overall exposure time.

QUALITY ASSURANCE AND CONTROL:

All manufacturing of the Model LS-1 iodine-125.sources and
related operations are to be carried out in batch manufacturing
processes consistent with the Current Good Manufacturing Practice
Final Rule, Quality System Regulation, 21 CFR Part 820, under the
supervision of the Quality Assurance group at DRAXIMAGE, Inc.

7



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 PAGE 6 OF 8

SOURCE TYPE: Brachytherapy Source

OUALITY ASSURANCE AND CONTROL (Cont'd):

All incoming materials will be quarantined under QA supervision,
then appropriately tested against specifications before being
released for source production purposes.

The following in-process quality control testing will be done on
each source:

a) leak testing developed by the manufacturer to ensure
conformance with 5 nCi (185 Bq) limit;

b) check of radiation intensity versus angle to ensure
conformance with design specifications;

c) measurement of overall radiation output strength to ensure
consistency within a batch and conformance with customer
order; and

d) visual inspection using video magnification to check weld
integrity and to ensure no mechanical damage or blemishes.

In addition, the following properties of finished sources will be
quality control tested against acceptable quality limit by the QA
department on samples from each lot:

e) visual appearance (damage, blemishes, shape, weld color, and
weld integrity);

f) dimensions;
g) radiation output intensity (by means of a system whose

calibration is traceable to NIST); and
h) leakage.

Batch release will include a review of batch manufacturing
records. A certificate stating that all sources in a shipment
have shown less than 5 nCi (185 Bq) leakage on a particular date
will accompany each shipment.

Weld sectioning and microscope examination will be done
periodically in non-radioactive sources welded under prevailing
production conditions. Visual integrity, weld width, and weld
depth will be checked and controlled.

8



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OFSEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 PAGE 7 OF 8

SOURCE TYPE: Brachytherapy Source

LIMITATIONS AND OTHER CONSIDERATIONS OF USE:

* These sources shall be distributed to specific licensees of
the U.S. Nuclear Regulatory Commission or an Agreement
State.

* These sources shall be tested for leakage at time intervals
not to exceed 6 months. Leak testing shall be governed by
individual license requirements from the U.S. Nuclear
Regulatory Commission or an Agreement State.

* Handling, storage, use, transfer and disposal: To be
determined by the licensing authority.

* This registration sheet and the information contained within
the references shall not be changed without the written
consent of the U.S. Nuclear Regulatory Commission.

Reviewer Note: Please ensure the safety procedures outlined in
10 CFR Part 35 Subpart F are adhered to,
especially as they pertain to the handling of the
sources.

SAFETY ANALYSIS SUMMARY:

Based on our review of the information and test data cited below
and the past history of similar source design, we continue to
conclude that the Model LS-1 sources are acceptable for licensing
purposes.

Furthermore, we continue to conclude that these sources would be
expected to maintain their containment integrity for normal and
accidental conditions for use which might occur during the uses
specified in this certificate.

The United States Food and Drug Administration (FDA) have
determined the efficacy and granted authorizations for the
application of therapeutic seed sources in humans. (FDA letter
dated August 22, 2000, Reference K00475)

9



.REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S . DATE: August 15, 2003 PAGE 8 OF 8

SOURCE TYPE: Brachytherapy Source

REFERENCES:

The following supporting documents for the DRAXIMAGE, Inc. Model
LS-1 iodine-125 brachytherapy sealed sources are hereby
incorporated by reference and are made part of this registration
document.

* DRAXIMAGE, Inc. letters dated February 21, 2000, May 9,
2000, May 29, 2000, and June 12, 2000, with enclosures
thereto.

* DRAXIMAGE, Inc. letters dated February 16, 2003, February
18, 2003, May 7, 2003, and facsimile dated May 8, 2003, with
enclosures thereto.

ISSUING AGENCY:

United States Nuclear Regulatory Commission

Date:

Date:

August 15. 2003

August 15, 2003

Reviewer: --
Ujag achu

Concurrence: 7.
(ohn P. Yankovich

10



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 ATTACHMENT 1

Cutaway view.of LS-1 source
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE

(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-S DATE: August 15, 2003 ATTACHMENT 2

:, s, .. .;

'BRACHYH'-SEED

...

-a r

PExaryple labels
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g DEPARrhiENTOFHEEAIT &HUJLA.NSERVICES Public Health Service

Food and Orug Administration
9200 Corporate Boulevard
Rockville MD 20850

AUG 2 2 2000

Richard J. Flanagan, Ph.D. Re: K000475
Executive Vice President BrachySeed'r' (1-25 Brachytherapy Source)
Draximage Inc. Dated: June 12,2000
16751 Autoroute TransCanada Highway Received: June 15,2000
Kirkland, Quebec Regulatory class: II
Canada H9H 414 21 CFR 892.5730/Procode: 90 KXK

Dear Dr. Flanagan:

We have reviewed your Section 510(k) notification of Intent to market the device referenced above and we have detefmined the
device is substantIally equivalent (for the Indications for use stated In the enclosure) to legally marketed predicate devices
marketed Ininterstate commerce priortoMay 28.1976. theenactmentdate ofthe Medical DevicerAmendments, ortodevices that
have been reclassified In accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Ad). You may. therefore,
market the device, subject to the general controls provisions of the Act. The general controls provisions of the Act Include
requirements for annual registration, listing of devices, good manufacturing practice, labefing. and prohibitions against misbranding
and adulteration.

If your device Is classified (see above) Into either class 11 (Special Controls) or class IlI (Premarket Approval, It may be subject to
such additional controls. Existing major regulations affecting your device can be found In the Code of Federal Re-gulatons. Title 21.
Parts 800 to 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing Practice
requirements, as set forth In the Quality System Regulation (OS) for Medical Devices: General regulation (21 CFR Part 820) and
that, through periodic OS Inspections, the Food and Drug Administration (FDA) win vertfy such assumptions. Failure to comply with
the GMP regulation may result in regulatory action. In addition. FDA may publish further announcements concerning your device in
the Federal Recster. Please note: this response to your premarket notiricaton submission does not affect any obigation you might
have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control provisions, or other
Federal laws or regulations.

This letter will allow you to begin marketing your device as described In your 510(k) premarket notification. The FDA finding of
substantial equivalence of your device to a legally marketed predicate device results In a classification for your device and thus.
permits your device to proceed to the market.

If you desire specific advice for your device on our libellng regulation (21 CFR Part 801 and additionally 609.10 for In vitro
diagnostic devices). please contact the Office of Compliance at (301) 594-4591. Additionany for questions on the promouon and
advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
'Misbranding by reference to premarket notification (21CFR 607.97). Other general Information on your responsibilities under the
Act may be obtained from the Division of Sinai Manufacturers Assistance at Its toll-free number (800) 638-2041 or (301) 4434597
or at Is Internet address httpJAvw.fda.govlcdrh/dsmaldsmamaln.htmr.

*Daniel G. Schultz, M.D.
Captain, USPHS
Director, DivisIon of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure(s)
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lDRAXtIMAGE
BrachySeedThl - Model LS-1
Iodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

3. Subject of the Amendment

This amendment proposes a change to the labels that are applied on the lead pot in which

the brachytherapy sources are shipped. The change consists of the following:

1) Addition of our United States address in Williston, Vermont;

2) Correction of the references to the applicable regulations;

3) Addition of an alternate outer label for BrachySeeds that are supplied sterile.

Please note that the inner container label will remain the same as per the current

registration certificate.

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency is authorized to make this
information public without written permission from DRAXIMAGE Inc. 14



DRAX4-IMAGE
BrachySeedTM - Model LS-1
Iodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

4. Labeling

4.1 Current Labels

Primary Container Label

502050

BRACHYSEEDI
MODEL LS-1

I.12S ORAOE Wf SOURCE

No. of Sources: ;

Total Activity. - mCI

Assay Dais:

D/-_ - YI

Lot No- i

DRAX471MAGE

Outer Container Label

Thai AttWe A-Oy QL125

N-*.m of Sss.:

Mg. AA.- 9tVV U

Anay* DIt. V

--- c---

502050

BRACHYSEED"
MODEL LS-1
IODINE-125

BRACHYTHERAPY SOURCE

DRAX4rIMAGE I
D!AX1MAGE Inc. !

en.1. KtIdw'. Owbe.. Cwda

Warning! Insert

CAUTION RADIOACTIVE MATERIAL
READ WARNINGS AND PRECAUTIONS
SECTION OF THE PACKAGE INSERT
SHEET IN THIS PACKAGE BEFORE

HANDLING THIS CONTAINER
510135

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency is authorized to make this
information public without written permission from DRAXIMAGE Inc. 15



DRAXtIMAGE
BrachySeedn'l - Model LS-1
Iodine 1-125 Brachytherapy SoUrces

Amendment to Registration of Sealed Sources -NRC

4.2 Proposed Draft Outer Label with Highlighted Changes

Proposed Outer Container Label (Non-Sterile)

Lot No.:________
ToW ApparNo Adwity: _ mlC bt125 BrachySeed"'

Nurmbr oSouro mst MODEL LS-1
Avg .Axir-KanuSteght U IODINE-125
AssayDate : M 't'Y BRACHYTHERAPY SOURCE

g:-A .CAM N SADIOACTIVE MATM&L
V !AED SOUO~S - HANDLE WITH CARE SINGLE USE ONLY

AN AD STCEM IN TM3 COtJTAIEOR W wARNING NON-STERILE
- SWLAR. SEE lIE IWN0LIN0. STORAGE _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

AND LEA TESTOnG aTRUCTINS _I THE
WARNINGS AND PRECAUION 4SECTION0
OS THf PACKAGE PsSERT

Tho US Reriutstory Commisoon hras appoved DRAX4IMAGE
dbtdrbon of BrecrySoed LS-1 to the pass
kensed to use byproduct matri Idartfled In
35.400 of 10 CFR and to persons Wo hold an
sqovalent loons. Ias.sud by an Agreernet Stat

DRA0,MAGE Inrc. irtdand. Oueec. Canada
DRAJbMAGE U.C Wllistorr, Vermont USA

Proposed Alternate Outer Container Label (Sterile)

Lot No. _ _ _ _ _ _ _
Totlo Appat A y: mO1.125 BrachySeed"

NumbAroISow:our cn MODEL LS-1
Aog. Akr-Kars Strenght _ _U IODINE-125
AMMDate: M Y/ BRACHYTHERAPYSOURCE

CAIJTh) - RADIOACTIE MATERIAL
trR SED 8 ES - HANDLE WITH CARE SINGLE USE ONLY

LA~AAV STOR IN THIS C0NTA5NER OR STERILE
AND LEAR TESTQ INSTRUCTIONS IN TIE
WARSNOSh ANo PRECAInJrONS SEcTio
OF TH PACKADE HSERT

The US Regutotory Corrnnisslon hor approved DRAX tIMAGf
dstribuion of BrahylSeed LS-1 to te person
licesred to wse byproduct mitertia Identlited In
35.400 of tO CaR and to persns wto hold en
equtvalet license sued by an Agreement State

DRAXINIAGE Inc. I(Irldsnd, Oudeec. Canada
DRAXIMAGE IC.. Wliston. Vermnt USA

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency is authorized to make this
information public without written permission from DRAXIMAGE Inc. 16



DRAXtIMAGE
BrachySeedTrm - Model LS-1
Iodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

4.3 Proposed Labeling

Primarv Container Labels

502050

BRACHYSEED"t
MODEL LS-1

t125 BRRACHYTMERAPY SOLRCE i

iI C

4,cw"OeK)OsiSl
a RADOCmO*01TV OAL

Total Activity-_._ mCI

Assay Date
D/ Ml Y/ -

Lot No.: -I

DRAX47IMAGE.

Proposed Outer Container Label

Lot(No.: Bra__ __ __ _ __ __ _
Tota NApparentAcavty: mCJ 1125 BrachySeed
Apparent ActlotlpSourxe: _____ rC! OELL-
Nuarnoerb Sorces: MODELLS-1
Avg. AikKra-Ke srgtr~ht _U IODINE-125
Assay ate D tW Y/ BRACHYTHERAPY SOURCE

i, CAUTINr _RANOACTN'E MATERIALWW'SAED8 S- ADEWIlTH CARE SINGLE USE ONLY
AN SH0TORE N TH3 CONTAINER OR WARNINC NON-STERLE
SIMISLAR. SEE THE HANDOLNG. 1135T ___________AGE________
AN LSAt TESTING IsTRUCTIONS IN THE
WARNINGS AND PRECAUTIONS SECTION
OF THE PACKAGE N ER!T

Thv US Rnuiltory Cornrilsion has appved DRAX-iMAGf
distrilbuion of Braysad t5-1 to tea persons
icaned to Le byproduct mdateal Idetifed hi

35.400 of 10 CFR and to persons who hold an
equivalentr lcense Issued by an Agreement State

DRAX)MAGE tIe, lKida-nd. Ouet1, Canada
DRAXtMAGE LLC. WVliton, Verniort USA

L.ot No._________ ___
Total Apparent Actirvty m 1125 BrachytSeedT

i
AppareActlivlySoc: mCi MODEL LS1
Nurnberof Sources:___________
Avg Air-(rnns Strenghl: _ _ U IODINE-125
Assay Date: D YRACHYTHERAPY SOURCE

CAUIJON - RAIOACAcVE MATERLAL
SEALED SOURC£5 -_HNDL W111H CARE SINGLE USE ONLY

.t AN0D STrE IN THn CONTANER OR STERILE
-- Sai.LR SEETHE HANsO. STORAGE

AND LEAK TESTNG INTRUCTINS IN THE
WARNrGss AND PRECAAJIEEG SECr 0N
OF THE PACKAGE NSERT

The US Regriatory Cormlsion has approved DRAX *.tIMAGE
dsribution of BredySaed LS-1 to the persnse
lcensed to usa bypondud material Identifed Ih
35.400 of 10 CFR and to persona vho hold an

equrivarlt Icense Issued by an Agrneeent State

DRAXIIAAGE r.. Krdarrnd. Cuabec, Canada

DRAMNIAGE tLC. Wltadon. Vernion. USA

Warning: Insert

CAUTION RADIOACTIVE MATERIAL
READ WARNINGS AND PRECAUTIONS
SECTION OFTHE PACKAGE INSERT
SHEET IN THIS PACKAGE BEFORE

HANDLING THIS CONTAINER
510135

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency is authorized to make this
information public without written pennission from DRAXIMAGE Inc. 17



DRAXt*MAGE
BrachySeed m' - Model LS-1
Iodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

5. Implementation timelines

The proposed new primary outer labels will come in effect after approval from the NRC

is granted, and once our current stock of labels is depleted.

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency is authorized to make this
information public without written permission from DRAXIMAGE Inc. 18



DRAXtIMAGE
BrachySeedT ?' - Model LS-1
Iodine 1-125 Brachytherapy Sources

COPY r-
Amendment to Rcgistration of Scaled Sources - NRC

4. Labeling

4.1 Current Labels

Primari Container Label

502m5
BRACHY-SEED"

W~ou LS I
1.120 BWOII1IERPAPY SoDjKCe

NO.O AO.OaCQ?7 .I.

Total Actiity: _____ mCi

As~ay mm-

Lot N a2 __.: _ _ __ _

DRAX-tIMAGE

Outer Container Label

Lal U. 502050

U.____A__. __S BRACHYSEEDtS
MODEL LS-1

* &t4^09ft*RrAC, IODINE-125
Nrrd, f 8: _ BRACHYTHERAPY SOURCE

Assay D-' IN IN .11111mm.I t .1bRAX ..IMAGE ' '
. 'DRi.�1MA01i k.

I.... K.W.M. O.W-. C-84.
-1�. - . .-

Warninl2 Insert

'. KXUTibN RADIOACTIVE MATERIAL'.
'READ WARNINGSAND.PRECAUTIONS-
SECTioN 'QETHE.PACKAGE INSERT'.
SHEET IN'THIS PACKAGE BEFORE *

,.H.ANPLNGTHIS'CONTAINER, , -HA0jbL . T'. i gi_ ;v .................. ! v. ....- ;-.' WER:...

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency is authorized to make this
information public without written permission from DRAXIMAGE Inc. 15



copy,DRAX4-jMAGE
BrachySeedTrm - Model LS-1
Iodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources -NRC

4.2 Proposed Draft Outer Label with Highlighted Changes

Proposed Outer Container Label (Non-Sterile)

TotiApparartAOtvty: mnJ 1.125 BrachySeedT1

NAtnkyoSou *s0 MODEL LS-1
AMv Alr-KennaStnengtt ___U IODINE-125
Assay Die YYt. _ BRACHYTHERAPY SOURCE

CAUTION - RACIOACTVE _ _T_ __L
! AEAEO SOURCES HWA WITH CARE SINGLE USE ONLY
AND STORE IN 71E413 CNTARu OR WARNNG: NON-STERILE
SIML&R. SEE 1)4 M 40.N4G.U 0PAM _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
AhO LEA TESTING MOTRUET)OM IN TIE
WAMANGS AAC PRErAUTPOCE SECTION
OC THE PACKAGE I4ERT

The US RecsEory Comiussion has approved DRtAX-MAGE
dstrib" of BrachySeed tS.O to tta prss : MA
learned to use bypoducd mterll IentIfted In
35.400 of 10 CFR and to persos who thold on
equlvaert Scense Issued by an Agreemert Stae

DRPWMAGE Inc., lrldand, Quebec. Canada
DRA)UMAGE ac..Wlistorn Vemnont. USA

Proposed Alternate Outer Container Label (Sterile)

Lot No. _ _ _ _ _ _
ToalE Appffe.4 Actrvky :. ____M 1125 BrachySeedTm

AppretAc~~foure: ..- O MODEL LS-1
Number ofSources:_______
Avg. Alr-Keima Sturavt:n _____ U IODINE-1 25
AssayD~ Dat. M/ W YL BRACHYTHERAPYSOURCE

TiT~ CUTION- RAOOC~hI ATIRiAL____________
SES ORE AO!WflT CAM SINGLE USE ONLY

AND STORE IN TM4 CONTINNE OR STEPJ'LE
NUXAR. SEETHE4 K-NOU"G. STORAGE _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
AM LEAK TENTH40NSETRUC11flOW IN THE
WAIRNINS AME PECAunol ECaMTION
O T5EFAaCIAGEanERT

The US Regulatmy Corrnbimson has approved R X
distribution of BractrySeed Mls~ to VW e;-*1' MA
kiensed lo use bypro"N M~atril Identified in
35.400o 01 ICFR anid to persons Wf*T hold an
equivalent liense Iksued by an Agreement SWlateMG nc wn. ubc.Cnd

OntAXaMAGE UL." Vd~ftwoon. Veminont. USA

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reriewing agency is authorized to make this
information public wfithout written permission from DRAXIMAGE Inc. 16



DRAXtJMACE
BrachySeedT m - Model LS-1
Iodine 1-125 Brachytherapy Sources

� , k4, �,t./u

Amendment to Registration of Sealed Sources - NRC

4.3 Proposed Labeling

Primary Container Labels

502050
BRACHYSEED"

MMEL rti-"
1.121 IRACIIVrhERPy SOURCE

No. of Sourcsee

Total Ajtlvlt, __- ma

Aasay Daie:

Lot No_

DRAXITMAGE

Proposed Outer Container Label

Lot No.:____________
Total Aptwars ADsty: _ mOI 1-125 BrachySeed t
Apparent tfSouce: - - mCi MODEL LS-1
Number of Soures:__________
Avg. Air-kerma StrerIht __ _ U IODINE-125
ASSSYDSIGr W M/ BRACHYTHERAPYSOURCE

CAUTION - RADACTWvE MATERIAL

E MALE SOURCES -HOE WITH 1ARE SINGLE USE ONLY
AND STORE IN THIS CONTAINER Of WARNING: NON-STERILE
EULAR. ESE THE HIANOI.N5. STOAGE _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _
AD LEWA TESTING ITRUCA IN T4*
WArNIJOS M PRECAvUoCs SECTION
OF T PACAE MSER"

The US Regulatory Commission has 2pproved fDRAX *;rMA.;
dtssrIbution of BnmiySeed LS-1 to bOrb persons .A E:
0censred to use byproduct material idenilled In
35.400 of IOCFR End lo persons t*o hold an
eTuIvatent icense Issued by an Areement State

DRAMAGE Inc_ Kari(Mard, Quebec, Canada
DRAXIMAGE LL.C,WlIlslon, VeraowrI LUSA

Lot No.:__ _ _ _ _ _ _ _ _ _ _
TotalApuorenl Actvty: m -125 BrachySeed"e
AparentActtSource: mC MODEL LS-1
Number of Sources:___________
Avg. Ar-Kermn Strengt_ _ _ U IODINE-125
Assay Dale: 0/W_ _ 'Y BRACHYTHERAPY SOURCE

rJ>j =CAUTCO -A iOACTIVE MATERIAL
S EA -SO INLEURCES _ NAISLEwTH CARE SINGLE USE ONLY

AND STORE IN TM4 CONTANER OR STERILE
SIORAAE __ _S_____Te__a,__TORAE_

AN LEAK TESTING sTRUCTIONS EN THE
WARNINOS MO PRECAUTIONS SECTION
OF THE PACKAGE INSERT

The US REgulatory Cornmirsson has ayprned DRAXtIMi GE

d~strtbutlon of BrctIySeeId LS-1 to *e persons
riensed to use byoduct manteri Identifled In

35.400 of 10 CFR and to peons v41 hold an
eq6kaaent Icense Issued by an Agmremend State

ORAXMAGE I1. Klarld. uebec, Canada
DRAXIMAGE LLC. Wlston. Vermonr. USA

Warninz Insert

A . . .

CAUTION RADIOACTIVE MATERIAL
READ WARNINGS AND PRECAUTIONS
SECTION OF THE PACKAGE INSERT
SHEET IN THIS PACKAGE BEFORE

HANDLING THIS CONTAINER
510135

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency is authorized to make this
infornmation public without written permnission from DRAXIMAGE Inc. 17


