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PRAXFIMAGE

VIA FedEx April 20", 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 BrachySeed ™ _18-1

Dear Mr. Bhachu,

| In accordance with our discussion earlier this week, we are submitting an amendment to
our registration certificate for BrachySeed™ LS-1 (NR-1121-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,i} 6

Radiation Safety Officer
/ml

DRAXIMAGE Inc.« 16751 Autoroute TransCanada Highway « Kirkland « Québec Canada« H9H 4)4
« 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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DRAXFIMAGE
BrachySeed™ — Model LS-1
lodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

2. Introduction

BrachySeed™ Model LS-1 is an lodine 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-1121-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 510(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. ’



REGISTRY OF RADIOACTIVE SEALED SOQURCES 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: Brachytherapy Source

MODEL: LS-1

DISTRIBUTOR: DRAXIMAGE, LLC.
75 Talcott RA.
Suite 50

Williston, VT 054895

MANUFACTURER: DRAXIMAGE, Inc.

16571 TransCanada Highway
. Kirkland, QC

Canada H9H 4J4

ISOTOPE: MAXIMUM ACTIVITY:
Iodine-125 75 mCi (2.75 GBQ)

LEAK TEST FREQUENCY: 6 months

PRINCIPAL USE: (V) For use in accordance with 10 CFR 35.400

through 35.491 (Subpart F) or the
. equivalent state regulations

CUSTOM SOURCE: - YES X NO




REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE
(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-5-101-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 -
- Radiocactive 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,



REGISTRY OF RADIOACTIVE SEALED SOURCES AND ﬁEVICES
SAFETY EVALUATION OF SEALED SOURCE
(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-5-101-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 NORMAFL 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 37° 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-1ife 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 (121° C [249.8° F)] at 15
psi-[103.43 kPa] for 15 to 30 minutes) or flash cycle (133° C
[271.4° F] at 30 psi [206.85 kPa] for 3 minutes). Commercially
avallable 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



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 IS0/98/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 Bg). Scaling up, this indicates
the use of maximum 75 mCi (2.78 GBg) sources would have resulted
in leakages of less than 0.4 nCi (14.8 Bqg) 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 &rop test and
requires a different leakage test. Therefore, two sources with
2 mCi (74 MBg) 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 Bg). Scaling up, this indicates the use of
maximum 75 mCi (2.78 GBqg) sources would have resulted in leakages
of less than 2 nCi (74 Bg) which is less than the test failure
criterion of 5 nCi (185 BRq).

Subsequent to the immersion (hot liguid) 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 Bg).



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-cm?*/hr/mCi for iodine-125 provided in the Interstitial
Brachytherapy, Raven Press, 19590, 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.



REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE
(AMENDED IN ITS ENTIRETY)

NO.: NR-1121-S-101-8 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 1n-process quality control testing will be done.on
each source:

a) leak testing developed by the manufacturer to ensure
conformance with 5 nCi (185 Bg) 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) 1eakage on a partlcular date
will accompany each shlpment.

Weld sectlonlng and microscope. examlnatlon 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.



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 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 contalnment 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 therapeutlc seed sources in humans. (FDA letter
dated August 22, 2000, Reference K00475)



.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: _Auqust 15, 2003 Reviewer: dﬁnuﬁiuﬁ —

Ujaga hachu

JB’&"" ?W
Date: _August 15, 2003 Concurrence:

ohn P. 67ankov1ch
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE
(AMENDED IN ITS ENTIRETY)

NR-1121-5-101-S DATE: August 15, 2003 ATTACHMENT 21
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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
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‘ 3
/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

:,0'
i’k
' Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

AUG 22 2000

Richard J. Flanagan, Ph.D. Re: K000475

Executive Vice President * BrachySeed™ (I-25 Brachytherapy Source)
DraxImage Inc. Dated: June 12,2000

16751 Autoroute TransCanada nghway Received: June 15, 2000

Kirkland, Quebec Regulatory class: 11

Canada H9H 4J4 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 determined the
device Is substantially equivalent (for the Indications for use stated in the enclosure) to legafly marketed predicate devices

marketed in interstate commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that .
have been reclassified In accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions of the Act. The general controls provisions of the Act Include
requirementls for annual registration, llstmg of devices, good manufacturing practice, labeling, and prohibitions against misbranding

and adulteration.

If your device Is classified (see above) Inlo elther class Il (Special Controls) or class Il (Premarket Approval), it may be subject to
such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Requiations, Title 21,
Parts 800 to 895. A substantially equivalent determination assumes compilance with the Current Good Manufacturing Practice ”
requirements, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and
that, through perlodic QS Inspections, the Food and Drug Administration (FDA) will verify such assumptions. Faliure to comply with
the GMP regutaticn may result in regulatory action. In addition, FDA may publish further announcements conceming your device in
the Federal Reqister. Please note: this response to your premarket notification submission does not affect any, obfigation you might
have under sections 531 through 542 of the Act for devices under the Elecironic Product Radiation Control provisions, ot 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
substantia! 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 labeling regulation (21 CFR Part 801 and additionally 809.10 for in vitro
dlagnostic devices), please contact the Office of Complance at (301) 594-4591. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compllance at (301) §94-4639. Also, please note the regulation entitled,
*Misbranding by reference to premarket notification” (21CFR 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers Assistance at lts toll-free number (800) 638-2041 or (301) 443-6597

or at its Internet address “hitp:/Awvww.fda. govlcddﬂdsmaldsmamln htm!”,
Sinceraly you's,

“.

"Danlel G. Schultz, M.D.
Captaln, USPHS
Directar, Division of Reproductxve
Abdominal, and Radiologlcal Devices
Office of Device Evaluation
Center for Devices and
Radiologlcat Health

' Enclosure(s)

13



DRAX¥1MAGE

BrachySeed™ — Model LS-1
lodine 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



DRAXFIMAGE
BrachySeed™ — Model LS-1

lodine |-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

4. Labeling

4.1 Current Labels

Primary Container Label

V £02050 '
BRACHYSEED™ |
MODEL LS-1
125 BRACHYTHERAPY SOURCE
i 22 NON-STERILE ! -

B4 CAUTION I0OWE-12S
@  NADIGACTIVE WA

No.of Sources:

Total Activity: mCi ,
Assay Date: i
o/ L' A/

LotNoe .
" DRAXFIMAGE

nn

Outer Container Label

) Lot Na: 502050
 rwnneny ____nonzy BRACHYSEED™
MODEL LS
- Aepemt Ay ro IODINE-125
Noumber of Souwos: BRACHYTHERAPY SOURCE

. SINGLE USE ONLY .

: : D y .0 WARNING: NON-STERILE -
Tt DRAXFIMAGE ’

v . DRAXMAGEInc. !
;_...a.___.__.."—_— ome 1aridand, Quebec, Canada

- 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



DRAXFIMAGE

BrachySeed™ — Mode! LS-1
lodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

4.2 Proposed Draft Outer Labél with Highlighted Changes

Proposed Outer C(;ntainer Label (Non-Sterile)

Lot No.:
Total Apparent Advity : 'mClF125 BrachySeed™
ot Ry Source: ma MODEL LS-1
Avg. Ar-Kema Strenght — U IODINE-125
AssayDate: D M__ Y BRACHYTHERAPY SOURCE
x‘ CAUNON = RADICACTNVE
| pATnch e S e
SWLAR SEE TE ANCUNG.BTORAGE WARNING: NON-STERILE
ANC LEAX TESTING INS
WARNIGS, AXD PRECAUTIONS SECTION
OF THE PACKAGE INSERT
The US Reguatory Commission has approved DRAXX: =
distiibuton of BrachySeed LS-1 to l.l; persons *lMAGE
fo use ontfled In
ﬁlmofmcFﬂlldhmmhddm
equivalent icense lasued by an Agresment State
DRAXIMAGE Inc., Kirldand, Quebec, Canada
DRAXIMAGE LLC., Wlliston, Vermont, USA.

Proposed Alternate OQuter Container Label (Sterile)

Total Aw.-d Actty : mCi F125 BrachySeed™
T L MODEL L5-1
Avg AirKenna Strenght U IODINE-125

Assay Date: D/____ M/, i

BRACHYTHERAPY SOURCE

?"’“‘i CAUTION RADH
88 | SEALED SOURCES — HANDLE WITH CARE SINGLE USE ONLY
- 3 STERILE

WARNINGS AND PRE!
OF THE PACKAGE NSERT
Mov ‘B;nd'rys.od LS.-1 bml;n persons DRAX*IMAGE
d to use d Kdentfiod In

36400d10CFRnndhpommMnMIdm
equivalent license lssued by an Agreement State

DRAXIMAGE Inc., Kirkiand, Quebsc, Canada
DRAXIMAGE LLC., Wiliston, Vermont, USA

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



DRAXFIMAGE

BrachySeed™ — Model! LS-1
lodine 1-125 Brachytherapy Sources

Amendment to Registration of Sealed Sources - NRC

4.3 Proposed Labeling
Primary Container Labels
sazo0 ;
BRACHYSEED™
MODEL LS-1 4
+128 BRACHYTHERAPY SOURCE ;
# .5 NON-STERILE : 773
o SEIR. |
No. of Sources: .
Tota! Activity: mCi :
Assay Date: :
o W Y
Lot No.: I
",‘?,,RAX’F!MAGE f
Proposed Outer Container Label
Lot No.: Lot No. @
Total Acparent Aewviy mCi B BrachySeed™ Total Applrent Aty maviz BrachySeed™
[pardialraiis MODEL LS-1 popaunt Aoy i MODEL LS-1
Avg. Air-Kerma Strenght: IODINE-125 Avg. Air-Kerma Slrenght RN V) {ODINE-125
AssayCate: DI_M_YI. BRACHYTHERAPY SOURCE AssayDate: Di____W___ V. BRACHYTHERAPY SOURCE
EAT”» SN i AT T SO O Xy B SWGLE USE ONLY
B A e e Lo Tt WARNING: NONSTERLE E - R Il STERILE
WLEAK’IESTNOMTMNONSNM ANO LEAX TESTING INSTRI
ARNINGS AND PRECAUTIONS SECTION WARNINGS AND PRECAUTIONS SECTION
OF THE PACKAGE INSERT , OF THE PACKXAGE INSERT
The US Reguatory Commission has d DRAXX: ~ D ™ =~
duﬁuﬁon of BnchySood LS-1 to the ponono *IMAGE ;h;ﬁm of Bmgvy;nd LS-1 bmt:n persons RAx*lMAGE
o use identified In lcensed to use byproduct materlal identfied In
354000(1OCFRaMhporuomM\oMIdan 35.400 of 10 CFR and to persons who hold an
oquivalent icense Issued by an Agrsement State equivalent icense Issued by an Agreement State
DRAXIMAGE inc,, ¥Kridand, Quebec, Canada DRAXIMAGE Inc., Kirkdand, Quabec, Canada
DRAXIMAGE LLC,, WTiston, Vemmont, USA DRAXIMAGE LLC., Williston, Vermont, USA

Warning Insert

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

HANDLING THlS CONTAINER
510135

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or revncwmg agency is authorized to make this
information public without written permission from DRAXIMAGE Inc.
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DRAXF1MAGE
BrachySeed™ — Model LS-1
lodine I-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 wiitten permission from DRAXIMAGE Inc.
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DRAXFIMAGE

BrachySeed™ — Mode! LS-1

COPY

lodine 1-125 Brachytherapy Sources

S Attt RN T ST e

4. Labeling

4.1 Current Labels

Primarv Container Label

502050
BRACHYSEED™

MODEL LS 1
#3125 BRACHYTHERAPY SOURCT

150 NON-STERILE <45

OO

AUTION OONE-125
i WADICACIVE MATEAML
fo. of Sourcee:
Total Activity:
Assay Date-
Y »M
Lot No

DRAXF¥1MAGE

- s

mCi

Yi

Outer Container Label

Lot b 502050

—— s BRACHYSEED™
MODEL LS-1

Asparont el IODINE-125

Msrber of Souces: BRACHYTHERAPY SOURCE

Mg Air-Koma Syonghc (1]
An-w D D (13 h'id

Bh SmEmTtmEEE

S .:.'.:::.':::::...":'..:' DRAXT]M AGE
2....u....-—_....._-?.2'..‘... . < DRAXIMAGE hnc.
ot mantd by 1 Aemard Mo e MWM.C.M-_

éﬁUTION.RADIOACTIVE 'MATERIAL
READ WARNINGS AND PRECAUTIONS -

SHEET IN' THIS PACKAGE BEFORE:-
HANDLING THIS® CONTAINER

PRIVILEGED OR CONFIDENTIAL INFORMATION. No recipient regulatory or reviewing agency xs authorized to make this

information public without written permission from DRAXIMAGE Inec.

Amendment to Registration of Sealed Sourées -NRC



COPY

Amendment to Registration of Sealed Sources - NRC

DRAX¥1MAGE

BrachySeed™ — Model LS-1
lodine 1-125 Brachytherapy Sources

4.2 Proposed Draft Outer Label with Highlighted Changes

Proposed Quter Container Label (Non-Sterile)

Lot No.

Total Apparsrt Activity ¢ mCj 1125
Apparent mCt
NumberofSourtes:
Avy. Air-Kema Strenght. (1)
AssayDate: DV_____ W/, Y/,

7y "} CAUTION = RADIGACTIVE MATERIAL
BB SEAED BOURCES ~ MANDLE WITH CARE

g
=% SIMRAR. SEE THE KANDLING, BT

WARNNGS ANO PRE

OF THE PACKAGE INSERT

The US Regulatory Commission has approved
distribubon of BrachySeed LS-1 © the persans
to uss b dal ientfied in

35.400 of 10 CFR and to persons who hold an
equivaient kcense Issued by an Agresmert State

BrachySeed™
MODEL LS-1
IODINE-125
BRACHYTHERAPY SOURCE

SINGLE USE ONLY
WARNING: NON-STERILE

DRAX¥[MAGE.

DRAXIMAGE Inc., Kirkland, Quebec, Canada
DRAXIMAGE LLC., Wiliston, Vemmont, USA

Proposed Alternate Quter Container Label (Sterile)

Lot Na. @

7 ﬂ AND STORE IN THIS CONTAINER OR
=22 BIMIAR, SEE THE HANDLING, STORAGE
AND LEAX TESTING INSTRUCTIONS # THE
WARNINGS AND PRECAUTIONS BECTION
OF THE PACKAGE tMSERT
The US y C has appr
distribution of BrachySeed LS-1 lo the persons
ficensed © use byproduct material Identified in
35.400 of 10CFR and to persons who hold an
equivalent icense lssued by an Agreement State

Total Apparect Aciviy s Qi 135 BrachySeed™
Apparent Actvity'Source: ___________mCl MODEL LS-1
Avg. Alr-Kemma Strenght 0] IODINE-125
Assay Dater I, M. VL BRACHYTHERAPY SOURCE
ﬂ SEALED IO\-JRC:; = HANDLE WITH CARE SINGLE USE ONLY
STERILE

DRAXIMAGE Inc, Kirkland, Quebec, Canada
DRAXIMAGE LLC,, Williston, Vermont, USA

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

[y
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DRAX¥IMAGE

BrachySeed™ — Model LS-1
lodine [-125 Brachytherapy Sources

§ U pie
A Y
Amendment to Registration of Sealed Sources - NRC

4.3 Proposed Labeling

Primary Container Labels

o -
BRACHYSEED™
128 :uuwmsnlfrv SOURCE

tNON-STERILE(:%E5%

..A CAUTION 10DINE-125
RADIGACTIVE MATERWL

No. of Sources:

Total Activity: mCt
Assay Date:

o/ 214
" LotNo:

' DRAXT’(MAGE :

sinn

Y

Proposed Quter Container Label

Lot No.: Lot No. :
Total Apparent Aty s mCiF125 BrachySeed™ Tolal Apparent Aty : ™G 125 BrachySeed™
parent Activity’Source: mCi Ry’Sol 3
:pwnberofmru: — MODEL LS-1 m?é'o??m uu MODEL LS-1
Avg. Al-Kema Strenght: _____—_ U IODINE-125 Avg. Alr-Kerma Strenght: .U JODINE-125
Assay Date: O/____M___¥! BRACHYTHERAPY SOURCE AssayDate: D___M____vi BRACHYTHERAPY SOURCE
izvx} umw‘%ﬂ'm- R;wm‘ WmmL SINGLE USE ONLY ‘ a' mﬂmulmcgmaﬁ Mmmc::t
TR STORE v THS CONT: " = = HANDLE WITH SINGLE USE ONLY
A T e ot b TomAo WARMNING: NON STERILE ARG o SR B DS, SovAnER o8 STERLE
AND LEAK TESTING INSTRUCTIONS IN THE ANO LEAX TESTING INSTRUCTIONS 1N THE
PRECA BECTION WARNINGS AND PRECAUTIONS SECTION
OF THE PACKAGE INSERT o B ) OF THE PACKAGE INSERT
The US Regulatory Commission has approved DRAX¥ 1\ IARE The US Roguiatory Commission has approved DRAX """"
distribution of BrachySeed LS-1 to the persons S TIMAGE Won?( eugnys-ea LSt o tm?;nom : YIMAGE
Rcensed t use byproduct material identfied in to use identified In
35.400 of 10CFR and to persons who hold an 354wor10¢FRnndtopusommandnn
equivalert icensa issued by an Agreement State equivalent Icensa issued by an Agresment State
DRAXIMAGE Inc., Kirkdand, Quebec, Canada ORAXIMAGE Inc., Kiridand, Quebec, Canada
DRAXIMAGE LLC., Wifiston, Vermont, USA CRAXIMAGE LLC,, Wliston, Vermont, USA

Warning Insert

Y
re

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

HANDLING THIS CONTAINER
610135

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