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November5, 2001

Mr. William R. Ward
Division of IndustrialandMedicalNuclearSafety
Office ofNuclearMaterialSafetyandSafeguards
Mail Stop: T-8F5
UnitedStatesNuclearRegulatoryCommission
Two White Flint North
11545Rockville Pike
Rockville,MD
20852-2738

RE: SealedSourceRegistration for MDS Nordion Haan, GammaMed 212

DearMr. Ward:

Pleasefind attachedtheadditionalinformationrequestedin youre-mailofNovember2,
2001, to Ms. Ann WarbickCerone.

1. For question3, we did receivean Englishtranslationoftheprocedure,but not theone
pagedrawing,WQ2-001,whichweunderstoodto be integralto theprocedure.
PleaseprovidetheEnglishtranslationofthedrawing.

TheEnglishtranslationofDrawingWQ2-001wasprovidedby emailon
November2, 2001.

2. Questions1.a, 1.c, l.d, 4.a,4.b, and4.call concernedlabelling. Specifically,
questionsl.a and4.aconcernedthenameatthetop of thesourcelabel. In your
application,yourexamplesays,“MDS NordionHaanGmbH,” thenameofthe
manufacturer.However,this mustbethenameof thedistributor. Pleasechangethe
sourcelabel to havethenameofthedistributor,not themanufacturer.

Themanufacturersname,“MDS NordionHaan,GmbH” is listed on top of the
sourcelabel sincethesesourcesaredistributedin Europe,Canada,theUnited
Statesandotherlocationsacrosstheworld. MDS Nordion,Kanatais the
distributoronly for thesourcessold in CanadaandtheUnitedStates. Insteadof
changingthesourcelabel,MDS Nordionwill affix to thetop ofthedeviceanew
label (attachment1) whichwill includethewords,“Deviceandsourceare



distributedby: MDS Nordion,Kanata,Canada.”The label materialfor thenew
labelwill be stainlesssteel. Thenewlabel will be affixed to thetop ofthedevice.

3. Questions1.c, 1.d,4.b, and4.c concernedlabellingrequiredby 10 CFR32.74. This
affectsthepermanentlabelling on thedeviceitself. Your currentlabelling doesnot
providetherequiredinformationandyourresponsedid not adequatelyexplainhow
this informationwouldbe provided. Youwill needto eitherreplaceyourdevice’s
currentlabelling or addanewlabel to meettherequirements.

We will acceptreferencingtheUser’s Manual,or theSourceInstallationprocedure,
for the detailsofthe informationrequiredby 10 CFR32.74 (a)(2)(viii), aslong asthe
new label directedthedeviceuserto themanual/procedurefor this information. In
this case,thesectionofthemanualyou providedin yourresponsedid not give the
informationrequiredby 10 CFR32.74(a)(2)(viii). Therefore,youwill needto
updatethemanualandprovideusersa newlabel for thedeviceto referencethe
manual.

MDS Nordionwill affix to thetop ofthedeviceanewlabel (attachment1) which
will includethewords,“Instructionsfor handlingandstoringthesourceor device
from aradiationsafetystandpointcanbefoundin theGammaMed12i/l2it User’s
Manual.”Thelabel materialfor thenewlabel will bestainlesssteel. Thenew
label will beaffixed to thetop ofthedevice.

Storageandhandlinginstructionsarecurrentlylocatedin varioussectionsofthe
User’sManual. As requestedby theUSNRCaseparateannexwill beaddedto
theUser’sManual,whichwill specificallyaddressthestorageandhandling
instructions. CurrentownersoftheGammaMedl2i/l2it will beprovidedwith
this annex. This annexwill be appendedto manualsfor newowners.

4. Thenewlabel musthavetheinformationrequiredby 10 CFR32.74(a)(3).

MDS Nordionwill affix to thetop ofthedeviceanewlabel (attachment1) which
will includethewords,“TheU.S. NuclearRegulatoryCommissionhasapproved
distributionof theGammaMeddeviceandsourcecontainedhereinto persons
licensedto useby productmaterialidentifiedin §~35.57,35.400,or35.500,as
appropriate,andto personswho holdan equivalentlicenseissuedby an
AgreementState.”Thelabel materialfor thenewlabel will bestainlesssteel. The
newlabelwill beaffixedto thetop ofthedevice.

5. Weunderstandthat thereareexistingdevicesin usewhichwould notbeableto have
anewlabel immediatelyinstalled. In ourconversationonNovember2, 2001, Ann
WarbickCeroneofMDS NordionandWilliam WardofNRC discussedapossible
systemwherebyMDS Nordionwoulddistributethenewlabel, with explicit
instructionson where it wasto be installedon thedevice,with newly issuedsources.
You wouldalsoneedto distributetheupdatedUser’sManual. SincetheGammaMed



212 will be theonly sourceavailablefor thedevice,this distributionsystemwould
ensurethatwithin 6 monthsto ayear,all devicesin usewould havethenewlabel and
updatedUser’s Manual. All newlydistributeddeviceswould havethe label installed
andbedistributedwith thenewUser’sManual.

Therefore,werequestthat you providean exampleofthenewlabel,a copyof the
instructionson whereit would bemounted,acopyofthereferencedUser’sManual
sectionor InstallationProcedure,andconfirmhow andwhenyou will ensurethat the
newlabel is installedon existingdevices.

Thenewlabel will beaffixedduring asourcechangeservicecall. This will occur
duringthenext6 monthsto oneyear. Thenewlabel andinstructionsfor affixing
the label will be providedwith thesourceshipmentor in thecaseofan MDS
Nordionservicetechnician,the label andinstructionswill becarriedto thesite.
Thedraft label is shownin attachment1 andtheInstructionsfor Affixing thelabel
is shownin Attachment2.

As indicatedin ourresponseto Comment3, theHandlingandStorageAnnexof
theUser’sManual will beprovidedto currentusersandappendedto manualsfor
newusers.

If youhaveany questionsorrequirefurtherinformationpleasefeelfreeto contactmeby
telephoneat (613)592-3400extension2421 orby emailat mcharette~mds.nordion.corn.

Yourssincerely

Marc-AndréCharette
RegulatoryAffairs SeniorAssociate

Copyto: AnnWarbickCerone,MDS Nordion
ScottMcIntosh,David Gill, MDS Nordion
Dr. WolfgangNuding,JurgenHandkeMDS NordionHaan



Attachment 1

Draft Label
This is anexampleof thesuggestedwordingfor anewlabel to beaffixed to the
GammaMed12i/l2it.

DeviceandSourcedistributedby:
MDS Nordion, Kanata, Canada

TheUS.NuclearRegulatoryCommissionhasapproveddistribution ofthe
GammaMeddeviceandsourcecontainedherein to personslicensedto use
byproductmaterial identifiedin §~35.57, 35.400,or 35.500,as
appropriate,andto personswho holdan equivalentlicenseissuedby an
AgreementState.

Storageand Handling
Instructionsfor handlingandstoringthesourceordevice from a radiation
safetystandpointcanbe foundin theGammaMedl2i/l2it User’sManual



Attachment 2

INSTRUCTIONS FOR APPLICATION OF NEW LABEL ON THE GAMMAMED
DEVICE

Pursuantto requirementsoftheUnitedStatesNuclearRegulatoryCommission(US
NRC) theattachedlabelmustbeaffixed to thetop oftheGarnmaMed1 2i/l 2it devices
duringsourcereplacement.

DeviceandSourcedistributedby:
MDS Nordion, Kanata, Canada

The US.NuclearRegulatoryCommissionhas approveddistribution ofthe
GammaMeddeviceandsourcecontainedhereintopersonslicensedto use
byproductmaterialiden4fIedin §~35.57, 35.400,or 35.500,as
appropriate,and topersonswhoholdan equivalentlicenseissuedbyan
AgreementState.

Storageand Handling
Instructionsfor handlingand storingthesourceordevicefrom aradiation
safetystandpointcanbe foundin theGammaMedl2i/l2it User’sManual

Following thisprocedure,pleasecompleteand signthis form below andreturnto:

Mr. DanDoucett
MDS Nordion
447MarchRoad
Kanata,Ontario,
Canada K2K 1X8
Fax: (613) 591-6077 or (613) 591-2142

Installation Site/Address: ________

DeviceModel and SerialNo. :

ServiceTechnician: PrintName

Signature_

Date:


