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Dear Mr. Thompson, 

Further to our telephone discussion oflenuary 1 1,2006, plcmc fmd bclow the additional 
infomrian requested with respect to affixing il Iabcl on thc lotline 13 1 monoclonal antibody 
product vial once i t  has Iett the hot cell cmvirvnmait and additional information on thr 3aiptic 
manufacturing process for the lodinc 13 1 iiwnuclonal antibody. 

1 .  When the Iodine 131 monoclonal antibody product wals leave the diqxmrng ccll Jnd 
inspection cell. they ate l0adC.d inlo prc-frozen lead pots (pots are p r t - l i c ~ ~ i i  31 -70°C). This 
is to i-apidly t ieex the p?oducl IO T C ~ U ~ C  depdation of the final product and is cnhcal to its 
quality. Once The wals arc loadcd into the pots, they immediately frcczc malung It  impossible 
to affix a lahrl. Thc vials are kept frozen for the cnfm lciigh of their shelf lite and are only 
thawed by the pharmacies just prior 10 mlusiuii. 

2. l'he aseptic nature of this process l i m i t s  handling of the open lodinc 15 1 inuiiocloiial 
ruilibody product vials significantly. Thc rmipty vials are placed on silirnlcss steel trays and 
dry heat sterilized prior to loading into the class 100 divmsing ~ c i i  through a class 100 pass 
t hrougli. Since the vials are sterilivcd ihcy cannot be handled indivlrlually by the operators 
and cannot be removed from the trays prior to dispensing. The loclinc 13 1 inonoclonal 
antibody is not tcrminalIy sterilired. as this would denature the produci. Hciice,, it IS critical 
that all ssyccts of the process rcmnin slciile and that nothing i s  inlroduced that could incrcasc 
non-viablc as wcll as viable contaminahun. 'l'he sterility of the lodinc 13 1 monoclonal 
antibody i s  crilical as the product is injcc1.d mto patlents withoui further processing. Prc- 
1v.bclling of the vials poses an unacceptable risk to thc ascpiic controls in thc prows,. '1711s is 
;1 validated process approvd by the US rood and Drug Adniimstration. 
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Tfyau require additional information, please do not hrsitate tu wnlrrct inc by ~clephoiic at (613) 
592-3400 extension 2421 or by email at  mrcandre.charette@rndsinc.cum. 
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