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Thank you for the o p p m i t y  to cnrn~netrt on tkc ptilirm For nilcmaking urbmileil by [Pr, Willkm 
Stein. Docket KO. PRM-35- t 9. 

17ive ymata ago, my wife wm n;wucd by Zavafin a h r  all dse faibd, and 2. h r n  a very ger~:rsrra1 
sfaac3poinl, we know Isqw sllkctiue sddio2abled antibody Imatments are. But mare inqmrlmt f i ~ m  
our personal exper3enw, s~iclntiflc %udies comsir;tently show tiit Wexxar axid ZebatZr ;;tzl: tkc must 
effative single sgenar, availnHe for the tf'eatrnant of mme Frrvrns of lymphoma, yet ~st im;~~ -es  indicate 
that only 5% tta 1 fl% of patier%t,e cligibl~ fk t~&dicrirmurlolher"rtpy sl-e aclwdlly r~caiving it. 

'f'hc curtctx liccasirlg t-crlttirurnr;nis and tkt: reimbumement issues discourage on~o!agists from 
pri:~cribi~tg t i i d i ~ & ~ u x i ~ & c r ~ y ,  and th~rs 90% t~ 95% s>f the patients who might bcriefit from ir are 
nut remiving this mdmenl vttRich bas few s i d ~  eflects, is given it% a, period rrf &m weak, and cnahles 
patients to mtum to work almost imr~tedistely. 'I'rsditiaml trea-tmcnrs srrch as d~cir%t~thcrapy and 
transplants require much longer treannent time and have sigoii<cantly rr-mrr: sidc cn'cct;?r which acid 10 
both tl~c wsl af b e m ~ ~ a n d  the reductinn rll'pntie~t pi~ i lu~r i~*i ty .  

1 recognixe send &pp~ciattr the need f'w r*ula%r.y nvcl-sjgtlt uf sli dm&, but l cannet uncl~mland why 
enbtrcr-inologist,s %re tcquin-d fo take unly 80 tluurs el' training in urdw be br:icmsed %a ptusribt: 
iodirlc Lor dlc iWdmcnt .oP.thytu?id disease in mmh higher doses than that which is found in Reaxar. 
As medicine expands and R(=W t~~tn1e:flS b e c m ~  availfihtel egulntnry c)'vi:~-sight n~ust  he cnn~fskt l t  
and fair so that pa~kenls will have e a q  awes:: h all rmamcnts, old ;rrrtS aew. 

Until the wriirting equirei~~ent f ~ r  ntlcologis~s w pmscritsc Bcwcx axmd Zcvalin i s  acljusIcd Lo 80 
hnutx. rlrnrly patien& will co~itimie ro Elavc iiraitcd ncGmu to cl lsct iv~ ncw aalmenls like Bexxar and 
Y~valirr and wid1 continue ill subTir ktenrugh muniha o f  wa4m~n.t~ and uslplewnt side eEits. S urge 
yuu iu changc khe l i ~ ~ n s i n g  reyuimnca~s for these drugs so that they may fmd &eir plam in the m a y  
of treatment options. 
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From: Carol Gallagher 
To: S ECY 
Date: Thu, May 17,2007 10:33 AM 
Subject: Comment letter on PRM-35-19 

Attached for docketing is a comment letter on the above noted PRM from Alex de Parry, that I received via 
the rulemaking website on 511 6/07. 
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