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KENYON . ~ J, L+B~ 

~8f~ya3'~~n 
tAte"Otu47 PrbpatCg L*ur One Brc3athevay 

Now Ytiik. NY 1{ioi4- e s'Ys0 
2't2.a23.77.% 
Fax 212A26 ,52W 

November 3, 22M 

Drug 132~7~7t'a3attt7n ServicM Branch (AM-84) 
Center forc Drug Evaluation and Resetmh, Foot and Drug Administnfion 5600 Fishers Rcckviiie, MD2i?857 

: ZOcWV C?=-W Swk Listings 
U.S. Paunts RE36,"¬4 f and "3Fs*520 

"I'll"~n~.~s~ t~7 M .ell b1 

Dear Sir or Madwn; 

This is a notice pursuaw to 21 C.F.R. 314.53(¬) uvtifyin tjhe Age=y ow iac&rnWiojj published by the FDA in Approved Dhig Pwducts and fiherapeuiic Eguise,3ents 11wrersf (the 
"Orange &srrl~,")s namely, t1w listing of U.S. Pats . A~rcrs.RE36*481 and R F36,520 with respect ta Zom)r ; is inaccm-ate and irrelevant. Punvumnt to 3I4.S3(f), plewo; forward this letter to the 
applitant, Merck & ~.'o. Inc., that it may ruithdmw these pawnts frtaica th e 0i~ge ~aok. 

Zocar contains a single active ingredient, simvastatin. RE 36.491 and RF' 34a=520 do not 
claim sixrsvas.tAtin, or a rnethod Gf using sirnvastatim They claim daiff'4-,Mnc compounds. which are said ~~ be, metabolites of sittnvasta¬in, 

The FDA has clarified that mctabolite patents am not pmperly listed in the ()range Book. 

T he final rule prohibits subsubsion of patents clair4ing 
metsbcrfitw when the metoolt~ is *.ot the aiciivc ingredimt 
descriW in the NDA. Thc submission of a metabolite pwent 
does, not ineei the legal r~.~quirtments for patent submissions as 
discussed in the proposed rule, (we 67 FR 65448 at 045 1)~ 

69 red. Reg. .36675 . 36680 (June 18 200")) 

Following,. i.4suance of the final rule, E-rwW nme companim have asked the FDA 10 
remove patents from the Orange Book which are not properly tistzd in the Orange Bwk under 
the new regulations. Far example, Mu-oStnsth:i4:fine has requested that tho FDA retatove pro .~tuct-
by-proces patents listed with respect to PaxiM. 

Still other co.s1xpames fmre requcsEed that the FDA remove metabolite pauents f:rorrt the 
Orane Book ~~wen before the FDA's nguWons fx:came effectivo. Bristol-Myors Squibb :eii 
the FDA to rernove patents claiming tnetalsulau,~s from theDuSpart- and Si:rzcane* Orange Book 
listings: andAventis asked the FDA to r~.~znave a patc;tit cIaira.'tng a metabolite of #eflunoznide 
from tho Avaval Orange Book listing. 

~e+v Yflase ~`~t~stsint~tetrs . ~ Si~ean'd~y ur.~ae .ic~s~~rn c,cxr; 



Drug Whruvtitrn Smiaos DM_a WD-84} 
Cenw fbr t)tug EtakWaon wa Rew*rch, fiood MW 1?Mg .4dt7tir1jMrati~zs November ,3, 2~tt3' i 

Tb4so 00,11ponies were e%ideaztly mram of thi: substancW potentiW liability which could m. ult from failum t~ ~~~untO-61Y rew0vt iMproperly listed pavnts fi~om the pMUSe p,a0k, (!t wjs rer-Ort¬d that BrWOWYM Squibb seffled acfions MariU6# to the rmPrOPer listing of the .Buspar metabolite Pateiat fOr SW million coltas,) 

Like the Bristol-Myers Squibb metabolite paftnt, Mcmt"s :ixt~ptoperly listed. metabolite Patent$ may have the effect of iuapmperly delaying gmeric Competition for Zoom. If Merck, the applicant, is concerned about the possibility of httMperly delaying ,~~~:~; con~petition? Ft should immediately direct d-& FDA to remove the R 06s481 aid R.E36,520 patents from the Orange B*ak. 

Very t"lIy yOUM 

4 

. 

Steven J . Tze, ~ .̀~~ . 

I C< 

rYO1 6-41114 


