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October29,2003 RECEJIVED

CLERK’S OFFICE

OCT 30 ~OO3
CharlesE. Matoesian STATE OF IWNOIS
Division ofLegal Counsel Pollution Control Board
Illinois EnvironmentalProtectionAgency
1021NorthGrandAvenueEast
POBox 19276
Springfield, Illinois 62794

Re:Wallacev. IEPA, PCB02-207(Air Variance)

DearMr. Matoesian,

As percondition3.h. oftheOrdergrantingavariancein the abovereferencedmatter,
MedPointeHealthcare,Inc. is submittingthis letterasaprogressreportfor theperiod
from April 1, 2003 throughSeptember30, 2003. As notedpreviously,theWallace
Pharmaceuticals’namehasbeenchangedto MedPointePharmaceuticals.

Accordingto theOrder,MedPointeis requiredto reporton theprogressofthe
developmentof a suitablealternativeto the usageofethanolin theaffectedprocesses.
Duringtheabovereferencedperiod,wewereinstallingnewair handlingequipmentin the
tabletproductionarea,andthetabletproductionareawasidle from March throughearly
June.As aresult,we outsourcedthedevelopmentandproductionoftwo newtablet
productsthat wererecentlyintroducedto themarket. In theeventthat manufactureof
theseproductsis transferredbackto Decaturin thefuture, wearepleasedto reportthat
their direct-compressionmanufacturingprocessesdo not involve theuseofethanol.
Theseresearchefforts shouldsatisfyboth conditions3.a. and3.b.ofthe Order,in that the
bench-top,pilot, and commercialscaleprocessesweresuccessfulfor theseproducts,and
do not utilize VOM solvents.

As we reportedlastApril, adry granulationprocesswhichusesno ethanolis in usefor
Tussi 12-D Tablets,anewproductlaunchedby MedPointein 2002. Weexpectto
continuefurtherevaluationofthedrygranulationprocessesandsubstitute,where
possible,for theethanol-basedwetgranulationprocess.

Wecontinueourresearcheffortswith emphasisbeingplacedon non-VOMproductsand
processesfor ourfutureproductdevelopment.Theseefforts shouldnot only minimize
ourVOM emissionsbut quite possiblykeepthemwell within ourpre-variancelevels. In
light ofthe itemsmentionedabove,it is likely that add-oncontroltechnologymaynot be
necessaryto achievecompliancewith ourpre-variancelimits of 12.5 tonsper year.
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At this writing, weexpectourVOM emissionsto be well belowtheallowablevariance
limit of 25 tonsper year.

I trust thisbriefletter reportsatisfiestheOrderrequirementfor aprogressreport. If any
additionalinformationis requiredpleaseadvise.

Sincerely,

William J. araszewski,Ph.D.
Director,PharmaceuticalProduction

cc:
DorothyGunn,Clerk
Illinois Pollution ControlBoard
StateofIllinois Center
100 WestRandolphSt., Suite11-500
Chicago,IL 60601


