October 8, 2013

Drug Companies Settle Mad Cow
Contamination Claim

By John Pacenti

Dania Beach-based BioAxone BioSciences Inc. has settled alawsuitagainsta
Canadiancompany itaccused ofderailing the development ofaspinal cord
injury drugwith contaminated products that could cause mad cow disease.

BioAxonealleged inits federal negligencecomplaint that the Foodand Drug
Administration ruled itsdrug Cethrin couldresultinthe deadly brain disease
because ofthe tainted material provided by a subsidiary of Ottawa-based
Nordion Inc.

The complaintsought$90 million in damages. Terms ofthe settlementwerenotdisclosed,butNordion
said the settlementwas "fora nominalamount."A company release said, "The settlementis expected to
have anonmaterial impacton Nordion's financial position."

BioAxonesaiditordered abacterial master cellbankin2003 to be used in the testing of Cethrin, which
was designated anorphandrug by the FDA. However, the company said what was supposed to be asterile
cell stockwas tainted with beefextract and chicken feathers. Asaresult, testing failed, and Cethrin failed
to get FDA approval.

The complaintsaid the master cell bank produced inalab owned by Nordion and purchased by BioAxone
was "contaminated with beefbroth and avian products that cause human disease, including bovine
spongiform encephalopathy,"commonly known as mad cow disease. The fatal neurodegenerative disease
easily passesto humansthrough the ingestion ofnervetissue from infectedcattle. The lawsuit said the
Nordion productwould have posed adanger to patients in human trials.


https://plus.google.com/111344321249086632582/about

BioAxoneattorney Andrew Bryan Zelmanowitz ofthe Aronovitz Law Firm in Miami did notreturnacall
forcommentby deadline. A spokewoman for BioAxone refused to comment.

The company'swebsite said Cethrinisaprotein that promotesregeneration ofdamaged circuits in the
spinalcord. The company states Cethrin has beentestedon 48 patientsinearly-phase clinical trials
designed to test safety and tolerability. Increased motorfunction was seeninsome patients receiving the
drugover control subjects after ayear.

The settlement cameafter Nordion filed amotion for summary judgmentin July. The two sides told U.S.
District Judge Robert Scolain Miamion Sept. 24 that they had reacheda settlement.

Nordionattorney Raymond L. Robin, a partner at Keller Landsbergin Fort Lauderdale, said the co mpany
was pleased with the settlement because the company had been reporting the $90 million damages claim
onits quarterly financial reports.

Robinargued the negligence claim was barred by the statue of limitations and evidence showed there was
no breach inthe standard ofcare.

The basis for BioAxone's negligence lawsuit was its claim that it specifically requested no animal products
be used in the preparation ofthe sterilestock ofcells.

Nordion's motion for summary judgmentsaid BioAxone's drug manufacturing subsidiary advised that the
cellbankshould be purchasedfrom China.

The lawsuitfiled in April2012 said documents showed Nordion and itsdrug lab in Nebraska created the
master cell bank using material purchased from China that was notanimal free.

Nordion "followed explicit instructions and approval of (BioAxone) in the creation ofthe master cell
bank,"” the motionread.



