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Re: Simde step manufacture (release for supplv) audit at Portland Square Ptv Ltd 281h Januarv 2000. 

Further to discussion with Mr David Buckley on 17/1/00 I am writing to inform you of present 
restmcturing at the Portland group and to request postponement or possible incorporation of the above 
audit into planned TGA audits for CE Mark. 

Portland Square Pty Ltd now provides licence to Portland Orthopaedics Pty Ltd to manufacture and 
release The Margron Hip Replacement System for supply. Based on this variation I would expect the 
TGA licence would require a name change to Portland Orthopaedics Pty Ltd. 

Furthermore, Portland Orthopaedics is currently in the process of completing EN 46002/ISO 9002 and 
CE Mark administration with completion expected by February- March 2000. As part of the Mutual 
Recognition Agreement the TGA will be conducting full system audits including Release for Supply 
by 'vay of granting CE Mark approval. 

Therefore, in order to minimise audit costs we would request that the full system and product audit for 
CE Mark 'vould also satisfy the requirements of the scheduled TGA licence audit. 

I understand that David Buckley will also be bring this matter to your attention, I look forward to 
hearing from you in due cOt(rse. 

Yours sincerely, 

Dr Ron Sekel 
Managing Director 

Home of the 1Hargron Hip 


