
Paul Open

Bristol Maid

Blandford Heights

Blandford Forum

Dorset DT11 7TE  
Re. BA10 cabinet failure, subject of MHRA investigation. 

MHRA ref: 
2005/009/013/291/013

Viamed ref:
CCR128

5th March 2007

Dear Mr Open
I am writing to you to advise you of the outcome of the above referenced investigation, and to ask for your assistance in finally resolving an outstanding issue.

To summarize; Darlington Memorial Hospital reported an incident to the MHRA where the door on a BA10 cabinet supplied by Viamed had come loose due to the failure of one of the hinges. A second cabinet in the same hospital was also suffering from a cracked weld on the hinge.

Viamed replaced the cabinets, and sent one to Bristol maid for assessment, which was subsequently returned with an investigation report suggesting this was an isolated manufacturing defect. 

An investigator from the MHRA came to Viamed to inspect the cabinets and to agree a course of action to prevent further incidents. Viamed resolved to write to every customer who has purchased cabinets from Viamed to advise them to regularly check the welds as part of the PPM schedule, to reaffirm the maximum loadings and ensure that users are aware of them, and to affix a warning label to each cabinet.

Letters were sent in September ‘06 with warning stickers/labels enclosed to the department where the cabinets were installed, and to the Medical Engineering departments, thus maximizing the probability that the corrective actions will be carried out. No further issues were reported, leading to the conclusion that these were in fact isolated manufacturing defects.

We are very close to closing the issue in our Customer Complaints file, which forms part of our ISO manual, and the MHRA are also wishing to close their file on this matter, however, we have not yet received a credit or replacement for the 2 units that had to be replaced by Viamed. Can you please clarify whether we will be receiving a credit or replacement at the earliest opportunity? 

I must point out that I have requested clarification on the credit/replacement issue in writing on 3 separate occasions and have received no response. I accept that perhaps I have been asking the wrong people so I am writing to you in the hope that you can finally resolve the matter.

Thank you in advance for your assistance, and I look forward to hearing from you in due course.

Yours sincerely

Steve Hardaker
UK Sales Manager
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