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- Surgical Instruments Miscellaneous Surgical Instrument Procedure Pack.
¢ Trade Mark: Kimal plc -
_Local Representative: Novamed S.A.R.L.
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Thursday 01® August 2013

detivering healthcare innovats

URGENT

Field Safety Notice

Kimal Procedure Packs

Product Code: Description: : , Lot Number:
K26310 ' HCA Harley Street Cardiac Angio Pack 13E0217

Kimal Plc has identified during investigations, that the sterility of the referenced pack has been compromised. This
issue was highlighted during routine sterility testing.

Dear Sir/ Madam,
KIMAL plc. is issuing this notice due to a potential issue of sterility with a batch of procedure packs.
We are therefore conducting a product recall as detailed in 1he attached Urgent Field Safety Corrective Action (Appendix 2).

Ourrecords indicate that you have received the product range affected by this notice and we draw your attention to the following
instructions:

o Please review the specific instructions within the attached Field Safety Correclive Action.

s For distributors, please notify Kimal plc within 5 working days on the quantities and location of where these have been
shipped, including contact details.

o Please forward this Field Safely Correclive Action immedidtely to any heallh care professiunals within your
organisation that needs to be aware ofthis netice and to any third party where the affected product may have been
used. ‘ "

s Please complete the attached Product Recall Confirmation Form (Appendix 1) and either fax or email to Kimal plc for
- the attennon of Mr Ben Albult, Device Vigilance Department on +44(0)1527 572314 or ben.a gzggg@km}a .CO.uK

«  Please discontinue use, isolate, labsl and quarantine any stock to prevem commued use.

o Please contact Mr Ben Aibun m our Device Vigilance Department who will arrange for free of charge replacement stock
g unaffected by this problem. Contact details ben.albuti@kimal ccagu or +44(0)152?’ 572314

Since the problem became known, appropriate measures have been introduced to prevent recurrence. We apologise for the
inconvenience caused by this action, taken to safeguard your patients and users.

If you have any concerns or queries, then please do not hesitate to contact Mr Ben Albutt, Compliance/Vigilance Co-ordinator,
contact details; +44(0)1527 572314.

Yours sincerely
KIMAL PLC-

Attar.;hmcnlé j
Appendix | — Product Recall Confirmation Form.
Appendix 2 — Field Safety Corrective Action
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