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[Date]
Attention: [Name]
Urgent: Field Safety Corrective Action Notification

Fisher & Paykel Healthcare SleepStyle™ Series CPAP Power Cords
REF: FA-2009-004
Dear [Name],

Fisher & Paykel Healthcare is replacing the power cords supplied with affected SleepStyle™ series CPAPs as, under certain conditions, the power cords may be susceptible to deterioration.
DEPTH AND TYPE OF FIELD ACTION:
This is a voluntary consumer level Field Safety Corrective Action.

AFFECTED PRODUCT ID: 

· Power cords supplied with SleepStyle™ series CPAPs
PART NUMBERS:
Fisher & Paykel Healthcare CPAP part numbers:

· HC23XAEK and HC23XMEK

· HC24XAEK and HC24XMEK

· HC254AEK and HC254MEK

· HC60XAEK and HC60XMEK

(where X is a number)
LOT NUMBERS: 

AFFECTED LOT NUMBERS: 

· HC230, HC240, HC250 and HC600 series AEK and MEK CPAPs with lot numbers through 091122 

INSTRUCTIONS:
Our records indicate that you have purchased [#] affected units.  Accordingly, we enclose [#] replacement power cords and would be grateful if you would please do the following:

1. Please inspect your stock of SleepStyle™ series CPAPs for units that have the model and lot numbers listed above.  
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2. Please remove the old power cord from the back of each affected unit and replace it with the new power cord.
As illustrated below, the new power cord has a bent connector.
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New power cord


          Old power cord
After you have replaced the power cord, please discard the old power cord.

3. Please provide the following items to your customers who may have purchased an affected unit:

· A copy of the attached customer notification;
· One replacement power cord for each affected CPAP unit.

4. Please complete the attached response form and return it to the address, fax number or e-mail address below.  Please complete the reply form even if you have no stock subject to this product replacement.
Email: elizabeth.goldstein@fphcare.co.nz
Fax: 09 574 0158 (Attention: Elizabeth Goldstein); or

Post: Fisher & Paykel Healthcare
         Attention: Elizabeth Goldstein
         O’Hare
         15 Maurice Paykel Place
         East Tamaki
         Auckland 1741
ENCLOSED CONTENTS:
· A customer notification letter advising customers of the power cord replacement;

· [#] replacement power cords;
· A response form to acknowledge your receipt of this notification letter and to indicate distribution of the customer letter to affected customers.
Thank you for your assistance.  If you have any questions relating to the above actions please do not hesitate to contact me at the details provided below.

Sincerely,
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Elizabeth Goldstein
Regulatory Affairs Engineer

Quality and Regulatory Affairs
Fisher & Paykel Healthcare Limited


Stewart Building


15 Maurice Paykel Place, East Tamaki


P O Box 14 348, Panmure


Auckland, New Zealand


Telephone: +64 9 574 0100


Facsimile: +64 9 574 0158


Website: www.fphcare.com









