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1.0
Principle

There are situations in which blood components meet all established criteria at the time of distribution but are subsequently found to be unsuitable.  The transfusion service shall have a method of locating and removing these blood components from inventory upon notification of any information that brings into question the safety or efficacy of the blood component/product by Canadian Blood Services (CBS).
2.0
Policy

2.1
The Blood Center may inform the Transfusion Service by phone or letter of any product that was released for transfusion but was subsequently found to be unsuitable.  Possible causes of market withdrawal are inaccurate information originally given by the donor which, when subsequently corrected, would have caused the donor to have been deferred, illness in the donor subsequent to donation or manufacturer's procedures not being followed in transfusion associated disease testing.

2.2
Any product found in available inventory must be quarantined immediately.

2.3
It is the responsibility of the Transfusion Medicine Clinical Lead (or designate) to determine whether the recipient of a recalled component should be notified, if other than HIV and HCV.
3.0
Procedure

3.1
Notification may be by phone to the Transfusion Service or by letter to the Medical Director/TM Clinical Lead (or designate)  

3.2
It is the responsibility of the MLT taking the phone call or receiving the letter/fax to initiate the following action at any time of day or night.
3.3
Look up the status of the unit.  If the unit is still in available inventory, remove it immediately from the shelf, and place in the designated Quarantine area. Document in the received inventory log, that the unit has been placed into quarantine, including the date, time and initials.
3.4
Keep the unit in Quarantined Status until CBS calls with further instructions.

3.5
Inform all TM staff of quarantined products, using the communication log/email/or other documentation.
3.6
All products in quarantine must remain as such until final disposition is determined.

3.7
If instructed to return the unit to CBS, the blood center will fax a Return Authorization form.  Pack up and send the product back promptly. Ship the product out using current protocol. Ensure the ‘IHL-TMD-VII Return Label for Quarantine Components or Products’ label is affixed to the shipping container.
3.8
When the Medical Director/TM Clinical Lead is notified by letter, the unit is usually no longer in-date or in inventory.  

3.9
Look up the final status of the unit.  Document the final status on the form which accompanies the notification letter.  Make a copy of the form for the blood bank files.  Return the form to the blood center in the self addressed stamped envelope provided.

4.0
File the notification letter and the copy of the form designating the final status information in the blood bank.  

4.0
Notes

4.1
To protect patient confidentiality, do not write any patient identification information on the form that is returned to CBS.
4.2
Product withdrawal notices must be handled promptly by the MLT 
5.0
References

5.1
IQMH Institute for Quality Management In Healthcare
5.2
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5.3
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