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Purpose:

This procedure provides instructions for the management of blood lookback notifications communicated by the Blood Supplier to the Transfusion Service at Harborview Medical Center (HMC).

Procedure:
Notification of Blood Product Recall or Lookback:

· A blood product may be recalled by the Blood Supplier/Blood Center if: 
· There is a market withdrawal 

· They receive post-donation information from the blood donor or a third party that would have resulted in donor deferral if known at the time of blood donation

· The donor tests positive for infectious disease markers except HIV and HCV at the time of subsequent donation(s) (usually within the 12 months following donation). 
· The product or other products from the same donation are found to be contaminated with microorganisms e.g. apheresis platelet cultures become positive after product distribution

· Quality control testing requirements of the blood product type are not met e.g. insufficient leukoreduction, less than minimum required amounts of  cells or coagulation factors
· A lookback investigation of products previously collected from the same donor is initiated by the Blood Supplier/Blood Center if:

· A donor tests positive for Human Immunodeficiency Virus (HIV) 

· A donor tests positive for Hepatitis C Virus (HCV)

Transfusion Services may receive recall and lookback notification via telephone followed up by written notification (e.g. If the implicated blood products are still “in date”), or by written notification alone.

	Lookback Notification: 
	· Written notifications will be directed to the Transfusion Services Medical Director or Manager 

	Initial Actions:
	· The following information will be obtained and documented on the “Lookback Notification Form.”
· Product collection date

· Blood Product identification code

· Blood Product ISBT number

· Donor Number

· Shipping Date

· Notifying Blood Center and Person 

· Reason for Recall or Lookback
· Associated infectious disease or other test results from the product (if applicable)

	Product Quarantine:
	· A determination will be made if the Blood Product is still in inventory. 

· If the product is still in inventory, it will be placed in quarantine and then discarded  per Transfusion Service Manager or Medical Director instructions

	Transfused Products
	· If the blood product was transfused:

· Identify the recipient from Transfusion Service Records
· Print a copy of the recipient transfusion documentation and attach this with any written notification forms/letters to the “Recall or Lookback (for HIV & HCV) Notification Form”

· Obtain the following recipient information and write this on the printed transfusion documentation paperwork:

                - Recipient Name

          - Hospital Identification Number

          - Date and time of transfusion

          - Ordering Physician &/or the Attending Physician of record on

            the date of transfusion

          - Whether a transfusion reaction was reported 

          - Patient’s current primary care physician (if known)

          - The date of patient death (if applicable) obtained from either the

            recipient’s medical record or social security death index 

	Non-Transfused Products 
	· If the blood product was not transfused:

· Determine the reason that the product was not transfused and the product’s final disposition 

· Document this on the “Recall Notification Form” or for positive HIV/HCV testing the “Lookback Notification Form
· Print out unit disposition information from Sunquest, and attach this with any written notification forms/letters 
· No further action is necessary


Assessment of the Transfusion Risk to a Recipient and Physician/Recipient Notification:

Based on the nature of the information received by the Blood Supplier, a determination will be made by the Transfusion Services Medical Director or Designee whether or not to notify the Recipient’s Physician/Recipient/Recipient’s Next of Kin. 

	Positive Hepatitis C virus (HCV) testing
	· Notification

· For transfusions that occurred within 12 months prior to a confirmed positive HCV testing result, the recipient’s physician or recipient will be notified
· For transfusions that occurred more than 12 months prior to a confirmed positive HCV testing  result, or transfusions that occurred any time prior to an indeterminate HCV test result, a determination will be made by the Transfusion Service Medical Director whether to notify the patient or physician based on an assessment of the risk of disease transmission 
· For deceased patients, no notification will occur

· For notifications, 3 attempts must be made to contact the physician +/- the recipient within 12 weeks of notification by the Blood Supplier
· An attempt will be made to contact the recipient’s physician prior to contacting the recipient, if possible

· Notification will be initially be made by phone, if possible, followed by written notification accompanied by a “Receipt of Notification” to be completed and faxed or mailed back to HMC Transfusion Services
· Written notification will include an explanation for the need for HCV testing and sufficient information to make an informed decision about whether to receive counseling and testing

Once a completed receipt notification document has been received back from the patient’s physician / patient / legal representative, the Blood Supplier‘s notification form will be completed and sent to the address indicated. This must occur within 12 weeks of notification 

	Positive Human Immunodeficiency Virus (HIV) testing
Positive Human Immunodeficiency Virus (HIV) testing cont.
	· Notification

· For transfusions that occurred within 12 months prior to a confirmed positive HIV testing result, the recipient’s physician or recipient will be notified

· For transfusions that occurred more than 12 months prior to a confirmed positive HIV testing  result, or transfusions that occurred any time prior to an indeterminate HIV test result, a determination will be made by the Transfusion Service Medical Director whether to notify the patient or physician based on an assessment of the risk of disease transmission 

· For deceased patients, notification of the next of kin MUST occur

· For notifications, 3 attempts must be made to contact the physician or  the recipient within 12 weeks of notification by the Blood Supplier

· An attempt will be made to contact the recipient’s physician prior to contacting the recipient, if possible

· Notification will be initially be made by phone, if possible, followed by written notification accompanied by a “Receipt of Notification” to be completed and faxed or mailed back to HMC Transfusion Services

· Written notification will include an explanation for the need for HIV testing and sufficient information to make an informed decision about whether to receive counseling and testing

· Once a completed receipt notification document has been received back from the patient’s physician / patient / legal representative, the Blood Supplier‘s notification form will be completed and sent to the address indicated. This must occur within 12 weeks of notification

	Other Post Donation Information
	· The Transfusion Service Medical director, or Designee will evaluate each individual case and make a determination whether to notify the patient’s physician / patient based on a risk assessment. These cases will be documented on the “Recall Notification Form


Disposition of Documentation:

After 4/5/11, documentation of lookbacks that have occurred since this date will be stored in the Transfusion Service Laboratory
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