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Forms 

HLSM-010-F-04, Lookback Notification 

HLSM-010-F-07, Import Lookback Notification Letter 

HS-300-F-01, Product Return/Transfer Report  

 

Definitions 

Lookback is the identification of blood components from a donor with prior collections who now tests 

repeat reactive for one or more infectious disease markers.   

 

Instructions 
 

A. Blood Center Notification of Hospital Consignee: 

 

1. Within three calendar days of a repeat reactive test result, CBC will identify blood 

components previously donated by the donor according to current FDA regulations. 

 

a. CBC will immediately identify any in-date components, both in-house and at 

hospital(s).  

 

1) Any in-date components identified in-house will be immediately 

quarantined according to CBC protocol to prevent shipping. 

 

2) Any hospitals that received in-date components will be directly 

contacted by phone to prevent transfusion of identified components.  

 

- CBC will immediately call hospital and request that identified 

product(s) be defaced and quarantined per hospital protocol. 

 

- CBC will schedule a courier to retrieve quarantined product(s). 

 

2. CBC will subsequently notify Consignee (hospital) of all involved components from prior 

collections within FDA defined timelines. 

 

a. CBC will document all involved components received by an individual hospital 

on HLSM-010-F-04 and send by fax or email to the transfusion service supervisor 

within 30 calendar days after confirmation testing is received. 

 

b. CBC will document confirmation testing results on the form using current FDA 

guidelines for recipient notification recommendations. 

 

3. CBC will notify Consignee of any imported components received by CBC from another 

blood center, shipped, and now involved in a targeted Lookback case. 

 

a. Upon notification by the Import blood center, CBC will complete HLSM-010-F-07 

and send by fax or email to the receiving hospital transfusion service supervisor. 

 

b. CBC will also include additional paperwork requested by the Import blood 

center to be completed by the receiving hospital. 
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B. Hospital Management of Lookback Information: 

 

1. Upon contact by CBC of in-date components that must be quarantined and returned, 

immediately follow blood center instructions to quarantine products in order to prevent 

transfusion. 

 

a. Document component(s) on the Product Return/Transfer Report (HS-300-F-01) 

and enter “Lookback” in comments. 

 

b. Include product return form when returning quarantined component(s). 

 

2. Upon receipt of the Lookback Notification form (HLSM-010-F-04), review information 

provided and complete the Disposition box according to the instructions listed. 

 

NOTE:  Do not include recipient’s name or medical record ID on the form.   

 

  a. Fax or email the form back to CBC as verification of receipt as soon as possible 

using the information listed on the form. 

 

  b. Please note that more than one blood component may be listed and more than 

one form may be received. 

 

3. Upon receipt of the Import Lookback Notification Letter (HLSM-010-F-07), review 

information provided and complete the form. 

 

  NOTE:  Do not include recipient’s name or medical record ID on the form.   

 

a. Fax or email HLSM-010-F-07 form back to CBC as verification of receipt as soon 

as possible using the information listed on the form.  

 

b. Complete documentation as requested by the Import blood center and send 

according to their instructions.   

 

C. Recipient Notification: 

 

 1. Hospitals are responsible for notifying recipients according to institutional protocols. 

 

a. CBC provides recommendations for recipient (patient) notification based on 

current FDA guidance.  However, Consignee should conduct notification 

according to internal protocols. 

 

b. Additional comments by CBC may be included as needed in the Comments box.  

 

c. Hospital Medical Director should contact CBC with any questions.  Refer to the 

Lookback Number (LB #) located in the upper right corner of the form when 

placing a call for more information. 

 

END 
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Date 

 

 

<Blood Bank Supervisor> 

<Hospital> 

<Address> 

<City>, <State> <Zip> 

 

Dear <Blood Bank Supervisor>, 

 

Community Blood Center has received notification of a product, imported from an outside facility, which has been 

identified as being involved in xxx (positive tests) Lookback. Our records indicate this product was shipped to your 

facility, 

 

 DIN/WBN:         

 

 Product Code:         

 

 Date shipped:         

 

Please complete this form and the enclosed paperwork as requested by the Import Center. 

 

Fax all documents to 937-461-6950: Attention Record Review Specialist/HS Supervisor. 

 

A copy of the paperwork should be retained by your facility. 

 

 

I acknowledge the receipt of the Notification Letter sent by Community Blood Center/Community Tissue Services, 

Dayton, Ohio. 

 

            

Signature / Title                     Date 
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Form 

HLSM-013-F-01, Transfusion Transmission Disease Investigation 

 

Instructions 

A. The Hospital Transfusion Service is responsible for initiating a Transfusion Transmission Disease 

Investigation (HLSM-013-F-01) upon notification by a patient’s clinician or the hospital’s 
infection control process of a suspected transfusion-related infection.  

 

1. Complete hospital and patient information requested at the top of the form, Page 1. 

 

NOTE:  Documentation of risk factors is necessary for a complete investigation of TTD.   

 

Factors to consider and ask the patient and/or their clinician include: previous 

transfusion history (including other hospitals), lifestyle choices, contact with friends and 

family who are positive for infectious diseases or other known exposures. 

 

2. Document all infectious disease testing available for the patient at the time of reporting 

in the Hospital Laboratory Results section on Page 1. 

 

3. List blood products transfused to the patient on Page 2 of the form according to the 

criteria listed below. 

 

a. For Hepatitis cases, list products transfused up to 6 months prior to the onset of 

symptoms. 

 

b. For HIV cases, list all products transfused. 

 

c. For WNV cases, list products transfused within 120 days of the onset of 

symptoms. 

 

4. The Transfusion Service Medical Director reviews all information collected to determine 

whether investigation is complete.  Sign and date the form (Page 1) after review and 

include any additional notes or comments that may assist the investigation. 

 

5. Send the completed form to CBC, attention: CBC HS Supervisor/Record Review Specialist 

through the CBC courier system. 

 

B. CBC will return the completed Transfusion Transmission Disease Investigation to the hospital 

upon completion of the investigation. 

 

1. CBC will contact all implicated donors to provide follow-up testing.   

 

2. Upon receipt of subsequent donor testing, CBC will complete documentation and send 

TTD investigation results to the reporting hospital. 

 



 

 

HLSM-013-WI-01 

Hospital Guidelines for TTD Cases 

 

V 2.0  Page 2 of 2 

 

3. If, after 2 months, the donor cannot be contacted or is unable to provide a specimen for 

follow-up testing, CBC will complete documentation and send TTD investigation results 

to the reporting hospital. 

 

4. CBC Medical Directors are available to answer questions on the TTD investigation 

process and results.  Hospitals may call 937-461-3450 and ask for the medical director.   

 

 

END 
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