
 

HLSM-012-WI-02 

Hospital Guidelines for Transfusion Reaction Workup 

 

V 2.0  Page 1 of 2 

 

Forms 

HLSM-012-F-01, Investigation of Suspected Transfusion Reaction Form 

HLA-100-F-01, HLA Laboratory Requisition Form 

 

Samples 

If CBC is to perform a transfusion reaction investigation, then the hospital must supply the following: 

• Pre-transfusion EDTA and Red Top Samples from Recipient 

• Post-transfusion EDTA and Red Top Samples from Recipient 

• Residual Product or Empty Bags from Transfused Products 

 

FDA Safety Communication 

 Important Information for Blood Establishments and Transfusion Services Regarding Bacterial 

Contamination of Platelets for Transfusion, was released by FDA December 2, 2021 and encourages blood 

establishments and transfusion services to contact FDA when they identify suspected contamination of 

platelets with Acinetobacter spp., Staphylococcus saprophyticus, or Leclercia adecarboxylata, or septic 

transfusion reactions involving pathogen-reduced platelet components.   

• Report cases via MedWatch (https://www.fda.gov/Safety/MedWatch/default.htm) or by 

emailing CBER at  CBEROBRRBPBInquiries@fda.hhs.gov. 

 

Instructions 

A. Refer to HLSM-012-JA-02, Hospital Transfusion Reaction Guidelines for steps that must be 

included in the Hospital’s transfusion reaction protocol. 
 

B. The Hospital must complete the unshaded sections of the Investigation of Suspected Transfusion 

Reaction Form (HLSM-012-F-01).  Provide as much of the requested information as possible on the 

first page of the form in order to facilitate a rapid and accurate investigation of the suspected 

transfusion reaction. 

 

1. Complete the first 3 sections of the Investigation of Suspected Transfusion Reaction Form. 

 

2. List all Suspect Products Transfused on Page 2 of the form.  Be sure to list the DIN (Donor 

Identification Number), Implicated PCodes (Product Codes), and mark the Yes or No box to 

answer to the question Product Bag Available? 

 

3. Attach a copy of the Transfusion Service Reaction Workup, if performed; otherwise mark 

the Workup not performed at hospital box. 

 

4. Attach a copy of the Patient’s Transfusion Record, if available. 

 

C. Hospital or transfusion service personnel must retrieve the suspected product bag(s), the pre-

transfusion and post-transfusion blood samples and package them for shipment to CBC, if 

available. 

 

1. Pre-transfusion and post-transfusion recipient samples and the blood bag(s) from the 

transfused product(s) must be packed in a CBC blood shipping box. 

 

https://www.fda.gov/Safety/MedWatch/default.htm
mailto:CBEROBRRBPBInquiries@fda.hhs.gov
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2. Both the samples and the blood bag(s) must be packed in a closed plastic bag to prevent 

leaking or other contamination hazards. 

 

D. The completed Investigation of Suspected Transfusion Reaction Form including the additional 

supporting documentation, if available, may be faxed to CBC or shipped with the samples and 

empty blood bags. 

 

E. The hospital must submit an HLA Laboratory Requisition Form (HLA-100-F-01) if TRALI is 

suspected. 

 

F. CBC is to return the completed Investigation of Suspected Transfusion Reaction Form to the 

hospital upon completion of the investigation. 

END 
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END 
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