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PURPOSE:  The purpose of this standard operating procedure (SOP) is to outline the steps 
taken if an allergy/hypersensitivity occurs in the Clinical Research Center (CRC). 
 
SCOPE:  This SOP applies to all site personnel involved in the care and coordination of clinical 
research subjects who incur an allergy/hypersensitivity while in the CRC. 
 
PERSONNEL RESPONSIBLE:  Clinical Research Nurse and/or any other research study 
personnel that may discover a subject in an allergy/hypersensitivity reaction. 
 
DEFINITIONS:   
Allergy/Hypersensitivity:  

1. Allergy or hypersensitivity reactions are excessive reactions to an allergen; severity 
ranges from mild allergy to severe systemic reactions leading to anaphylactic shock.  

2. Infusion related reactions may present with symptoms similar to allergy/hypersensitivity 
reactions but differ in underlying pathophysiology. Both types of reactions are treated in 
the same manner.  

3. Anaphylactic reactions are unpredictable, immediate systemic reaction within seconds to 
minutes following administration of a foreign protein (allergen), resulting in a medical 
emergency to prevent respiratory or cardiac failure. 

 
PROCEDURES:  

1. Upon recognition of an emergent allergy/hypersensitivity/infusion related situation 
the research nurse may immediately implement the protocol for treatment outlined in 
this SOP.  

• Treatment will not be delayed to obtain a physician’s order.  
2. Concurrent with treatment the Principal Investigator, CRC Medical Director, 

Research Nurse Manager is notified of the emergent situation and are consulted for 
subsequent treatment and management orders.  

3. All allergy/hypersensitivity/infusion related reactions, regardless of medication, blood 
product or other potential allergen involved will be treated utilizing the protocols 
outlined in Tables A (Adult Patients) or B (Pediatric Patients) unless provider 
orders defining a preferred treatment plan are present in the medical record at the time 
of the episode. 

4. Table A (Adult Patients) and Table B (Pediatric Patients) are posted in the Procedure 
Room 4 of the CRC.   
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ASSOCIATED FORMS: 
Adult Table A 
 
Pediatric Table B 
 
 
RESOURCES:  
Nebraska Medicine:  
 EC31 – Medical Emergencies Protocol 
 CP_RX14 Allergy/Hypersensitivity Management  
 
 
Department Approval      
                                          

 
Signed _________________________________                 Signed: ______________ 
Research Nurse Manager 
 
 
Signed   _________________________________               Signed: _______________ 
Assistant Vice Chancellor for Clinical Research 
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