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The recommended regulatory action is Approval. 
 

• Risk Benefit Assessment 
 
The efficacy and safety e-cue rely on the Agency’s previous findings of efficacy and safety for 
epinephrine in the treatment of allergic reactions and anaphylaxis.  The information provided 
in the application does not alter the known risk benefit profile of epinephrine for the proposed 
indication, thereby supporting approval of e-cue.   
 

• Recommendation for Postmarketing Risk Evaluation and Management Strategies 
 
No postmarketing risk evaluation and management strategies (REMS) are recommended.  
 

• Recommendation for other Postmarketing Requirements and Commitments 
 
No postmarketing requirements (PMR) and commitments (PMC) are recommended at this 
time.  
 

• Recommended Comments to Applicant 
 

None. 
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