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This document is to defer comment on the need for a risk evaluation and mitigation 
strategy (REMS) for Posimir (SABER-Bupivacaine). 

On  June 3, 2013, the  Division of Analgesics, Anesthetics and Addiction Products 
(DAAAP)  requested that the Division of Risk Management (DRISK) review the Risk 
Management Plan for  Posimir (SABER-Bupivacaine) submitted with Posimir (SABER-
Bupivacaine) for administration into the surgical incision to produce post-surgical 
analgesia. 

Based on the review of clinical data submitted, the efficacy and safety Posimir (SABER-
Bupivacaine) for administration into the surgical incision to produce post-surgical 
analgesia.cannot be established. Until the efficacy and safety profile of Posimir (SABER-
Bupivacaine) is established, the benefits and risks of Posimir (SABER-Bupivacaine) 
cannot be adequately weighed and an appropriate risk management strategy cannot be 
determined. DAAAP plans to issue a Complete Response letter. Therefore, DRISK defers 
comment on the need for a REMS at this time.  

A final discussion on the appropriate risk management strategy will be undertaken after 
the sponsor submits a satisfactory response to the Complete Response letter. 

Please send DRISK a new consult request at such time. This memo serves to close the 
existing consult request for Posimir (SABER-Bupivacaine) under NDA 204803.  

Please notify DRISK if you have any questions.  
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