
 

 

  

 

  
 

 

   

  

 

    

     
 

  

 
   

  

  
 

   

 
 

  

Initial REMS approval: 04/2015 

Most recent modification: 11/2015 

NDA 21338 IONSYS® (fentanyl iontophoretic transdermal system) 

Fentanyl/Opioid 

The Medicines Company 

8 Sylvan Way, Parsippany NJ 07054 

Phone: 973-290-6050 

RISK EVALUATION AND MITIGATION STRATEGY (REMS) 

I. GOAL 

The goal of the IONSYS REMS is to mitigate the risk of respiratory depression resulting from 
accidental exposure to persons for whom it is not prescribed by: 

	 Ensuring dispensing to patients in certified hospitals only; and 

	 Informing healthcare providers of the serious risk of respiratory depression resulting from 
accidental exposure. 

II. REMS Elements 

A. Elements to Assure Safe Use 

1. IONSYS is dispensed to patients only in hospitals that are specially certified. 

a.		 To become specially certified to dispense IONSYS in the IONSYS REMS Program, 
each certified hospital must: 

i.		 Designate an Authorized Representative to complete the enrollment process 
by submitting the completed IONSYS REMS Hospital Enrollment Form on 
behalf of the certified hospital. 

ii.		 Ensure the Authorized Representative will oversee implementation and 
compliance with the IONSYS REMS Program requirements by the 
following: 

1) Review the IONSYS REMS Safety Brochure: Guide for Nurses and 
Pharmacists (to which the IONSYS Instructions for Use and Disposal 
and the IONSYS Guide for Patients are attached) and successfully 
complete the IONSYS REMS Knowledge Assessment. 

2) Ensure that all staff involved in the dispensing and administration of 
IONSYS are trained on the IONSYS REMS Program requirements as 
described in the Ionsys REMS Safety Brochure: Guide for Nurses and 
Pharmacists (to which the IONSYS Instructions for Use and Disposal 
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---------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------

----------------------------------------------------

(

 

This is a representation of an electronic record that was signed 
electronically and this page is the manifestation of the electronic 
signature. 

/s/ 

JUDITH A RACOOSIN 
11/12/2015 
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