
 

 

 

 

 

 

 

 

 

 

  

 
 

 

 

Initial REMS approval: 06/2014 

Most recent revision: 04/2016 

NDA 022472 AFREZZA® (insulin human) Inhalation Powder 

MannKind Corporation 
One Casper Street 

Danbury, Connecticut 06810 
Phone: 1-877-323-8505 

RISK EVALUATION AND MITIGATION STRATEGY (REMS)  

I. GOAL 

The goal of the Afrezza REMS is to mitigate the risk of acute bronchospasm associated with Afrezza 
by: 

 Informing healthcare providers that there is risk of acute bronchospasm associated with 
AFREZZA in patients with chronic lung disease 

 Informing healthcare providers that acute bronchospasm has been observed with 
AFREZZA in patients with asthma and COPD  

 Informing healthcare providers that AFREZZA is contraindicated in patients with chronic 
lung disease 

 Informing healthcare providers of the need to evaluate patients for lung disease before 
starting on AFREZZA 

II. REMS ELEMENTS 

A. Communication Plan 

MannKind Corporation will implement the following communication plan to healthcare providers 
likely to prescribe AFREZZA. The communication plan will include: 

1. REMS Letters 
MannKind Corporation will send a REMS Letter for Healthcare Providers and REMS Letter 
for Professional Societies within 60 days of this REMS approval (June 2014) and again after 
one year from the date of the REMS approval. If the commercial launch of AFREZZA occurs 
later than 90 days following REMS approval, an additional issuance of REMS Letters will be 
sent within 30 days of product launch. The REMS Letters will address the risk of acute 
bronchospasm in patients with chronic lung disease, including the fact that acute 
bronchospasm has been observed in patients with asthma and COPD using AFREZZA, that 
AFREZZA is contraindicated in patients with chronic lung disease, and that healthcare 
providers should evaluate all patients for lung disease (a detailed medical history, physical 
examination, and spirometry [FEV1] to identify potential lung disease) before starting on 
AFREZZA. 

REMS Letters will be distributed by electronic mail (email).  

Email will be the primary method to disseminate the REMS Letters. If an email is marked as 
unopened, a second email will be sent within 14 calendar days. If the second email is marked 
as unopened, the REMS Letter will be mailed within 14 calendar days. If a healthcare 








