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 GSK’s Proposed Risk Management Plan, submitted October 22, 2013. 

 DRISK REMS review of Breo Ellipta dated April 22, 2013, Yasmin Choudhry, 
Medical Officer. 

 Approval Letters for Veramyst (April 27, 2007) and Breo Ellipta (May 10, 2013), 
Drugs@FDA. 

4 OVERVIEW OF CLINICAL PROGRAM  

 
Table from Medical Officer Filing Review, p.6, dated December 19, 2013, Tracy Kruzick, Medical Officer, DPARP. 

 
The DPARP medical officer noted that the sponsor provided four studies in support for 
the efficacy of TBD Ellipta (listed in Table 5 above) and seven studies for safety.  The 
sponsor reports: 

 statistical superiority of the 100 mcg dose over placebo when evaluating the 
primary endpoint of change from baseline in trough FEV1 (146 mL, p=0.009 in 
study FFA112059 and 136 mL, p=0.002 in HZA106827); and 

 numerical (not statistically significant) improvement of the 200 mcg dose over the 
100 mcg dose3. 

4.1 SAFETY CONCERNS 
Within the pooled safety database, a total of 3218 patients have received doses of FF 
across the entire program. There were two deaths in the 100 mcg populations; one due to 
respiratory failure from carcinoma 173 days after initiation of FF therapy; the other due 
to pneumonia 114 days after starting treatment with FF.  The most common serious 
adverse events were asthma and pneumonia, which occurred in less than 1% of subjects. 

                                                 
3 Medical Officer Filing Review, dated December 19, 2013, Tracy Kruzick, Medical Officer, DPARP. 
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6 DISCUSSION 
The proposed Risk Management Plan for FF is acceptable to manage the potential 
risks outlined by the sponsor. DRISK previously concluded that the combination product 
FF/Vilanterol (Breo Ellipta) did not require a REMS6.  The safety profile of the single 
ingredient FF preliminarily appears consistent with the known safety profile for Breo 
Ellipta and Veramyst.   

7 CONCLUSION AND RECOMMENDATIONS 
In conclusion, at this time, risk mitigation measures beyond professional labeling are not 
warranted for TBD Ellipta.   The safety profile for TBD Ellipta is consistent with the 
known safety profile for comparable approved products.   The benefit-risk profile for 
TBD Ellipta seems favorable and the risks can be mitigated through professional 
labeling.  

Should the Division have any concerns or questions, or feel that a REMS may be 
warranted for this product, please contact DRISK. 

 

                                                 
6 DRISK REMS review of Breo Ellipta dated April 22, 2013, Yasmin Choudhry, Medical Officer. 
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