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Body: Introduction: The CAPACITY Program (CAP) included two Phase 3 trials of PFD in 779 patients with
IPF. Analyses were conducted to assess the safety of PFD in patients receiving commonly used
concomitant medications. Objective: Examine the safety/tolerability of PFD in IPF patients receiving
commonly used concomitant medications. Methods: Pooled data from the CAP trials were analyzed.
Commonly used concomitant medications were defined as those used by ≥25% of patients in any treatment
group between the first and last dose of study drug. The percentage of patients with selected treatment
emergent adverse events (TEAEs) while on or within 28 d of cessation of commonly used concomitant
medications was assessed. Patients in the PFD 2403 mg/d group were evaluated using a composite safety
endpoint that included any Grade 3 or 4 TEAE, discontinuation of PFD, interruption/dose reduction of PFD,
or any TE serious AE. Results: Commonly used concomitant medications and vaccines included:
acetylsalicylic acid, azithromycin, influenza vaccine, multivitamins, omeprazole, paracetamol, salbutamol,
and simvastatin. No evidence of a clinical pattern of TEAEs was observed with the use of PFD and these
commonly used medications or vaccines. Patients receiving these agents were no more likely to meet the
composite safety endpoint than those not receiving a commonly used concomitant agent. Conclusions:
These data suggest that PFD is safe and generally well tolerated in patients with IPF when used with a
spectrum of common medications. More long-term data will be collected in RECAP, an open-label extension
trial evaluating PFD in patients with IPF.


	P718.html

