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Oral Pirfenidone: Side Effects
Potentially dose and duration limiting

Noble, PW et al. Pirfenidone for idiopathic pulmonary fibrosis: analysis of pooled data from three multinational phase 3 trials, European Respiratory Journal 2016 47:243-253
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Nebulised Pirfenidone: Advantages

100 mg nebulised vs 801 mg oral

• x35 higher peak epithelial lining fluid concentration than oral

• <1/15th of the systemic exposure

Rubino, CM et al. Effect of food and antacids on the pharmacokinetics of pirfenidone in older healthy adults, Pulmonary Pharmacology & Therapeutics 2009, Aug;22(4):279-85

Kaminskas, LM et al. Aerosol Pirfenidone Pharmacokinetics after Inhaled Delivery in Sheep: a Viable Approach to Treating Idiopathic Pulmonary Fibrosis, Pharmaceutical Research 2020, 37:3



Study Structure
Open-Label Extension/Compassionate Use

IPF: Randomized to 100mg BID (n=45) IPF: Randomized to 50mg QD (n=46) 

Transitioned to 100mg by DSMB (n=31)

IPF: Rolled over to OLE (n=20) 
Cohort 1

IPF: Rolled over to OLE (n=21)
Cohort 1

AP01-005 (n=100)  

New IPF patients 
(n=31) 

Cohort 2

Non-IPF ILD (PPF) 
patients  (n=28)

Ongoing (n=65)

n=41 from phase 1b (ATLAS)

n=31 newly recruited

Total IPF=72



Efficacy: First look at FVC data (48 weeks)

-151.1 mls (SD +/-358.9 mls)  

-165.5 mls (SD +/-242.6 mls)  

-235 mls

-428 mls

Talmadge Jr, EK et al. A Phase 3 Trial of Pirfenidone in Patients with Idiopathic Pulmonary Fibrosis, New England Journal of Medicine 2014; 370:2083-2092
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Comparing Side Effects
Nebulised Pirfenidone vs Placebo vs Oral Pirfenidone
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Noble, PW et al. Pirfenidone for idiopathic pulmonary fibrosis: analysis of pooled data from three multinational phase 3 trials, European Respiratory Journal 2016 47:243-253



Summary

Nebulised Pirfenidone vs Oral Pirfenidone

➢ x35 higher peak epithelial concentration than oral Pirfenidone

➢ <1/15th systemic absorption

➢ Early data suggests efficacy

➢ Less side effects
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Poster: Nebulised Pirfenidone for PPF
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