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Dear Shareholders, 
 
2020 was a transformative year for Verona Pharma. We made significant clinical progress advancing our first-
in-class product candidate, ensifentrine, into Phase 3 trials following positive data from a Phase 2b study and 
raised $200 million in an oversubscribed financing. Importantly, we moved closer to our goal of ensuring 
ensifentrine is available to the millions of Chronic Obstructive Pulmonary Disease (“COPD”) patients who 
urgently need additional treatment options.  

We began the year with positive data from a large Phase 2b trial with nebulized ensifentrine added-on to 
bronchodilator therapy for the maintenance treatment of COPD. Ensifentrine demonstrated significant 
improvements in lung function and, notably, in symptoms and health-related quality of life measurements. The 
data also supported dose selection for the Phase 3 studies and, in May, we received guidance from the U.S. 
Food and Drug Administration in response to our End-of-Phase 2 briefing package and on the design of our 
Phase 3 ENHANCE (“Ensifentrine as a Novel inHAled Nebulized COPD thErapy”) program. 

We continued to make outstanding progress in the second half of the year, and in September, we initiated our 
pivotal ENHANCE Phase 3 trials. The two randomized, double-blind, placebo-controlled trials will evaluate 
nebulized ensifentrine as monotherapy and added onto a single bronchodilator background therapy. Each study 
is expected to enroll approximately 800 moderate to severe, symptomatic COPD patients at more than 100 sites 
per study primarily in the U.S. and Europe. The two study designs will replicate measurements of efficacy and 
safety data over 24 weeks but ENHANCE-1 is also designed to evaluate longer-term safety in a subset of 400 
patients over 48 weeks. Initiation of these studies is an important milestone as we continue to progress 
ensifentrine towards a New Drug Application submission.  

During 2020, we also made significant progress with the pressurized metered-dose inhaler (“pMDI”) formulation 
of ensifentrine, reporting positive data from the single dose part of a Phase 2 trial in moderate to severe COPD 
patients in March.  

In addition to its potential in COPD, we believe ensifentrine may help patients with COVID-19. In September, we 
began a pilot study to evaluate pMDI ensifentrine as a potential treatment option for U.S. patients hospitalized 
with COVID-19. This single site study at the University of Alabama at Birmingham is now fully enrolled, and we 
expect to report top-line data in the second quarter of 2021. 

We expect 2021 to be another year of substantial progress. It is already off to a great start with our 
announcement in February of positive Phase 2 clinical results with the pMDI formulation of ensifentrine in 
moderate to severe COPD patients. Ensifentrine delivered by pMDI met the primary and secondary lung function 
endpoints, and the results support twice-daily dosing with a favorable safety profile. This provides additional 
evidence of ensifentrine’s clinical value and broad utility across formulations and devices. In addition, earlier 
this month we announced the appointment of Ms. Lisa Deschamps, Senior Vice President, Chief Business Officer, 
of Novartis Gene Therapies as a Non-Executive Director on the board. Her leadership, strategic and commercial 
expertise will be valuable as we progress ensifentrine through Phase 3 and prepare for commercialization. 

Patient enrollment in Phase 3 clinical trials, ENHANCE-1 and ENHANCE-2, is ongoing and, based on our 
recruitment projections, we expect to complete enrollment in both studies in the second half of 2021. Top-line 
data from ENHANCE-2 is expected in the first half of 2022 and from ENHANCE-1 in the second half of 2022. 

This progress was made possible by strong investor support from the investment community through our $200 
million private placement completed in July. Combined with the non-dilutive debt financing facility of up to $30 
million secured in November and from cash receipts from U.K. tax credits, we expect to have sufficient capital 
to fund our planned operating expenses and capital expenditure requirements into 2023. 

 

 

My first year at Verona Pharma has been exciting and, despite the unexpected challenges of COVID-19, our 
dedicated team has executed on all of the goals we set out at the beginning of 2020. I would like to thank the 
patients, our employees and our shareholders for their ongoing support. 2021 is another important year for 
Verona Pharma and I look forward to updating you on the late-stage clinical progress of ensifentrine.  
 

David Zaccardelli      
President and Chief Executive Officer 
March 19, 2021 
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