
ASPIRE –Involving patients and caregivers when designing 
a trial to evaluate the efficacy and safety of buloxibutid
(C21) in individuals with idiopathic pulmonary fibrosis 

Over two thirds of clinical trials fail to recruit enough 
patients or suffer high dropout rates.1 Participation 
in clinical trials can place strain on patients, and 
extensive trial-related activities cause patient 
discontinuation. 
Recent findings of clinical trial simulations in patients 
with ILDs, including patients with idiopathic 
pulmonary fibrosis (IPF), identified several barriers to 
participation in clinical trials:2

Introduction & objectives

IPF patients need timely access to new, 
improved treatments which require 
scientifically rigorous trials that are holistic 
and patient centric. The ASPIRE trial aims to 
achieve these objectives through integration 
of patient and caregiver support strategies 
and patient empowerment.

Conclusions

Patient involvement was initiated early with 
representation in a trial advisory committee. 
Continuous patient and caregiver involvement is 
secured by the establishment of a patient and 
caregiver panel. Qualitative input is sought to 
ensure the selected trial outcomes are relevant to 
patients, and that trial participation is attractive 
and convenient.
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Vicore is now planning for the next stage of clinical 
development, the global phase 2b ASPIRE trial to 
confirm the reparatory potential of buloxibutid – an 
investigational drug in IPF. The trial has been 
designed with several central elements aspiring to 
create a patient and site-friendly experience, while 
ensuring high quality standards are maintained.
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Aspiring to create a patient friendly trial, 
and then delivering on the promise.

Ethos:
Promote open communication with patient community – work symbiotically
Try to adopt newer tools and technology – trials of tomorrow

Results

In the ASPIRE trial, patients will continue standard-
of-care treatment and a 2:1 allocation to buloxibutid
versus placebo increases the chance of receiving 
active treatment. Trial visits are partly decentralised, 
i.e., several visits are conducted as phone or video 
call from patients' home and on-site visit frequency 
kept to a minimum, to reduce travel burden. Patient 
and caregiver input will continue through the panel 
during trial execution, including feedback on 
recruitment, potential amendments, and trial 
procedures. Patient-involvement activity will be 
documented and published to enable sharing of 
experiences and learnings.
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