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Progress Report: Sri Lanka Clinical Trials Registry 
 

SLCTR registration number: SLCTR/2021/017 
 

Scientific title of trial: Inhaled beclomethasone in the treatment of early COVID-19: a 
placebo-controlled, randomized trail. 

 

Date of commencement (enrolment of first participant): 
 

Progression:   6 months   1 year          2 years        3 years    
 

  At completion  

 

 

1. Baseline data 

 
Any changes to the trial design/ methodology/ protocol after commencement: No 

 
Any changes to trial outcomes after commencement: no 

 

 
2. Current status 

 
Recruitment status: pending/ recruiting/ recruitment complete: follow up continuing/ 

recruitment complete: follow up complete/ recruitment suspended / recruitment 

terminated 
 

Number assessed for eligibility: 647 

 
Number recruited and allocated/randomized:385 

 
 

Number allocated/randomized to each intervention/arm (please edit as relevant): 

 
Arm 1: Intervention arm -193 

 
Arm 2:No intervention arm  -192 

 

 
Losses/exclusions after allocation/randomization (please edit as relevant): 

 

Arm 1:1 (One person withdrew due to drug side effect (cough) 
 

Arm 2:2 (One person withdrew due to drug side effect (cough), and one 
absconded from the ward) 

 

 
 

3. Trial output  
 

Date of trial completion (“last patient, last visit”): 25.10.2021 

Final sample size: 385 
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Summary of Final data (if available): 

 

 

 

Abstract presentations of results at scientific meetings 
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page number of abstract). 

Inhaled beclomethasone in 
the treatment of early COVID-
19: a placebo-controlled, 
randomized trial. 

Ranasinha CDR, Mettananda KCD, Peiris C, 
Abeyrathna N.M.D.P., Gunasekara T.N.A.S., Peiris H. 
T. H. I., Pathmeswaran A. Inhaled beclomethasone in 
the treatment of early COVID-19: a placebo-
controlled, randomized trial. 25th Congress of 
the Asian Pacific Society of Respirology, Japan, 20–21 
November 2021, Respirology Vol. 26, Supplement 3, 
P5-121 
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Note: please include a URL link or scanned copy of the publication 

Title of paper Full citation (please include authors, title of 
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Name and signature of Responsible Registrant/ 
Principal Investigator               Date:22.02.2022 

Background 
There is accruing evidence for the benefit of inhaled dose steroids in early 
COVID-19, but none of the published trials is double-blind or placebo-
controlled. We, therefore, studied the effect of inhaled beclomethasone in 
early COVID-19 in a randomised, double-blind, placebo-controlled trial 
(SLCTR/2021/017). 
 
Methods 
Asymptomatic or mild-moderate symptomatic COVID-19 patients,18 years of 
age and above, within the first 7 days testing COVID-19 antigen/PCR positive, 
admitted to a state-sector COVID treatment unit were randomly assigned to 
inhaled dry-powder beclomethasone 600mg bd or placebo in addition to usual 
care, stratified for age (≤60/>60 years) and sex (male/female) until 190 
participants in each arm is recruited. Study medications were continued until 
discharge from the facility or reaching the primary endpoint. Both participants 
and research assistants were blinded to group assignment. The primary 
endpoint was progression of the disease to severe stage, defined by a fall in 
oxygen saturation <94% and initiation of any one or more of the following 
three treatment escalation steps: initiation of supplemental O2  therapy, 
initiation of intravenous/oral dexamethasone, transfer to a higher-tier 
healthcare facility. Data were collected daily by patient interview and review of 
medical records and analysed on an intention-to-treat basis.  
 
Findings 
From July 13  to  October  25,  2021, we recruited 385 eligible participants 
(193 -beclomethasone-arm and 192 - placebo-arm). Three patients 
subsequently withdrew. The primary outcome occurred in 24(12·4%) in the 
beclomethasone-arm and 26(13.5%) in the placebo-arm (95% CI for the 
difference: -6·1 to 8·3; p=0·860). The median number of days to self-reported 
clinical recovery was 6 days in the beclomethasone-arm and 7 days in the 
placebo-arm (p=0·379). There were no deaths during the hospital phase of 
the study. Beclomethasone was safe, with only one participant in each group 
reporting self-limiting dry cough. 
 

Interpretation 
This is the first double-blind, placebo-controlled randomised study of inhaled 

corticosteroids in early COVID-19. Initiation of inhaled beclomethasone in the early 

stages of COVID-19 in asymptomatic or mild/moderate disease did not reduce 

progression to severe disease or time to clinical recovery in a double-blind, placebo-

controlled study. This suggests that the findings of single-blind or non-placebo-

controlled studies should be interpreted with caution.    
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