Progress Report: Sri Lanka Clinical Trials Registry
SLCTR registration number: SLTCR/2018/010
Scientific title of trial: Comparison of the effectiveness of hypertonic saline prior to chest physiotherapy over conventional physiotherapy in children with non cystic fibrosis bronchiectasis- Randomized Control Trial 
Date of commencement (enrolment of first participant): 22.03.2018
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/ recruitment suspended / recruitment terminated

Number assessed for eligibility: 66
Number recruited and allocated/randomized: 61
Number allocated/randomized to each intervention/arm (please edit as relevant):
Arm 1:  32
Arm 2:  29
Losses/exclusions after allocation/randomization (please edit as relevant):

Arm 1: 2
Arm 2: 1
3. Trial output 
Date of trial completion (“last patient, last visit”):Trial on Progress
Final sample size: Working to achieve a total sample of 65 (already 58 recruited and being followed up)
Summary of Interim/Final data (if available):
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	1.Comparison of the Effectiveness of Hypertonic Saline (HS) Nebulization Prior to Chest Physiotherapy over Conventional Physiotherapy in Children with Non Cystic Fibrosis Bronchiectasis: A randomized Control Trial (Preliminary Report)


	KWDA Anuradha, PKG Gunathilaka, VP Wickramasinghe
19th to 21st September 2018

21st annual sessions of Sri Lanka College of paediatricians , Kandy, Sri Lanka.
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*Selected for oral presentation at RCPCH 2019 conference at Birmingham from 13-15 May 2019 

*Selected for poster presentation at International Congress in Paediatric Pulmonology (CIPP XVIII 2019)  at Japan in June 2019  
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Name and signature of Responsible Registrant/
Principal Investigator

Date:
Interim analysis


Characteristic/Outcome measure�
Test Arm/Hypertonic saline(N= 30)�
Control arm/  Conventional PT (N= 28)�
P value�
�
Age( years)�
9.6 (3.4)�
8.9 (3.5)�
-�
�
Male: Female�
11: 16�
17: 8�
-�
�
Predicted FEV1  (%)- Mean (SD)�
61(23)�
63(25)�
Comparable�
�
Predicted FVC (%)-Mean (SD)�
65(21)�
68(27)�
Comparable�
�
Predicted PEFR (%)- Mean (SD)�
58(19)�
61(23)�
Comparable�
�
The mean improvement in predicted FEV1 (%) -Mean (SD)�
15.5(3.7 )�
4.5(8.9) �
0.002�
�
Improvement in predicted FVC (%)-  Mean (SD)�
18(5.9)�
7.1 (5.7)�
0.012�
�
Improvement in predicted  PEFR(%)- Mean (SD)�
15.3(7.4) �
5.2(6.2)�
0.001�
�
Number of Exacerbations Mean (SD)


�
0.3(0.51) �
1.5(0.76)�
0.005�
�
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