
Progress Report: Sri Lanka Clinical Trials Registry
SLCTR registration number: SLCTR/2019/028
Scientific title of trial: Design, implementation and evaluation of a community intervention to improve utilization of healthy lifestyle centers in two districts in Sri Lanka.
Date of commencement (enrolment of first participant): 2019-09-17
Progression:   6 months 

1 year

        2 years 
      3 years   


At completion √
1. Baseline data

Any changes to the trial design/ methodology/ protocol after commencement: Intervention was reduced to 5 months. Because there was a delay in appointing a new Medical Officer after the retirement of the Medical officer in charge for the selected PMCU. 
Any changes to trial outcomes after commencement: No. But the changes after 1 year were not assed due to the COVID-19 situation. Only the changes after 5 months of the intervention were obtained. 
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: 968
Number recruited and allocated/randomized: Pre assessment final sample size-941, post assessment final sample size- 911
Number allocated/randomized to each intervention/arm (please edit as relevant):
Arm 1: Pre assessment- 479, post assessment- 450
Arm 2: Pre assessment- 462, post assessment- 461
Losses/exclusions after allocation/randomization (please edit as relevant):

Arm 1: 29
Arm 2: 01
3. Trial output 
Date of trial completion (“last patient, last visit”): 2020.03.10
Final sample size: Pre assessment final sample size-941, post assessment final sample size- 911
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Summary of Final data (if available): 
Abstract presentations of results at scientific meeting  
Note: please include a URL link or scanned copy of the abstract

	Title of Abstract
	Full citation (please include authors, date, title of conference and place of presentation, page number of abstract).

	-
	-

	-
	-


Publications
Note: please include a URL link or scanned copy of the publication
	Title of paper
	Full citation (please include authors, title of journal, volume, issue and page numbers, and/or DOI) 

	-
	-

	-
	-
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Name and signature of Responsible Registrant/
Principal Investigator

Date: 11. 02. 2021
Primary outcomes


1. Percentage change in attendance at the healthy life style center before and after the intervention (5 months prior and after the commencement of the intervention) in the intervention group- 29.5% (p<0.001). There was a statistically significantly difference between pre- and post-utilization status of the intervention group. 


2. Percentage of people who have changed at least one behavior in relation to at least one major behavioral risk factor for Non-Communicable Diseases (5 months prior and after the commencement of the intervention) in the intervention group- 25.6% (p=0.039). There was a statistically significantly difference between pre- and post-status of the intervention group. 


Secondary outcomes 


1. Change in the mean level of perceived support from family in the intervention group (5 months prior and after the commencement of the intervention)- 9.62 (p<0.001). There was a statistically significantly difference between pre- and post-utilization status of the intervention group. 


2. Change in the mean level of perceived social support for reducing risk for Non-Communicable Diseases in the intervention group (5 months prior and after the commencement of the intervention)- 15.01 (p<0.01). There was a statistically significantly difference between pre- and post-utilization status of the intervention group.


3. Change in the mean level of awareness on healthy lifestyle centers in the intervention group (5 months prior and after the commencement of the intervention)- 6.34 (p<0.001). There was a statistically significantly difference between pre- and post-utilization status of the intervention group.
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