
Progress Report: Sri Lanka Clinical Trials Registry
SLCTR registration number: SLCTR/2021/018
Scientific title of trial: The effectiveness of early lifestyle modification in the prevention of rapid weight gain in infancy: a randomized controlled trial
Date of commencement (enrolment of first participant): 10/08/2021
Progression:   6 months  
        1 year √

        2 years 
   
                    3 years                At completion 
1. Baseline data

Any changes to the trial design/ methodology/ protocol after commencement: None
Any changes to trial outcomes after commencement: None
2. Current status

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

We initially planned to complete recruitment by 10th August 2022. However, due to the COVID pandemic, the clinic attendance of pregnant mothers diminished significantly. Therefore, it was decided by the supervisors during the progress meeting, to continue recruitment until the required sample size is reached.
Number assessed for eligibility: 536
Number recruited and allocated/randomized: 506
Number allocated/randomized to each intervention/arm (please edit as relevant):

 We have started newborn recruitment under the following categories. 
1. High BMI Mothers: 183                                             

Appropriate for GA-147        Small for GA-25

Intervention-81        Control-59
2.  Normal BMI mothers:278

Appropriate for GA-215       Small for GA-44

Intervention-111         Control-90
3.  Low BMI mothers: 45


Appropriate for GA-35     


Intervention-20
Losses/exclusions after allocation/randomization (please edit as relevant): None
Arm 1: 10
Arm 2: 9
3. Trial output 
Date of trial completion (“last patient, last visit”): 
Final sample size: 
Summary of Interim/Final data (if available):

Abstract presentations of results at scientific meetings – None 
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 -  None
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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Dr. Vasana Kiridana
Name and signature of Responsible Registrant/
Principal Investigator

Date:02-08-2022
Interim data are currently being analysed. Planning to present the initial data analysis at the International Conference on Obesity, Melbourne, 17th -22nd October, organized by the World Obesity Federation.
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