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

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

 We have started newborn recruitment under the following categories. 
1. High BMI Mothers: 543                                            

Appropriate for GA-232       Small for GA-29           Large for GA-17

          Intervention-110                 Intervention- 15
Intervention-6
          Control-105                        Control-12 
Control-9
2.  Normal BMI mothers:713

Appropriate for GA-301      Small for GA-63               Large for GA-22

Intervention-112                 Intervention-18
Intervention-12

Control-115
Control-18
Control-7
3.  Low BMI mothers: 202

Appropriate for GA-76    
Small for GA-23
Large for GA-2


Intervention-47
                        Intervention-14                    Intervention-1             
-
Control-25
        Control-9
Control-1
Losses/exclusions after allocation/randomization (please edit as relevant): None
3. Trial output 
Date of trial completion (“last patient, last visit”): 31/01/2024
Final sample size: 640 new born infants
Summary of Interim/Final data (if available):

Abstract presentations of results at scientific meetings 
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).

	Association of Maternal Body Mass Index and Gestational Weight Gain with Offspring Anthropometry, Cord Blood DNA Methylations, Adipokine Levels and the Effect of Lifestyle Modification on Growth during Infancy; A Randomised Controlled Trial – Study Protocol and Interim Analysis.
	25th Annual Scientific Congress of the Sri Lanka College of Paediatricians., page 106, Presented at Hotel Galadari, Sri Lanka 13th MAY 2023- 16TH May 2023.
Authors- D.V.Kiridana, N.S Kalupahana, C.J.Rathnayake, S.B.Tennakoon, V.P.Wickramasingha, G.U,Vidanapathirana, R.Karunathilake, N.S.Wimalaratne,J.A.Weerakkody.

	Association of Maternal Body Mass Index and Gestational Weight Gain with Offspring Anthropometry, Cord Blood DNA Methylations, Adipokine Levels and the Effect of Lifestyle Modification on Growth during Infancy; A Randomised Controlled Trial – Study Protocol and Interim Analysis.
	https://doi.org/10.1111/obr.13503, page 215 of 222, presented at the International Congress on Obesity held in Melbourne, Australia 17th-22nd October 2022. The abstract was published in          “ Obesity Reviews”. 
Authors- D.V.Kiridana, N.S Kalupahana, C.J.Rathnayake, S.B.Tennakoon, P.Wickramasingha, G.U,Vidanapathirana, R.Karunathilake, N.S.Wimalaratne,J.A.Weerakkody



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) 

	Maternal BMI, gestational weight gain and postnatal weight gain: the way forward to prevent childhood obesity.
	Published in the online journal: Asia Pacific Journal on Paediatrics and Child Health, 2nd March 2023. ISSN: 2637-1308, volume- 6, page 3-15.
Authors - Kiridana M. G. D. V. K.  , Ratnayake R.M.C.J.  , Kalupahana N.S. , Tennakoon S.U.B. , Vidanapathirana G.U.  , Wickramasinghe V.P. 


[image: image1.jpg]



[image: image2]
Dr. Vasana Kiridana
Name and signature of Responsible Registrant/
Principal Investigator

Date:05-08-2023
Conducting analysis of baseline data at the moment
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