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Scientific title of trial: Impact of life style adjustments on glycaemic status and surrogate markers of diabetes mellitus in postpartum women with diagnosed Gestational Diabetes Mellitus (GDM)
Date of commencement (enrolment of first participant): 01.01.2016
Progression:   6 months 

1 year

        2 years 
      3 years   



At completion v
1. Baseline data

Any changes to the trial design/ methodology/ protocol after commencement: Yes
Any changes to trial outcomes after commencement: 

	Previous protocol
	Current protocol
	Reason to change

	anthropometric measurements (weight, waist circumference, WHR, WHtR) and glycemic

parameters (fasting blood glucose (FBG), Oral glucose tolerance test (OGTT HbA1c) were  planned  to do on the 2nd week after delivery
	These were assessed at  the 6th week after delivery
	Mothers have to adjust to a new life with a new born by nursing and breast feeding the baby etc. 

This will take  at least 6 weeks time 

	Assessment of Fasting blood glucose (FBG) , OGTT and fasting insulin at baseline and at the end
	HbA1c was assessed instead of FBG,
	OGTT indicates how a person tolerates a glucose load not the control over a period. HbA1c was carried out to assess the glycemic control over a period. 

	It was planned to recruit mothers from Castel Street maternity hospital and De Soyza maternity hospital for women
	After a lengthy discussion amongst the co-investigators it was decided to recruit mothers from Gampaha base hospital, Wathupitivala base hospital, Mahamodara teaching hospital and selected MOH areas in Gampaha and Galle district
	It was identified that there was a difficulty in finding the mothers after delivery because majority of mothers come to these hospitals from far away. Further most mothers visit their parent houses which is also away from the hospital., Hence it was not feasible to collect data from these hospitals. 

	It was planned to exclude assisted reproductive techniques and  to include postpartum women with diagnosed GDM in the first pregnancy.
	It was decided to recruit mothers who have conceived by assisted reproductive techniques as well in addition to those  who were diagnosed as GDM 1st time in any pregnancy.
	To recruit a  higher   number of mothers the inclusion criteria was changed .




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: 100
Number recruited and allocated/randomized: 100
Number allocated/randomized to each intervention/arm (please edit as relevant):
Arm 1:50 for intervention
Arm 2:50 control group
Losses/exclusions after allocation/randomization (please edit as relevant):

Arm 1: 16 at the end
Arm 2:14 at the end
3. Trial output 

Date of trial completion (“last patient, last visit”): 06.10.2018
Final sample size: 70
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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).

	Effectiveness of anthropometric parameters as predictors of insulin resistance in postpartum

women with prior GDM. 
	Sundarapperuma, T.D., Wasalathanthri, S., Hettiarachchi, P and Wijesinghe, C.J presented at the 33rd  Annual scientific sessions, Physiological Society Of Sri Lanka-Sri Lanka, 2021 Dec 10-11, pg. 40

	Comparison of the assessment of energy expenditure in postpartum women with a history of gestational diabetes following a home-based physical activity program: objective vs subjective methods.
	Sundarapperuma, T.D., Wasalathanthri, S., Wijesinghe, C.J., Hettiarachchi, P., presented at the International Conference on Multidisciplinary Approaches, University of Sri Jayewardenepura,Sri Lanka, 2020 Dec 8-9; pg.37


	Influence of chronic inflammation on insulin resistance in gestational diabetes mellitus (GDM) mothers one year after delivery: a community study in Sri Lanka.
	Sundarapperuma, T.D., Wasalathanthri, S., Hettiarachchi, P., Wijesinghe, C.J., Katulanda, P., 51st Asia-Pacific Academic Consortium for Public Health (APACPH) Conference, Sri Lanka, 2020 Dec 8-9; pg.96


	Effectiveness of a culturally sensitive lifestyle intervention in reducing anthropometric parameters of mothers with a history of gestational diabetes mellitus- A community based comparative study.
	Sundarapperuma, T.D., Wasalathanthri, S., Hettiarachchi, P., Wijesinghe, C.J., Katulanda, P., 51st Asia-Pacific Academic Consortium for Public Health (APACPH) Conference,Thailand, 2019 Nov 21-22.

	The value of HbA1c in screening of postpartum glycaemic status in women with prior Gestational Diabetes Mellitus, A community based comparative study.
	Sundarapperuma, T.D., Wasalathanthri, S., Hettiarachchi, P., Wijesinghe, C.J., Katulanda, P., 51st Asia-Pacific Academic Consortium for Public Health (APACPH) Conference,Thailand, 2019 Nov 21-22.

	Comparison between 24-hour dietary recall and three-day diet diary in assessing energy and macro nutrient intakes among postpartum mothers.
	Sundarapperuma, T.D., Wijesinghe C.J, Wasalathanthri, S, Hettiarachchi, P., Katulanda, P., International conference on Health sciences, University of Sri Jayewardenepura, Sri Lanka, 2019 Oct 17-18.

	Impact of a culturally acceptable lifestyle intervention on glycemic control of Gestational diabetes mellitus mothers at 12 months postpartum-A comparative study.
	Sundarapperuma, T.D., Wasalathanthri, S., Hettiarachchi, P., Wijesinghe, C.J., Katulanda, P., Sri Lanka Medical Association. Colombo, Sri Lanka, 2019 July 24-27. 

	Viewpoint of GDM mothers regarding a postpartum  lifestyle intervention programme to attenuate the development of t2dm: a community based qualitative study .
	Sundarapperuma, T.D., Wasalathanthri, S., Wijesinghe, C.J.,  Hettiarachchi, P. iOURS,Colombo, Sri Lanka, 2018 Nov 17.

	Impact of life style adjustments on surrogate markers of type 2 diabetes mellitus (T2DM) in postpartum women with diagnosed gestational diabetes mellitus (GDM).
	Sundarapperumaa, T.D., Hettiarachchic, P., Wasalathanthri, S., Katulanda, P.,  Wijesinghe, C.J., Sri Lankan Academy of Young Scientists (SLAYS) proceeding,Sri Lanka, 2018 Oct 4-5.

	Perspectives of primary health care workers regarding the implementation of a dietary and exercise intervention for postpartum mothers with a history of GDM: A community based study.
	Sundarapperuma, T.D., Wijesinghe, C.J., Wasalathanthri, S., Hettiarachchic,P., South Asia Initiative for Diabetes In Pregnancy(SAIDIP) ,India, 2018 May 6-7.

	Energy and nutrient intake of Sri Lankan mothers with a history of Gestational Diabetes Mellitus at six weeks postpartum.
	Sundarapperuma,   T.D., Wasalathanthri   S, Wijesinghe, C., and Hettiarachchi,   P., A community based study. International Diabetes Federation, Abu Dhabi, 2017 Dec 17-19.

	Postpartum glycemic profile 6 weeks after delivery in mothers with Gestational Diabetes Mellitus  (GDM) – a community based cross sectional study.
	Sundarapperuma, T.D., Wasalathanthri S., Hettiarachchi, P.,  Wijesinghe, C.,Katulanda, P.Sri Lanka Medical Association, Colombo, Sri Lanka, 2017 Jul 13-16.

	Physical activity patterns at six weeks postpartum among Sri Lankan mothers with a history of Gestational Diabetes Mellitus (GDM).
	Sundarapperuma T.D., Wasalathanthri S., Wijesinghe C., Hettiarachchi P., 5th Biennial conference of  South Asian Association of Physiologists. Kathmandu. 2016 Nov 10th -13th.


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) 

	Perceptions of GDM mothers and their healthcare workers on postpartum physical activity to attenuate progression of GDM to T2DM: A Qualitative Study
	National medical journal of India -Accepted

	Assessment of energy expenditure in postpartum women with prior gestational diabetes mellitus:Subjective versus objective methods. 
	10.3126/ajms.v13i5.41342

	Physical activity patterns six weeks after delivery in postpartum women with prior Gestational Diabetes Mellitus (GDM)".
	doi: 10.25259/IJMS_147_2020



	Perceptions on Diet and Dietary Modifications during Postpartum Period Aiming at Attenuating Progression of GDM to DM: A Qualitative Study of Mothers and Health Care Workers
	https://doi.org/10.1155/2018/6459364
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Name and signature of Responsible Registrant/
Principal Investigator

Date:
Results showed that the insulin resistance (median) was significantly lower in the


intervention group (0.98) compared to the controls (1.94) at 12 months postpartum. Although anthropometric measurements (weight, waist circumference, WHR, WHtR) and glycemic parameters (FBG, OGTT, HbA1c) were comparable at baseline in both groups, they were


significantly lower in the intervention group compared to  the control group at 12 months. The impact of the intervention on inflammation was inconclusive.
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