Progress Report: Sri Lanka Clinical Trials Registry

SLCTR registration number: SLCTR/2019/013

Scientific title of trial: Development and evaluation of a complex intervention to change the
behaviour of the householders to prevent dengue in the Kurunegala District

Date of commencement (enrolment of first participant):24"" May 2019
Progression: 6 months [ lyear [ 2 years [ 3 years [

At completion [|j

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: Recruitment, pre-intervention assessment, intervention, follow up and post-
intervention assessments were completed

Number assessed for eligibility:360

Number recruited and allocated/randomized:336

Number allocated/randomized to each intervention/arm (please edit as relevant):
Arm (Intervention group):170

Arm (Control group):166

Losses/exclusions after allocation/randomization (please edit as relevant):
Arm (Intervention group):15

Arm (Control group):16

3. Trial output

Date of trial completion (“last patient, last visit”):10™" December 2019

Final sample size: 305
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Summary of Interim/Final data (if available):

Assessed for eligibility
(n=360)

[Enrollment

Randomized
(n=336)

Intervention group

Allocated to intervention (n= 170)

Received allocated intervention (n=164)

Did not receive allocated intervention (n= 06)
due to non-availability of the householders
durina dav time

R

Lost to follow-up (n=07);

Due to

1. the respondents were transferred to

different areas, so, they were not able to
observe during day time (n=04),

the permanent residences were changed
(n=03)

Discontinued intervention (n=01)

due to serious ill health of the householder

3

Analysed (n=155)
Excluded from analysis (n=01)

Because, the head of the household did
not give the consent to observe the
premises at the post-interventional
survey

Analysis

Excluded (n= 24)

Not meeting inclusion criteria (n= 14)
Declined to participate (n=09)

Other reasons (n=01 — poor level of
understanding due to hearing defect)

Control group

Number allocated (n= 166)

3

Lost to follow-up (n=10)

due to unavailability of the
Follow-U

participants at the post

three-month assessment to

observe the behaviours

Analysed (n=150)

e Excluded from analysis (n= 06)

Because, they did not give the
consent to observe the premises at
the post-interventional survey

Flow Diagram of the selection of the participants, follow up and outcome analysis
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Abstract presentations of results at scientific meetings
Note: please include a URL link or scanned copy of the abstract

The below abstracts were related to the development of the intervention

Dengue Prevalence, Knowledge,
Attitude, Behaviours and the
Community Capacity for Dengue
Prevention in Kurunegala District,
Sri Lanka

Abstract and oral presentation

***Best student presentation in
the session and the conference

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

F4 25. Rajapaksha R.M.N.U !, Abeysena C 2., Balasuriya A 3.

4" — 51 April 2019,

International Conference in Public health and Well-being 2019
ISBN 978-955-3450-00-5

Heritance Hotel, Negombo

34pg

OP 65
Abstract and oral presentation

Planning a Behaviour Change
Intervention on Dengue
Prevention in High risk Area in
Kurunegala District

Nayani Rajapaksha?, Chrishantha Abeysena 2, Aindralal
Balasuruya ®

19t — 215 September, 2019

24th Annual Academic Sessions’ of the CCPSL, 2019
ISSN 1391-3174

Cinnamon Grand, Colombo

41- 42 pgs

Publications: Above abstracts only

Dr. R.M.N.U. Rajapaksha

Name and signature of Responsible Registrant/

Principal Investigator
Date:05/04/2020
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