Progress Report: Sri Lanka Clinical Trials Registry
SLCTR registration number: SLCTR/2015/013
Scientific title of trial: A randomised controlled trial investigating the effectiveness of cognitive behavior group therapy compared to a wait list control in the treatment of university students with social phobia
Date of commencement (enrolment of first participant):

Progression:   6 months 

1 year

        2 years 
      3 years   
[image: image1]


At completion  
1. Baseline data

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

An increase in the LSAS score which indicated worsening of the SAD was observed at eight weeks in nine participants in the control arm when compared to only one participant in the CBGT arm. This worked out to a number needed to harm (NNH) of 2 . We terminated the trial at this point without further recruitment as having a wait list control was not justified based on the above results.
So we conducted the study with 15 participants in each stage rather than the initial plan of 50 per each arm.
Any changes to trial outcomes after commencement: None
2. Current status

Recruitment status: pending/ recruiting/ recruitment complete/ recruitment suspended / recruitment terminated      Trial completed
Number assessed for eligibility: 136
Number recruited and randomized: 30
Number allocated to each intervention/arm: 15
Losses/exclusions after randomization: None
3. Trial output 

Summary of Interim/Final data (if available):
Results: The mean age of the study population was 22 (SD=1.345) and baseline mean LSAS-SR score was 72.33 in the experimental arm and 69.03 in the wait list control.  Repeated measures analysis revealed that the mean total score of the LSAS-SR in the CBGT arm was significantly lower (13.262; p<0.001) post-intervention compared to the waitlist group after controlling for age and gender. 

Conclusion: Culturally adapted CBGT in Sinhala for SAD is effective in ameliorating social anxiety symptoms among university students.
Presentations of results at scientific meetings: Presented as an

1. Oral presentation at the 133rd Anniversary International  Medical Congress 2020
2. Results of the above trial was part of the oration of the principal investigator- Dr.Aruni Hapangama at the Annual Academic Conference of the Sri Lanka College of Psychiatrists 2020

Publications:

Submitted to as a full paper to the Asian Journal of Psychiatry
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