
Progress Report: Sri Lanka Clinical Trials Registry
SLCTR registration number: SLCTR/2023/006
Scientific title of trial: Acute effects of a single dose of L-theanine and caffeine combination on selective attention in acutely sleep-deprived healthy adults
Date of commencement (enrolment of first participant): 05/04/2023
Progression:   6 months 

1 year

        2 years 
      3 years   


At completion 
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: pending/ recruiting/ recruitment complete: follow up continuing/ recruitment complete: follow up complete/ recruitment suspended / recruitment terminated

Number assessed for eligibility: 43
Number recruited and allocated/randomized: 40
Number allocated/randomized to each intervention/arm (please edit as relevant):

This is a placebo-controlled, counterbalanced, repeated measure crossover study. Therefore, all 40 participants were given one treatment, and after a washout period, the other. The treatment order is counterbalanced in a Latin Square design.
Losses/exclusions after allocation/randomization (please edit as relevant): 2 exclusions
One participant was excluded as the participant was not strict with the testing protocol.

The other participant was excluded as the electroencephalography (EEG) data were contaminated with too much eye-blink artefacts.
3. Trial output 
Date of trial completion (“last patient, last visit”): 25/10/2023
Final sample size: 38
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
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………………………………………………………………………..

Prof. Tharaka Dassanayake

Name and signature of Responsible Registrant/
Principal Investigator

Date: 01/12/2023
Yet to be analyzed.
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