Progress Report: Sri Lanka Clinical Trials Registry
SLCTR registration number: SLCTR/2018/012
Scientific title of trial:  Effect of a standardized herbal drug of Coccinia grandis (L.) Voigt on metabolic profile in patients with type 2 diabetic mellitus
Date of commencement (enrolment of first participant): The enrolment of participants has not been commenced during the period of concern.
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/ recruitment suspended / recruitment terminated  
Number assessed for eligibility: None
Number recruited and allocated/randomized: None
Number allocated/randomized to each intervention/arm (please edit as relevant): N/A
Arm 1:

Arm 2:

Losses/exclusions after allocation/randomization (please edit as relevant): N/A
Arm 1:

Arm 2:

The  herbal drug capsules were prepared using freeze-dried powder of hot water leaf extraction of Coccinia grandis (Linn.) Voigt. The placebo was also prepared The determination of physicochemical parameters, analysis of heavy metals, analysis of microbial contamination, screening of phytochemicals, development of thin layer chromatograms and HPLC fingerprint profile have been completed on the herbal drug and for the placebo capsule. 
3. Trial output 
Date of trial completion (“last patient, last visit”): N/A
Final sample size: N/A
Summary of Interim/Final data (if available):
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Dr A.P. Attanayake
………………………………………………………………………..

Name and signature of Responsible Registrant/
Principal Investigator

Date: 01/02/2019
Satisfactory results were obtained after the standardization of the C. grandis it has been recommended to be used in the clinical trial.
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