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Clinical Research Secretariat

First Annual Workshop on Clinical Research Methodology


SCIENTIFIC PROGRAMME - DAY 1 – 10th April 2010
	0830  0900
	Registration

	0900 - 1000
	Session 1: Introduction (1 hr)

	0900 - 0915
	· Keynote address 
	15 min
	Dr R A Badwe

Director, Tata Memorial Centre

	0915 - 1000
	· Phase I to phase IV

· The trial protocol

· Conduct of trials
	45 min
	Dr Marc Buyse

	1000 - 1100
	Session 2: Early trials (1 hr)

	1000 - 1100
	· Phase I trials

· Phase II trials


	1 hour
	Dr Jaideep Gogtay, Cipla India

	1100 - 1115
	Tea break

	1115 - 1315
	Session 3: Hypotheses for randomized trials (2 hrs) 

	
	· Trial objectives

· Measures of treatment effect 

· Statistical inference: hypotheses, significance and power

· Sample size calculation

· Testing for difference or benefit

· Testing for equivalence or non-inferiority
	2 hours
	Dr Marc Buyse

	1315 - 1400
	Lunch

	1400 - 1530
	Session 4: Treatments (1.5 hrs)


	
	· Controls (placebo, active control)

· Experimental groups

· Randomization (permuted blocks, minimization)

· Stratification
	1.5 hours
	Dr Marc Buyse

	1530 - 1545
	Tea Break

	1545 - 1645
	Session 5: Experimental designs (1 hr)

	
	· Simple designs

· Factorial designs
	1 hour
	Dr Marc Buyse

	1800 onwards
	“The Laboratory”: English Play 
	Shivani Tibrewala


SCIENTIFIC PROGRAMME - DAY 2 – 11th April 2010

	0900 - 1000
	Session 6: Patient selection (1 hr)

	
	· Target population and eligibility criteria

· Pre-defined subsets

· Intention to treat, per protocol, safety populations
	1 hour
	Dr Marc Buyse

	1000 - 1045
	Session 7: Endpoints (45 min)

	
	· Endpoints (efficacy, safety)

· Surrogate endpoints
	45 min
	Dr Sudeep Gupta

Associate Professor, Medical Oncology

Tata Memorial Hospital

	1045 - 1100
	Tea break

	1100 - 1300
	Session 8: Analyses (2 hrs)

	
	· Response rate

· Survival
	2 hours
	Dr Marc Buyse

	1300 - 1345
	Lunch

	1345 - 1545
	Session 9: Interim analyses (2 hrs)

	
	· Sequential and group sequential designs

· Sample size reassessment

· Stochastic curtailment and conditional power

· Data Monitoring Committees
	2 hours
	Dr Marc Buyse

	1545 - 1600
	Tea break

	1600 - 1645
	Session 10: Reporting (45 min)

	
	· Clinical trial reports and publications

(including CONSORT guidelines)
	45 min
	Dr Sudeep Shah

Consultant gastro-intestinal and hepato-biliary surgeon

P D Hinduja Hospital

Mumbai
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