WHO sponsored workshop on

GOOD CLINICAL PRACTICE FOR ETHICS COMMITTEE MEMBERS

(Organized by Department of Pharmacology, JIPMER)

October 18-19, 2005
Programme 
Day 1 (18-10-2005) 

	Time
	Topic
	Name of faculty

	09.00- 09.02
	Invocation
	

	09.02-09.05
	Welcome address
	Dr.C.Adithan

	09.05-09.10
	Presidential address
	Dr.K.S.V.K.Subba Rao

	09.10-09.15
	Lighting of Lamp
	Dr.Vasantha Muthuswamy

	09.15-09.25
	Workshop objectives, introduction of participants
	Dr.B.Gitanjali 

	09.25-09.30
	Introduction of speaker
	Dr. Ravi R

	09.30-10.00
	Key note address: 

Quality Assurance for Members of Ethics Committees 
	Dr.Vasantha Muthuswamy

	10.00-10.05
	Vote of Thanks
	Dr.C.H.Shashindran

	10.05-10.35
	Pre-test
	Dr.C.H.Shashindran

	10.35-11.05
	Introduction to Good Clinical Practice 
	Dr.C.H.Shashindran

	11.05-11.15
	Tea Break
	

	11.15-11.45
	Roles and responsibilities of sponsors
	Dr.R.Gowrishankar

	11.45-12.15
	Informed Consent
	Dr.Manorama Thomas

	12.15-13.00
	Group Task 1: Informed consent form
	-do-

	13.00-14.00
	Lunch
	

	14.00-14.30
	Special ethical issues in clinical research
	Dr.K.R.Sethuraman 

	14.30-15.15
	Group Reading: The different ethical guidelines will be distributed and discussed
	-do-

	15.15-15.30
	Tea
	

	15.30-16.00
	Schedule Y and drug development in India
	Dr.I.S.Gandhi

	16.00-16.45
	Ethics Committees
	Dr.Ravi R

	16.45-17.15
	Publication issues
	Dr.R.Raveendran

	20.00
	Dinner
	Anandha Inn


Day 2 (19-10-05)
	Time
	Topic
	Speaker

	08.30-8.45
	Review of Day 1
	B.Gitanjali /Rapporteurs

	08.45-09.15
	Roles and responsibilities of investigators
	Dr.M.D.Nair

	09.15-10.15
	Components of ethical review of study documents 

Group task 2:  Case studies
	Dr.C.H.Shashindran

	10.15-10.45
	Group task 3: Is this a serious adverse event (SAE)?
	Dr. C. Adithan 

	10.45-11.15
	Decision making in case of a SAE
	-do-

	11.15-11.30
	Tea
	

	11.30-13.00 
	Group task on writing Standard Operating Procedures 
	Dr.M.D.Nair, 

Dr.I.S.Gandhi

	13.00-14.00
	Lunch
	

	14.00-14.45 
	Legal issues in clinical trials  
	Dr. Chandrashekhar  Potkar

	14.45-15.15
	Group task 4: Were GCP guidelines violated?
	Dr. K.R.Sethuraman

	15.15-16.15 
	Mock Ethics Committee meeting 
	Dr.B.Gitanjali

	16.15-16.45
	Post- test
	Dr.C.H.Shashindran

	16.45-17.00
	Feedback
	Dr.C.H.Shashindran

	17.00- 17.30
	Valedictory Function 
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