GCP Training  - How to be a clinical investigator? 

Organizers:  

European Society of Surgery

Ist Department of General and GI Surgery 

Medical College Jagiellonian University

Venue:  40 Kopernika St.; 31-501 Cracow, Poland

Date: 

	8:30 a.m.
	Welcome to participants

Prof. Jan Kulig



	8:45 a.m.
	The principles of ICH GCP. Responsibility and functions of independent ethics committee (IEC).

Antoni Szczepanik, MD, PhD 



	9:15 a.m.
	Qualifications and responsibility of investigator: compliance with protocol, informed consent, safety reporting.

Radoslaw Pach, MD, PhD  



	9:45 a.m.

10:15 a.m.


	Responsibility of the sponsor: trial management, investigational product, monitoring.

Antoni Szczepanik, MD, PhD

Essential documents for the conduct of clinical trial: protocol and amendments, investigator’s brochure, insurance statement, IEC composition. Documents added during conduct of the trial.

Antoni Szczepanik, MD, PhD,  



	11:00 Coffee Break

11:15 a.m.

11:45 a.m.
	Declaration of Helsinki – ethical principles for medical research involving human subjects.

Radosław Pach, MD, PhD

Directive 2001/20/EC of the European Parliament and of The Council of 4 April 2001 – implementation of good clinical practice in the conduct of clinical trials on medicinal products for human use.

Anna Mrowiec, MD MBA / Bogdan Niekowal, MD, PhD 



	
	

	12:15 p.m.                       


	Discussion  


12:30 p.m. 


Summing up and awarding certificates.

Prof. Jan Kulig

Number of educational points awarded :

