Workshop on
Guidance Document on
F I CCI Clinical Trial Inspection F I CCI

January 31%t, 2011, FICCI, New Delhi

The guidance document on Clinical Trial Inspection covers the entire gamut of issues involved in the
clinical trial inspection. The scope and extent of the programme covers all clinical trial sites and
sponsors/CRQO’s facilities involved in clinical trial of drugs including the biological and medical device
covered under D&C Act.

Federation of Indian Chambers of Commerce & Industry (FICCI) is organizing Workshop on Guidance
Document on Clinical Trial Inspection with a purposes to discuss and build awareness on the guidance
document on Clinical Trial Inspection for Industry and Investigator.

This workshop will help to develop better understanding of the process and requirements for
organization to implement it effectively. /

\_

Speakers Program Highlights
Invited Inaugural Session
*Government Regulators* 9
* Industry* :
Plenary Session
Who Should Attend Presentation on Guidance Documents
-Clinical Research Organization Technical Sessions
- Investigators . : .
- Regulatory professionals Session |: Planning for Inspection
_Business Consultants/ Regulatory Sess?on II: Inspection of Trial Sites
Advisors Session llI: Inspection of CRO/ Sponsor
- Academics Session IV: Reporting
- Hospital Administrators
-Government & Regulatory Authority

Registration
Admission only through prior registration. Limited seating on first-cum-first serve basis

Registration  INR 3000/- per delegate
Fees
Payment Mode Demand draft/cheque in favor of Federation of Indian Chambers of Commerce & Industry, payable at
New Delhi
Postal Address Ms. Ekta Sharma
Clinical Research Divison
Federation of Indian Chambers of Commerce & Industry (FICCI)
Tansen Marg, New Delhi — 110001
Email / Phone clinicalresearch@ficci.com or at 23487305

For more Information please contact- Ms. Geetika Lamba. Research Associate, FICCI; Email :geetika@ficci.com




