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"Towards Excellence in Quality"
AGENDA
DAY 2: 24 FEBRUARY 2017

Session 7 Complaints - Investigation & Review

0900 - 0945 hrs Dr Mathew T Thomas - Director, USFDA India Office
Q&A

Session 8 Process Validation

0945 - 1115 hrs Mr Vivek Arora - McKinsey & Co and IPA QF Representative
Compliance Trends
Ms Paula Katz - Director, Manufacturing Quality Guidance & Policy (CDER),

USFDA
Mr Mark Birse - Group Manager Inspectorate, MHRA
Q&A
1115-1130 hrs Networking Tea/Coffee
Session 9 How to Benefit from EDQM Inspections
1130- 1300 hrs Ms Caroline Le Tarnec - Head Public Relations & Documentation Division,
EDQM

Most Common Deficiencies Found by EDQM
Dr Florence Benoit - Guyod - Head, Inspection, EDQM
Q&A

1300 - 1400 hrs Networking Lunch

Session 10 Quality Metrics

1400 - 1530 hrs Ms Paula Katz - Director, Manufacturing Quality Guidance & Policy (CDER),
USFDA
Mr Brendan Cuddy - Head of Manufacturing and Quality Compliance, EMA
Q&A

1530 - 1600 hrs Networking Tea/Coffee

Session 11 Way Forward - Unlock the Potential

1600 - 1745 hrs Moderator: Mr Gautam Kumra - Managing Director, McKinsey & Company
Panellists:

Mr Nilesh Gupta - Managing Director, Lupin

Mr Satish Reddy - Chairman, Dr Reddy’s Laboratories

Mr Dilip Shanghvi - Managing Director - Sun Pharmaceutical Industries
Mr Pankaj Patel - Chairman and Managing Director, Cadila Healthcare
Mr Umang Vohra - Managing Director and CEO, Cipla

Mr Samir Mehta - Chairman, Torrent Pharmaceuticals

Q&A

1745 - 1800 hrs Closing Remarks
Mr Dilip G Shah - Secretary General, IPA

*Subject to change without prior notice.



