RECENT ADVANCEMENTS IN REGULATORY LANDSCAPE OF INDIA &

EMERGING MARKETS

Organized by Pharmexcil in collaboration with IDMA TNPKSB
15" Feb 2020, Venue: Hotel Le Royal Meridian, Chennai

(Tentative Agenda)

TIME

PROGRAMME

09.30 to 10.00 am

REGISTRATION

INAUGURAL SESSION

10:00 to 10:30 am

Inaugural Ceremony (10.00am-10.10am)
Address by
e Mr. JJayaseelan, Chairman, IDMA
Mr.Ravi Udaya Bhaskar, DG, Pharmexcil

[ ]
e Mrs.Shanthy Gunasekaran, DDC(I), South Zone, Chennai
e Mr. Thiru. K. Sivabalan, Director, Tamil Nadu Drugs Control Department

TECHNICAL SESSION

10.30to 11.15 am

Overview of Global GXPs and Quality Management
System- Key gaps in GXP w.r.t to Regulatory
expectations and Practical implementation aspects

Dr.Hari Vayas Bansal,
Director- VCAB Pharma
Trainers & Chief Mentor-
GxP Pharma Trainee

11.15t0 11.30 am

Tea Break

11.30 to 12.15 pm

Data Integrity with special emphasis on Audit
Trials

Mr. Anand lyer,
IBusiness Head — South
Asia, UL India Pvt Ltd

12.15 to 01.00 pm

Recent advancements in Indian regulations with
special focus on Draft amendment of Schedule-M

Mrs.Shanthy
Gunasekaran,

[DDC (1), South Zone,
CDSCO, Chennai.

01.00 to 02.00 pm Lunch break
02.00 to 2.45 pm Regulatory Strategy for Emerging Markets Mr Sadiq Basha
Head, Regulatory Affairs
Strides
02.45 to 03.30 pm Opportunities & Challenges for MSME in Emerging| Mr.Sumantha
markets Choudhury, Consultant
02.45 to 03.30 pm Tea Break
02.451003.30 PM | |dian Pharma Exports Unlocking the Potential for | Ms.Lakshmi Prasanna,
MSMEs Regulatory Affairs Officer,
Pharmexcil
04.10 to 04.45 pm Panel Discussion / Q&A
04.45 t0 05.00 pm | Concluding Remarks& Voteof Thanks




