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REPORT ON “LIVE CERTIFICATION PROGRAM ON DRUG REGULATORY AFFAIRS”

ORGANIZED BY TRAINING & PLACEMENT CELL OF SITABAI THITE COLLEGE OF

PHARMACY SHIRUR

Activity Name: -Online Live Certification Program on Drug Regulatory Affairs

Day and Date: - Monday; S'hJanuary 2024 to 4“‘February 2024

Time: -10:30 am to 12:00 pm

Organized for (student class):-Second & Third-Year Students

Details of Speaker (Name/Affiliation): -Mr. Ram Verma

Trainer of Learntoupgrade

Coordinator Name:Ms. Priyanka Wanjul

Description of Activity (Detail, Attendance, etc.)

Session by Mr. Ram Verma

Live Certification program on Drug Regulatory Affairs was conducted Online between
5™Januaryto 4™ February 2024 for Second Year & Third Year Studentsby
Learntoupgrade team

Topics covered:Drug Discovery and Development(Preclinical Testing Clinical Trial
Phases), Regulatory requirements for Clinical Trials, GCP, Informed Consent Process
and Ethical Considerations, Introduction to DRA, Overview of regulatory affairs,
Regulatory agencies and their roles, IND Applications, IND Components, FDA Review
Process and IND Amendments, FDA Review Process and Post-marketing Surveillance,
Generic Drug Approval Process, ANDA, Bioequivalence Studies, Regulatory
submission and compliance, eCTD, Regulatory Audits, ICH, Global Regulatory
Harmonization, Regulatory Affairs in Biopharmaceuticals, Current trends and
updates in Regulatory Affairs, Future Directions in Regulatory Affairs.Total 100
students participated.

Students actively participated in the sessions and found the session to be of great value
addition.
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Student gave good feedbacks at the end of the program. All Sessions were very interactive
The entire program was co-ordinated by Assistant Professor Ms. Priyanka Wanjul In-
chargeTraining & Placement under the Guidance of Principal Dr. Dwarkadas Bahet
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In-charge Training & Placement Cell

Training & Placement Officer

Sitabai Thite College of Pharmacy,
Shirur, Pune 412210
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Dr. Dwarkadas G. Baheti

\
f (28

'rincipal




