SCSSS’s
SITABAI THITE COLLEGE OF PHARMACY, SHIRUR
TRAINING & PLACEMENT CELL

Webinar on “Regulations in Pharma and Biotech Industry”

Academic year- 2023-2024 Class: Third & Final Year B. Pharm

Date- 18/08/2023 Time-11.00am-12.00pm

Name of Guest Speaker: Ms. Kirti Aphale

SCSSS’s Sitabai Thite College of Pharmacy organized webinar on “Regulations in Pharma

and Biotech Industry”.

Ms. Aphale provided a comprehensive overview of regulatory landscape in the pharmaceutical
and biotechnology sectors, shedding light on the critical importance of compliance and its impact

on these industries.

She began by introducing the regulatory framework governing the pharma and biotech
industries. She explained the roles of various regulatory bodies and agencies, such as FDA and

EMA, in ensuring safety and efficacy.

Ms. Aphale outlined the regulatory requirements throughout the drug development process, from
preclinical research and clinical trials to new drug applications (NDAs) and post-market
surveillance. She also explained critical role of quality assurance and compliance with Good

Manufacturing Practices (GMP) and Good Clinical Practices (GCP).

She also shed light on the challenges and benefits of harmonization.




Students learned about the rigorous standards that companies must adhere to for ensuring

product quality and patient safety.

She also discussed about the skills and courses that students need to acquire during their college

studies. Students found the session very informative and interactive.
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