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Organizes
National Conference (Online)
on
Application of QbD in Pharmaceutical Research
on
Tuesday, 23" May 2023
Schedule

Inauguration 10.30 AM - 11.00 AM
Preamble of the Conference |2+ Parimal P. Katolkar 10.35 AM-10.40 AM

Coordinator i '
Welcome Address Dr. Jagdish R. Baheti 10.40 AM — 10.45 AM

Principal and Convener

Dr. Swaroop Lahoti "

Vice-President, APTI (MS-Branch) 1A ams 22t
Address by APTI Office Dr. Rakesh Somani _
Bearers President APTI (MS-Branch) e

Dr. Milind Umekar

Presdent APTI (India) 108
Plenary Session I
Dr. Sunil Gupta Title: Application of QbD in =
Soesene ‘ Pharmaceutical Analysis 1100 AN = 1eA0 bi

chool of Pharmacy

Mangalayatam University, Aligarh (UP).
Break 12.30 PM - 01.00 PM
Plenary Session II i ™ i
Dr. Alok Sharma Title: Application of QbD in Herbal 01.00 PM — 02.30 PM
Professor and Head Extraction 5 "
Department of Pharmacognosy,
MIET, Meerut.
Planery Session III
Dr. Vineet Rai Title: Application of QbD in Phar-
gcrnzf}‘l;:ll‘;::a:‘;?zgft:nml Sciences maceUticaI PrOdUCt Development 02.30 a 4.00 PM
Siulla O Anusandhan l'n;vcrsil;
Bhubaneshwar (Odisha).
Vote of Thanks Dr. Pankaj Dhapke 04.00 PM — 04.15 PM

Note:

Certificate will be issued after filling the feedback form within 3 days.

Kindly post your queries on You Tube comment Box; they will be address after scrutiny from organizer by the speakers
during running session.



Conference Report

Introduction

Events around the world over the last few decades have emphasized the need for more detail
elaborations on Applications of QbD in Pharmaceutical Research. QbD is a cost and time efficient
approach in design and manufacturing, with DoE, risk assessment, and PAT as its tools to achieve a
better understanding on the materials and processes, which make the QbD available and feasible to the

pharmaceutical field.

One of the main benefits of using the QbD approach is that it gives the manufacturing team a clear
understanding of the process parameters and how they work together. By doing so, it reduces the

likelihood of unexpected reasons causing batch failure.

The purpose of pharmaceutical quality assurance is to ensure that the medication being manufactured
will provide the desired effect to the patient. Quality assurance also guarantees that there are no
contaminants present and that the medications will meet quality requirements and all relevant

regulations.
The Program

To create awareness amongst pharma professionals including students, researchers, academicians,
industry persons etc about the Application of QbD, Kamla Nehru College of Pharmacy organized this
national conference in collaboration with Association of Pharmaceutical Teachers of India (Maharashtra

Branch) in online mode.

The Conference aimed at bringing the views of experts, researchers, academia and students to the
forefront, with the purpose of creating substantial positive change in the Pharmaceutical industries

regarding QbD.
Participation

The conference witnessed a participation of nearly 200 delegates including academicians and students
from various Institutions around the country. The Conference created a lot of excitement in the research

fraternity which was reflected in the form of interactive questions from the participants.



Inaugural Session

Dr. Milind Umekar, President APTI (Central) inaugurated the Conference, with Dr. Rakesh Somani,
President APTI (Maharashtra Branch) and Dr. Swaroop Lahoti, Vice President APTI (Maharashtra
Branch). Dr. Umekar Highlighted the achievement of APTI in small span of time and focused on
collection of data of all teachers of pharmacy from country and explain the future plans for benefits of
teachers. . Dr. Somani enlighted the various events organized by APTI Maharashtra branch and active
participants of all stake holders. Dr. Lahoti explains how concepts of QbD can be apply in real life to live
life happily. Principal and Convener Dr. Jagdish Baheti welcomed the dignitaries and greeted one and all
and expresses thanks for giving opportunity to conduct this conference. Dr. Parimal Katolkar,
Coordinator of the conference presented the theme of the conference in a lucid manner for the
understanding of the audience. Anchoring was done by Prof. Disha Dhabarde and vote of thanks was

given by Dr. Pankaj Dhapke
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Session —I|

Soon after the Inaugural session, the first technical session on “Applications of QbD in Pharmaceutical
analysis” began. The Keynote Speaker for this session was Dr. Sunil Gupta, Professor, School of
Pharmacy, Mangalyatan University, Aligarh, U.P. The moderator for this session was Prof. Kavita Pandey,
she briefly introduced the speaker. Dr. Gupta gave a brief overview about the basics of QbD and
elaborates on applications of QbD in Pharmaceutical Formulation by giving more emphasis on Analytical
QbD. He describes how combining a focus on process understanding with a structured risk-assessment
process can help develop control strategies that enhance process robustness. Similar concepts are also
discussed in ICH Q8 Pharmaceutical Development and International Conference on Harmonization (ICH)
Q9 Quality Risk Management. He also explains how the principles of QbD being developed for
manufacturing processes can equally well be applied to ensure that analytical tests methods and

process analytical technology (PAT) are robust, as defined by ICH Q2(R1).
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Session-ll

The Second technical session was on “Application of QbD in Herbal Extraction” The key note speaker for
the session was Dr. Alok Sharma, Professor & Head, Department of Pharmacognosy, MIET, Meerut, U.P.
The moderator for this session was Dr. Mahendra Gunde, he briefly introduced the speaker. Dr. Sharma
introduced the topic for the session by explaining the application of QbD in extraction of
phytoconstituents from plant materials. He further explains the concepts by giving his research case
study examples like extraction of gallic acids from Amla fruit. He endeavors to highlight the applications
of QbD in improving extraction process of potent bioactives from medicinal plants using modern

extraction techniques. The objective, in a nutshell, is to show the real utility of systematic QbD tools for

extraction processes of varied kinds with minimal expenditure of time, cost and other resources.

A Alok Sharma is presenting
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Session-lll

The Third technical session was on “Application of QbD in Pharmaceutical Product Development ” The
Keynote Speaker for this session was Dr. Vineet Kumar Rai, Scientist DBT Builder Project, School of
Pharmaceutical Sciences, Siksha O Anusandhan University, Bhubaneshwar, Orissa. The moderator for
this session was Dr. Nitin Padole, he briefly introduced the speaker. Dr. Rai enlightened the participants
with the importance of QbD in Pharmaceutical Product Development by explaining various parameters
which affects the QbD. He emphasized the principles and applications of QbD in pharmaceutical

development in their guidance for the industry.

He explain key elements of QbD viz., target product quality profile, critical quality attributes, risk
assessments, design space, control strategy, product lifecycle management, and continual improvement
are discussed to understand the performance of dosage forms within design space. Design of
experiments, risk assessment tools, and process analytical technology are also discussed for their role in
QbD. His talk underlines the importance of QbD in inculcating science-based approach in pharmaceutical

product development.
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The Conference ended with these probable outcomes and conclusions:

e The conference was highly applauded for bringing together great minds from different fields of
QbD. Their views and discussions made the audience see how application of QbD is important in
Pharmaceutical industry.

e There was also an emphasis, especially in the plenary session discussions, to make the audience
realise how the whole idea of QbD is changing with the changing perception of Pharmaceutical
industry worldwide.

e The conference also provided an active platform to discussions on the user centric nature of
QbD that apparently becomes a cost effective medium for Pharmaceutical industry.

e The Conference has shown the way as to what can be achieved through such events that are
supported by organizations like APTI and have the active participations from students and

academics.



