JKK MUNIRAJAH INSTITUTE OF HEALTH SCIENCES
COLLEGE OF PHARMACY

4 { Approved by Tamil Nadu Govt. & Pharmacy Council of India - New Delhi, Affiliated to The Tamil Nadu Dr. M.G.R Medical University, Chennai )
S Thookanaickenpalayam, Gobichettipalayam (TK), Erode (DT) - 638506, Tamil Nadu.

21.11 .2022
CIRCULAR

This is to inform all students and faculties that the Department of Pharmaceutics is Organizing a

Two days workshop on “Pharmaceutical Regulatory Affairs and Compliance” to be held on 25/11/2022
and 26/11/2022, 10.00 AM at seminar hall.

Resource Person:

DR. K. S. JAGANATHAN, Ph. D,

DY. Director,

Serum Institute of India Pvt. Ltd, Pune.

&

DR. M. GNANAVEL M. Pharm, Ph. D,

Scientist-I1

Apex Laboratories Private Limited, R&D Centre, Sriperumbudur.

Interested staff and students are directed to enroll through event co-ordinator

Mr. K. Raja, M. Pharm., W/
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Department of Pharmaceutics

Two days Workshop on Pharmaceutical Regulatory Affairs and Compliance
RESOURCE PERSON PROFILE

DR. K. S. JAGANATHAN, Ph. D.,
DY. Director,
Serum Institute of India Pvt. Ltd, Pune.

DR. K. S. Jaganathan boasts an impressive career spanning over 20 years in the Bio-Pharma Industry,
encompassing R&D, Manufacturing Technology, and Commercial Production. He currently holds the position of
Dy. Director, directly reporting to the Executive Management at Serum Institute of India. His professional journey
includes a multitude of notable achievements:

¢ Project Management and Leadership: DR. Jaganathan has successfully managed multiple biological and
vaccine projects, playing pivotal roles in developing, optimizing, scaling-up, and validating formulation

~processes for clinical and commercial manufacturing. His strategic planning, budgeting, and project
management skills have contributed to the successful execution of New Vaccine and Life Cycle Management
(LCM) vaccine projects.

e Subject Matter Expertise: He is recognized as a Subject Matter Expert (SME) in Biopharmaceutical
formulation development and Chemistry, Manufacturing, and Controls (CMC) of Vaccine development,
showcasing his proficiency in these critical areas.

® Global Compliance and Quality: DR. Jaganathan's expertise extends to implementing cGMP and quality
systems as per WHO and FDA requirements. His leadership has been instrumental in achieving regulatory
compliance, ensuring product quality, and reducing costs in a matrix organizational setup.

¢ Technical Proficiency: His comprehensive understanding of the Drug Development Process and applicable
guidelines, coupled with his ability to grasp new concepts quickly, makes him a valuable asset in the field.

e Effective Communication: DR. Jaganathan is known for his strong analytical, problem-solving, and

organizational abilities, coupled with exceptional communication skills.

Aol RS0t varcer, DR. Jaganathan has been at the forefront of numerous ground-breaking projects,
%nt and scale-up of COVID-19 vaccines like Covishield and Covovax, which received

bodies such as US-FDA and MHRA.
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He has also contributed signiﬁca.ntly to the formulation and development of various other vaccines, such as
Hexavalent, Pentavalent, Cholera, and Rotavirus vaccines, demonstrating his dedication to global healthcare.

Furthermore, his career has been adorned with prestigious honours and awards, including the Shantha Star of
the Year Platinum award by Sanofi Pasteur, France, and the Bio Asia Innovation Young Scientist Award. He has
excelled in his educational journey, culminating in a Ph.D. in Pharmaceutical Sciences, a post-doctoral fellowship
in Japan, and numerous publications and patents to his name.

DR. K. S. Jaganathan's career is characterized by a relentless pursuit of excellence, strategic leadership, and
a deep commitment to advancing the field of biopharmaceuticals and vaccines. His contributions have left an
indelible mark on the industry, and he continues to inspire and lead by example in the global pharmaceutical

landscape.

DR. M. GNANAVEL M. Pharm, Ph. D.,
Scientist-II, Apex Laboratories Private Limited,
R&D Centre, Sriperumbudur.

DR. M. Gnanavel is an accomplished professional with a strong academic background and extensive
experience in the pharmaceutical industry. He holds a Doctor of Philosophy (Ph.D.) in Pharmacy, specializing
in Quality Assurance, from PRIST University, Thanjavur, Tamilnadu, which he obtained in January 2015.

His commitment to academic excellence is further evident in his Master of Pharmacy (M. Pharmacy) in
Quality Assurance, earned from Annamalai University, Chidambaram, Tamil Nadu, in August 2006. DR.
Gnanavel's educational journey commenced with a Bachelor of Pharmacy degree from Madras Medical
College, affiliated with The TN DR. MGR Medical University, Tamil Nadu, where he achieved a
commendable score of 70.78% in May 2002. Additionally, he has expanded his knowledge through a
Diploma in Drug Law Management from SISI, Government of India.

DR. Gnanavel's professional journey is marked by valuable contributions to the pharmaceutical sector:

perumbudur Taluk, Tamil Nadu, a position he has held since November 2016.

Principal
JKK Munirajah Institute of Heaith Sciences
College of Pharmacy, T.N.Palayam,
obi (Tk), Erode (Dt) - 638 50€




JKK MUNIBAJAH INSTITUTE OF HEALTH SCIENCES
COLLEGE OF PHARMACY

-y ' ( Approved by Tamil Nadu Govt. & Pharmacy Council of India - New Delhi, Affiliated to The Tamil Nadu Dr. M.G.R Medical University, Chennai )
S Thookanaickenpalayam, Gobichettipalayam (TK), Erode (DT) - 638506, Tamil Nadu.

¢ Quality Assurance Expertise: DR. Gnanavel's expertise lies in Quality Assurance, where he has taken
charge of developmental activities and product transfers.

¢ His responsibilities include reviewing and approving process validation protocols and reports for tablets
and capsules, as well as managing the Change Control Program and deviations. He plays a pivotal role in
ensuring compliance with internal and external audits, including ‘regulatory inspections.

¢ Regulatory Experience: DR. Gnanavel has actively participated in and handled numerous regulatory
inspections, including those by MHRA, USFDA, WHO (Geneva), NDA (Uganda), PMPB (Malawi),
TFDA (Tanzania), ANVISA (Brazil), and Indian GMP inspections.

¢ Project Management: He has a strong background in project management, having served as a coordinator
for various departments, including Technology Transfer, Formulation Development, Engineering, Utility,
Production (Qualification and Master Batch Records), and Packing Development. His contribution
extends to coordinating with the Regulatory department for various documentation activities.

* Leadership Roles: DR. Gnanavel is known for his leadership capabilities, both as an effective team player
and as a logical thinker with a positive attitude. He has actively contributed to internal training programs
and served as an Executive Council Member of the Pondicherry Pharmacy Council from September 2013
to September 2018.

DR. M. Gnanavel's profile is a testament to his dedication to pharmaceutical quality assurance and
his ability to excel in a range of roles within the industry. His strong educational foundation, coupled with

his practical expertise, makes him a valuable asset in the pharmaceutigal and quality assurance domains.
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REPORT ON THE SEMINAR

Title: Pharmaceutical Regulatory Affairs and Compliance

Date: 25/11/2022 - 26/11/2022

Resource Person: DR. K. S. JAGANATHAN, Ph. D., & DR. M. GNANAVEL M. Pharm, Ph. D,
Event Coordinator: Mr. K. Raja, M. Pharm.,

Total Participant(s): 113

Description of the program:
The Pharmaceutical Regulatory Affairs and Compliance program is a pivotal educational endeavour

poised to unravel the intricacies of regulatory frameworks and compliance standards within the
pharmaceutical industry. Set to take place on 25/11/2022 to 26/11/2022, this program is thoughtfully designed
to empower participants with the knowledge and expertise needed to navigate the complex landscape of
pharmaceutical regulations. Orchestrated by adept coordinator Mr. K. Raja, M. Pharm., this program
assembles a cohort of industry professionals to delve into the realm of regulatory affairs under the guidance

of distinguished resource person DR. K. S. Jaganathan, Ph. D., and DR. M. Gnanavel M. Pharm, Ph.D.,

Program Qutcome:

Engagement in the Pharmaceutical Regulatory Affairs and Compliance program promises participants
a spectrum of invaluable outcomes, including:
Regulatory Proficiency: Attain a comprehensive grasp of pharmaceutical regulatory frameworks, guidelines,
and protocols at local, national, and international levels, ensuring adherence to stringent regulatory
requirements.
Quality Assurance Excellence: Acquire insights into establishing and maintaining pharmaceutical quality
systems that align with regulatory standards, fostering a culture of quality and compliance within
organizations.
Product Lifecycle Management: Develop a profound understanding of the regulatory considerations
spanning the entire product lifecycle, from research and development to post-market surveillance and
vigilance.

Risk Mitigation Strategies: Cultivate the ability to identify, assess, and mitigate regulatory risks and

challenges, enabling pargict navigate potential obstacles while ensuring product safety and efficacy.
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Global Market Access: Explore strategies for obtaining and maintaining market approvals and certifications
across international borders, facilitating the global distribution of pharmaceutical products.

Effective Communication Skills: Hone communication prowess for interactions with regulatory agencies,
stakeholders, and cross-functional teams, facilitating seamless compliance-related discourse and fostering
productive relationships.

Coordinator Mr. K. Raja, M. Pharm., has meticulously curated the Pharmaceutical Regulatory Affairs and
Compliance program to empower participants with a robust understanding of regulatory intricacies, fostering
a culture of compliance and quality within the pharmaceutical landscape. The guidance of resource persons
DR. K. S. Jaganathan, Ph. D., and DR. M. Gnanavel M. Pharm, Ph. D., an accomplished expert in the field,
will illuminate the nuanced aspects of regulatory affairs, bridging theory with practical application through
engaging discussions and real-world scenarios.

This program stands as a beacon of opportunity for participants to immerse themselves in the world of
pharmaceutical regulations and compliance, equipping them to uphold the highest standards of quality, safety,

and ethics while navigating the dynamic regulatory environment.
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Two days Workshop on Pharmaceutical Regulatory Affairs and Compliance

Photos of the Programme

GIIWRPHX Tamil Nadu Inglla

Latitudes $1.519033889122676
Longitude: 77,39639237523079

Date: 25 Nov 2022
Times 11:00 AM

Two days Workshop on Pharmaceutical Regulatory Affairs
and Compliance on 25/11/2022 at Seminar Hall.
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L ongitude: 77.3966632783413

Date: 26 Nov 2022
Tie: 11:20 AM

; Two days Workshop on Pharmaceutical Regulatory Affairs

and Compliance on 25/11/2022 at Seminar Hall, %/ >

Principal
JKK Muntrajah Institute of Pea!‘h Sclences
College of Pharmacy, T N.F ..aygnz.
Gobi (TK), Erode (Dt) - 638 506



JKK MUNIRAJAH INSTITUTE OF HEALTH SCIENCES
COLLEGE OF PHARMACY

{ Approved by Tamil Nadu Govt. & Pharmacy Council of India - New Delhi, Affiliated to The Tamil Nadu Dr. M.G.B Medical University, Chennai }
Thookanaickenpalayam, Gobichettipalayam (TK), Erode {DT) - 838508, Tamil Nadu.

PHARMACEUTICAL REGULATORY AFFAIRS AND COMPLIANCE
Participants List

Resource Persons: DR. K. S. JAGANATHAN, Ph. D,
DR. M. GNANAVEL M. Pharm, Ph. D.,
Date: 25/11/2022 and 26/11/2022
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