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Seminar on Quality Risk Management in Pharmaceutical Industries

Date: 01-09-2026

Time: 2:30 PM onwards ; . ' ' :
Venue: SNVPMV Seminar Hall

Participants: M. Pharmacy Students and Teaching Staff

This is to inform all M. Pharmacy students and teaching staff that the Department of Pharmaceutical Quality
Assurance is organizing a seminar on “Quality Risk Management in Pharmaceutical Industries” on 01st

September 2026 at 2:30 PM onwards at the SNVPMV Seminar Hall
Speaker

Dr. Rajan Kombu Subramanian
Co-Founder and Principal Consultant Medi Pharm Assist Solutions, Hyderabad

I'he seminar is organized to provide participants with an understanding of the importance, principles, and
practical application of Quality Risk Management (QRM) in the pharmaceutical industry.

Topics to be Covered:

Basic concepts and principles of Quality Risk Managemeint (QRM), Risk identification and assessment, Risk
control and mitigation, QRM in Pharmaceutical Quality Systems and GMP, QRM: for pmduct quality and
patient safety, Industry practices and practical examples

Obiectives
l. To understand the basic principles and importance of QRM.
2. To familiarize participants with risk identification, assessment, and control.
3. To create awareness about product quality, patient safety, and regulatory compliance.
4. To provide industry-oriented knowledge on QRM practices.
Expected Impact: The session will enable participants to:

* Understand the importance and practical application of QRM in the pharmaceutical industry.
Understand the role of risk-control measures in maintaining product quality and patient safety. Relate
theoretical knowledge to practical pharmaceutical industry practices. Enhance professional Lnnwiedue
and industry readiness.

All M. Pharmacy students and teaching staff are requested to attend the seminar and actively participate in the
programme.
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Teachlgg Staff

Faculty Name

Designation

S:gnature

Dr. N. Srinivas

Director & (CAA & P)

2 |Dr.B.Haarika Professor & Principal Ay—

3 |Dr. K. Neelima Professor & Vice-Principal |
4 |Dr.S.Hemalatha Professor & HOD

S |Dr.S.Anuradha Bai Professor & HOD

6 |Dr.T. Mamatha Professor

7 |Dr.T. Venu Professor & HOD

8 |Dr. P. Vivek Sagar Professor & HOD

9 |Dr. B. Chandra Shekar Reddy Professor & HOD

10 |Dr. G. Ramya Balav Prabha Professor & HOD

11 |Dr. K. Shravan Kumar Professor

12 |Smt. R.V.S.Latha Sree As,sucia_teé Professor

13 . |Mrs. K. Geethanjali Associate Professor

14 |[Dr. B. Siva Jyothi Associate Professor

15 |Dr. K. Vinutha = Associate Professor

16 |Dr. M._Sreekanth Associate Professor

17 |Dr. K.R\V.S. Chaitanya  [Associate Professor

18 |Dr. P. Ravi Kumar Assuciat_e-l_jrufessnr & HOD

19 |[Dr.T. Vani Assnciatﬁmfessnr
20 Dr. M. Swetha Associate Professor & HOD

21 |Dr. Leemol Shaju Sr. Assistg_nt Professor %

22 |Dr. Ch. Bhargavi N Assistant Professor & ACOE

23 |Dr. S. Munisireesha Assistant Professor & COE %
24 |Smt. N. Indira Rani Assistant mee:s._s;r A
25 |Smt. P. M. Sameera Assistant Professor
26 |Ms. S, Divya - Assistant Professor - %
27 |Dr. Akaram Sujala Assistant Professor -

28 |Smt. Azmeera Jyothi Assistant Professor . ﬂ;

29 |Smt. P.Kavitha Babu Rao Assistant Professor Lp—_fﬂ,l_
30 |Mrs. A. Shailaja Assistant Professor

31 |Dr Jithender Aséiﬂ_ant Professor m

32 |Dr. V. Santhoshini Assis;gnt Professor

33 |Ms. P. Sri Varsha Assistant Professor \@

34 ([Mrs. J, Sarika Assistant Professor - o

35 |[Mr. D. Suresh Assistant Professor Tl I
36 |[Mr. K. Sandeep Assistant Professor _@:
37 |Mrs. Ritu Jain Assistant Professor /@M
38 |Mrs. J. Sunayana Assistant Professor N ﬁ/

39 |[Ms. N. Rojaramani Assistant Professor

40 |Smt. Saloni ' Assistant Professor %
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AWARENESS SESSION

on

«Quality Risk Management in Pharmaceutical Industries”

Speaker: Dr. Rajan Kombu Suhrnmnninn, Co-Founder and Principal Consultant,
MedilPharm Assist Solutions, Hyderabad.
Organized by
Pharmacentical Quality Assurance

Date : 1.September.2026(Tuesday) Time : 2:30PM onwards

I. The topic is highly relevant to the pharmaceutical industry, where effective Quality Risk
Management (QRM) is essential for ensuring the quality, safety, efficacy, and consistency of

pharmaceutical products. It plays a key role in identifying, evaluating, controlling, and

monitoring risks associated with pharmaceutical manufacturing and quality systems.

The seminar addresses current industry and regulatory requirements, particularly the

increasing emphasis on risk-based approaches in pharmaceutical quality management. It aims

to provide participants with an understanding of QRM principles, risk assessment
methodologies, 1isk control, risk communication, and risk review in pharmaceutical
operations.

The target participants include B.Pharnr students, teaching staff,; and other members of the

institution interested in pharmaceutical quality and regulatory practices. The seminar is

intended to enhance participants™ understanding of quality risk management and its practical
application in the pharmaceutical industry. Approximately 200 participants are expected to
benefit.

4, The seminar is scheduled as per the Institutional Calendar on 1.9.2026 from 2:30 PM

onwards at the SNVPMV Auditorium. The programme is planned as a focused academic

and professional awareness activity and is not expected to significantly affect the regular
academic schedule.

The resource person will provide practical and industry-oriented insights into Quality Risk

Management, including identification of critical risks, risk assessment, mitigation strategies,

and continuous monitoring. The session is expected to help participants relate theoretical

concepts to real-world pharmaceutical quality systems.

6. The seminar aims to create awareness about the principles and importance of Quality Risk
Management, explain various risk assessment and management tools, familiarize participants
with risk-based decision-making in pharmaceutical quality systems, and provide practical
knowledge on identifying, evaluating, controlling, and reviewing quaiity-related risks.

7. The programme will help participants understand the importance of QRM in maintaining
consistent product quality and patient safety. It will enhance their knowledge of risk
identification, assessment, mitigation, and monitoring and strengthen their understanding of
industry practices and regulatory expectations related to pharmaceutical quality management.

8. A brief one-page report of the seminar will be submitted to the Vice-Principal for institutional
documentation and record.

Vice-Principal Principal Organising Coordinator
Dr. K. Neelima Dr. B. Haarika Department/Committee
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Report on Quality Risk Management in Pharmaceutical Industries
Date of programme: 01-09-2026

Time of programme: 2:30 pm onwards

Venue: SNVPMYV Auditorium

No. of people attended: 55 (M. Pharmacy Students and Teaching Faculty).

A seminar on Quality Risk Management (QRM) in Pharmaceutical Industries was
organized at Sarojini Naidu Vanita Pharmacy Maha Vidyalaya (Co-Ed) on 1* September
2026 at the SNVPMV Auditorium. to provide students with an understanding of the
importance of identifying, assessing, controlling, and monitoring risks associated with
pharmaceutical quality. The session focused on the basic concepts and principles of QRM and
explained how risk-based approaches can be applied in the pharmaceutical industry.

The session was presided over by Dr. B. Prabha Shankar, Chairman, SNVPMYV (Co-Ed).
The seminar was attended by the dignitaries, faculty members, and students. The programme
included the formal inauguration, introduction of the guest, a technical session on QRM, and
an interactive question-and-answer session.

Objectives of the Seminar:
The main objectives of the seminar on Quality Risk Management (QRM) were:

e To introduce the concept and importance of Quality Risk Management in the
pharmaceutical industry.

e To understand the basic principles and steps involved in QRM.
e To explain the process of risk identification, analysis, evaluation, control,
communication, and review.

e To wunderstand the importance of risk-based decision-making i1n maintaining
pharmaceutical quality.

e To familiarize students with the application of QRM i1n areas such as manufacturing,
quality control, validation, change control, deviation management, and CAPA.

e To provide students with practical knowledge that can help them understand quality
assurance activities in the pharmaceutical industry.

e To encourage students to interact with industry/academic experts through the
question-and-answer session.
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Resource Person:

The seminar was graced by Dr. Rajan Kombu Subramanian, Co-Founder and Principal
Consultant, MediPharm Assist Solutions, Hyderabad, who served as the Resource Person and
Guest Speaker for the seminar. With his professional experience and expertise in the
pharmaceutical field, Dr. Rajan Kombu Subramanian provided valuable insights into Quality
Risk Management and its significance in maintaining pharmaceutical product quality and
ensuring patient safety. His participation added considerable value to the programme by
providing students with an opportunity to learn about the practical and industrial aspects of
QRM beyond the theoretical concepts covered 1n the classroom.

The seminar was organized by the Department of Pharmaceutical Quality Assurance with the
objective of providing students with a better understanding of the principles, importance, and
practical applications of Quality Risk Management (QRM) in the pharmaceutical industry.
The programme provided an academic platform for students to gain knowledge from an
experienced professional and to understand how risk-based approaches are applied In
pharmaceutical quality systems.

The formal session continued with the welcome address by the Principal, Dr. B. Haarika, who
welcomed the Resource Person, dignitaries, faculty members, and students to the programme.
The Principal emphasized the importance of seminars and expert interactions in enhancing
students' academic knowledge and developing their understanding of current pharmaceutical
industry practices. Such programmes provide students with an opportunity to interact with
experienced professionals and gain practical knowledge that complements their academic
curriculum.

Following the welcome address, the Resource Person, Dr. Rajan Kombu Subramanian, was
formally introduced to the gathering. His professional designation as Co-Founder and
Principal Consultant of MediPharm Assist Solutions, Hyderabad, was highlighted during the
introduction. The introduction helped the students become familiar with the Resource
Person's professional background and expertise before the commencement of the technical
SESSI0N.

The technical session on Quality Risk Management in Pharmaceutical Industries commenced
thereafter. Dr. Rajan Kombu Subramanian explained the concept of Quality Risk
Management in a simple and understandable manner and discussed its relevance to the
pharmaceutical industry. The session focused on the systematic approach of identifying
potential risks, analysing and

evaluating those risks, implementing appropriate control measures, communicating risk-
related information, and continuously reviewing the effectiveness of the controls. The
Resource Person emphasized that QRM 1s an important component of pharmaceutical quality
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systems because 1t enables organizations to make scientifically sound and risk-based

decisions while keeping patient safety and product quality as the primary considerations.

During the session, the Resource Person also discussed how Quality Risk Management can
be applied to different stages and activities within the pharmaceutical industry. The
importance of identifying potential sources of risk at an early stage was explained, along with
the need to assess the severity and likelithood of risks and implement appropriate measures to
prevent or minimize their impact. The session helped students understand that QRM 1s not
limited to a single department but can be applied across various pharmaceutical activities,
including manufacturing, quality control, quality assurance, validation, change control,
deviation management, CAPA, equipment management, cleaning processes, raw material
handling, and other quality-related activities.

The speaker further highlighted the importance of adopting a risk-based approach rather than
treating all quality 1ssues in the same manner. He explained that greater attention and
resources should be given to risks that have a higher potential impact on product quality and
patient safety. The discussion also helped students appreciate the role of effective
communication, documentation, teamwork, and periodic review in ensuring the successful
implementation of QRM within a pharmaceutical organization.

The session was highly informative and provided students with both theoretical
understanding and practical perspectives on Quality Risk Management. The examples and
explanations provided by the Resource Person helped bridge the gap between classroom
learning and real-world pharmaceutical practices. The interaction also encouraged students to
think critically about potential risks that can arise during pharmaceutical development and
manufacturing and about the appropriate strategies that can be adopted to control such risks.

An interactive Question and Answer session was conducted. Students actively participated in
the session and raised questions related to Quality Risk Management and its practical
implementation in pharmaceutical industries. The Resource Person responded to the queries
and provided suitable explanations based on his professional experience. The Q&A session
made the seminar more interactive and enabled students to clarify their doubts and gain a
deeper understanding of the subject.

Outcomes of the Seminar:

e After attending the seminar, the participants were able to:

e Understand the fundamental concepts of Quality Risk Management.

e Explain the different stages of the QRM process.

e Differentiate between risk severity, probability of occurrence, and detectability.

¢ Understand how risks can be 1dentified, assessed, controlled, and monitored.

e Recognize the importance of QRM in ensuring product quality and patient safety.

¢ Understand the application of risk management 1n various pharmaceutical quality
systems.
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e Develop awareness of risk-based approaches to pharmaceutical decision-making.

e C(lanfy their doubts and strengthen their understanding through the interactive Q&A
Sess10n.

e Gain knowledge that can be useful for their future academic, research, and
professional activities in Quality Assurance.

e M.Pharm II-Semester students applied QRM procedures and tools in their ongoing
projects, gaining practical experience in risk identification and management. M.Pharm
[-Semester students can utilize the same knowledge in their future research projects.

Student Feedback on the QRM Practice Session

Ms. Deekshitha, M.Pharm II Semester : the session was highly informative and provided a
clear understanding of Quality Risk Management (QRM) through practical demonstration.
She stated that the live example was particularly beneficial for understanding the practical
application of QRM in

future academic and research projects. She also highlighted that the session helped her clearly
understand the role and usefulness of Failure Mode Analysis (FMA) in identifying, assessing,
and managing potential risks.

Ms. Gurram Nikitha, M.Pharm II Semester : the live practical examples made the
concepts of QRM easier to understand and relate to real-world pharmaceutical practices. She
appreciated the hands-on approach to the session and stated that it enhanced her knowledge
of various QRM tools and their applications. She also mentioned that the knowledge gained
would be useful in planning and executing future research projects, particularly for
systematic risk identification, assessment, prioritization, and mitigation.

Overall, the students expressed that the interactive and practical nature of the session
enhanced their understanding of QRM principles and tools. They found the session useful for
developing practical skills that can be applied to their current and future academic, research,
and pharmaceutical industry-related projects.

Conclusion:

Overall, the seminar on “Quality Risk Management in Pharmaceutical Industries” was an
informative and valuable academic programme. The expert lecture delivered by Dr. Rajan
Kombu Subramanian, Co-Founder and Principal Consultant, MediPharm Assist Solutions,
Hyderabad, provided students with valuable insights into the practical importance of QRM 1in
the pharmaceutical sector. The seminar enhanced the participants' understanding of risk
identification, assessment, control, communication, and review and emphasized the
importance of a systematic, science-based, and patient-focused approach to pharmaceutical
quality. The programme successfully provided students with an opportunity to learn from an
industry professional and strengthened their knowledge of Quality Risk Management and its
role 1n ensuring consistent quality and patient safety.\
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VOTE OF THANKS

Dr. S. Anuradha Bai, Professor & Head, Department of Pharmaceutical Quality Assurance,
proposed the Vote of Thanks and expressed her sincere gratitude to the Chairman, Principal,
management, faculty members, and students for their support in making the programme
successful. She conveyed her special thanks to Dr. Rajan Kombu Subramanian, Co-Founder
and Principal Consultant, MediPharm Assist Solutions, Hyderabad, for his valuable and
insightful lecture on Quality Risk Management. She also appreciated the efforts of the faculty
coordmators and the active participation of the M.Pharm Ist and 2nd Year students in the

programme.
Dr. K. Neelima Dr. B. Haarika Dr. S. Anuradha Bai
Vice-Principal Principal Organising Coordinator
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