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Dear Staff and Students,
We are pleased to inform you that the Department of Pharmaceutical
Quality Assurance is organizing an International seminar on the topic

“Drug Development from a Product Quality and Clinical
- Pharmacology Perspective.”

The lecture will be delivered by Dr. Rajendra Uppoor, Senior review
Chemist (Retd), CDER, USFDA and Dr. Ramana S Uppoor, Deputy
Division Director, CDER, USFDA who has extensive experience in
Reviewing and recommendations in FDA Decisions over 1500+ Drug
applications.

Venue: College Auditorium
Date: 31/12/2025
Time: 11:30 A.M.

All faculty members, M. Pharmacy, B. Pharmacy, and Pharm.D
students are cordially invited to attend the seminar. ;
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PRINCIPAL i UGC Autonomous Institution
Sargiin Naidu Vanila Pharmacy Maha ‘Jaayalaﬁg (Co-Ed) ¥ Tamaka Sadune AT
UGC Autonomous Institution

Vijayapuri Colony; Tarnake, Secunderabad-5C0 17

H.No. 12-5-31 & 32, Vijayapuri Colony, Tarnaka, Secunderabad - 500 017. Telangana, INDIA.
Phone : 040-27002221, Mobile : 92480 77972
e-mail ; principal@snvpharmacycollege.com www.snvpharmacycollege.com
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Teaching Staff

30.12.2025

“Drug Development from a Product Quality and Clinical Pharmacology

Perspective”

SL.No Faculty Name Designation Signature
1 [Dr.N.Srinivas Professor & Director VAl "—Lé‘w
2 |Dr.T.Mamatha Professor & Principal
3 Dr.B.Haarika Professor & Vice-Principal .

4 |Dr.S.Hemalatha Professor & HOD
5 |Dr.S.Anuradha Bai Professor & HOD ﬁ 3
6 |Dr.T.Venu Professor & HOD (s
7 |Dr.Vivek Sagar Professor & HOD 7]
8 |Dr. B. Chandra Shekar Professor & HOD
Reddy | W
9 |Smt.R.V.S.Latha Sree Associate Professor Vo
10 |Dr.K.Neelima Associate Professor [
11 |Dr.B. Siva Jyothi Associate Professor 4
12 |Dr. M.Swetha Associate Professor o=y
13 '|Dr. S.Rohini Reddy Associate Professor M/
14 [Dr. CH.Shanthi Priya Associate Professor 8
15 |Dr.K.Vinutha Associate Professor B~ I—
16 |Dr. K.R.V.S. Chaitanya Associate Professor A~
17 |Dr. M. Sreekanth Associate Professor & HOD [
18 |Dr. P. Ravi Kumar Associate Professor & HOD )Q : "*L,%’Q::ﬂ_
Jots = -
19 |Mrs. K. Geethanjali Associate Professor F 3
20 |Dr.Leemol Shaju Sr. Assistant Professor (‘}N\,//;
21 |[Smt.G.Srilalitha Assistant Professor W
22 |Dr.Ch.Bhargavi Assistant Professor P
23 [Smt.N.Indira Rani Assistant Professor Sndios
24 |Smt.S.Muni Sireesha Assistant Professor 'Qx,é"‘?/
25 |Smt. P.M.Sameera Assistant Professor s
26 |Dr. R.Prasanthi Assistant Professor —_—
27 .|Ms.S.Divya Assistant Professor 0
28 |Dr.Akaram Sujala Assistant Professor (@.
29 |Smt.Azmeer Jyothi Assistant Professor =L
30 |Smt.P.Kavitha Babu Rao Assistant Professor
31 |[Mrs. A.Shailaja Assistant Professor A
32 |Mrs.Jutta Swathi Assistant Professor e
33 |Dr Jithender Assistant Professor —
34 |Dr. V. Santhoshini Assistant Professor e
35 |Dr. Hadiya Iram Assistant Professor _Nedhde
36 |Ms. P. Sri Varsha Assistant Professor N
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Co-Ordinators Presided by
Dr. S. Anuradha Bal Dr.B. Prabha Shankar
Dr. B. Siva Jyothi Chairman, SNVPMV

Dr. B. Haarika Dr. T. Mmamatha Dr. N. Srinivas Sri B. Hanumanth Rao
Vvice - Principal Pfincipal Director Hoﬂ-..ef.m

Comprehensive Report on Drug Development from a
Product Quality and Clinical Pharmacology Perspective

31st December 2025 | 11.30 A.M. onwards

Organized by: Sarojini Naidu Vanita Pharmacy Maha Vidyalaya (SNVPMV),
Hyderabad

AN INTERNATIONAL SEMINAR

Venue: SNVPMV Auditorium.
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The programme commenced at 11:30 PM at the SNVPMV Auditorium. The session was
anchored by Ms. Deekshitha and Ms. Bhavya and was supported by student volunteers from
M. Pharmacy | Semester (Department of Pharmaceutical Quality Assurance). The program
commenced with the invitation of dignitaries onto the dais. The anchors warmly welcomed
the dignitaries onto the dais in the following order. Sri V. Pradyumna, General secretary IPA-
TS, Governing Body Member of SNVPMV, Mr. K. Ram Prasad Reddy, IPA, Dr. Rajedra
Uppoor, Sr Review Chemist (Retd.) CDER, USFDA, Dr. Ramana S. Uppoor Deputy Division
Director, CDER Dr. N. Srinivas, Director, Dr. T. Mamatha, Principal, Dr. B. Haarika, Vice
Principal and Dr. S. Anuradha, Professor & HOD of Pharmaceutical Quality Assurance. This
was followed by the presentation of eco-friendly greetings to the esteemed guest speakers as a

mark of respect and a commitment to sustainability.

The ceremony began with the lighting of the lamp, followed by a prayer song rendered by
Ms. Tanmai and her team, symbolizing the commencement of the programme on Drug
Development from a Product Quality and Clinical Pharmacology Perspective. The devotional
song created a serene and auspicious atmosphere.

Sri V. Pradyumna general secretary of IPA-TS, Governing Body Members of SNVPMV
emphasized the importance of regulatory science, quality assurance, and clinical
pharmacology in contemporary drug development. The welcome address highlighted the
relevance of such academic-industry interactions in enhancing student competence and

professional readiness

Dr. N. Srinivas, Director, addressed and give information and introduction about an
international program
Technical Session -1
Dr. B. Haarika, Vice Principal, give introduction about Dr. Rajendra Uppoor senior review
chemist (Retd), CDER,USFDA :
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Dr. Rajendra Uppoor give information about Drug discovery to drug produc Involves development
(manufacturing, pre-formulation) pre-clinical & clinical studies IND approval Phase I, I, 1l NDA/BLA
— marketing (post-approval 1V/Phase 1V) core principles: QbD (Quality by Design): safety & efficacy
focus No drug without ADR (Adverse Drug Reaction) monitoring.Dosage forms & administration:Types
of dosage forms and their components.Solid oral, liquid & semi-solid forms.Routes of
administration.Quality concepts: Widely accepted definitions for drug substance, excipients,
APIRegulatory standards: ICH 07 (GMP), 1SO 9000-2000, ASO.Regulatory terms:DME (Drug Master
File) for manufacturing details.He also explained Generic drug: requirements linked to USFDA
guidelinesPatent & Exclusivity: The generic drug must not infringe on relevant patents or legal
exclusivities of the reference listed drug (RLD, i.e., the brand-name drug).Pharmaceutical Equivalence:
The generic is "pharmaceutically equivalent” to the RLD, meaning it contains the same active ingredient in
the same amount. Bioequivalence studies he manufacturer must demonstrate that the generic drug
produces the same therapeutic effect in the body as the brand-name drug, implying comparable absorption
and distribution (bioequivalence).inactive Ingredients: The inactive (excipient) ingredients may differ,
provided they do not affect the drug's stability or performance. Drug Delivery brand.Labeling regulation
by the U.S. Food and Drug Administration (FDA) A fundamental requirement of a drug product is that it
delivers the expected clinical performance as demonstrated in these studies.Safety and Absence of
ContaminantCompendial Standards (USP-NF) the United States Pharmacopeia—National Formulary
(USP-NF) He spoked about Regulatory Specification Pharmaceutical products Reference Listed Drug
(RLD) The Common Technical Document (CTD) and International Council for Harmonisation (ICH)
During the interactive session, Dr. Rajendra addressed and clarified the questions raised by Dr. T.
Mamatha, Dr. N. Srinivas, Sri Ram Prasad Reddy, and a few students

Technical Session -11

Dr. T. Mamatha, Principal of SNVPMV, gave the introduction by presenting a brief profile of Dr.
Ramana S. Uppoor, Deputy Division Director, CDER, USFDA

Dr. Ramana S. Uppoor, began session about Clinical pharmacology is a vital translational
science that bridges basic pharmacological research and patient care. It focuses on understanding

how drugs interact with the human body, ensuring optimal efficacy and safety
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. Mam gives information about the spectrum of clinical trials, principles of pharmacokinetics
(PK) and pharmacodynamics (PD), PK—PD relationships, and their importance in drug
development and therapeutic decision-making. Clinical Trials Spectru Phase | Trials Phase 11
Trials Phase 111 Trials Phase IV Trial Bioequivalence trials, which ensure therapeutic equivalence
between generic and reference products Clinical Pharmacology: Concept and Scope Clinical
pharmacology Drug response may be influenced by Intrinsic factors: age, gender, genetics, organ
function Extrinsic factors: diet, concomitant drugs, lifestyle Pharmacokinetics
(PK)Pharmacokinetics describes what the body does to the drug, encompassing

She talked about PK analysis provides measures of drug exposure, such as: Cmax (peak plasma
concentration) AUC (Area Under the Curve), representing total systemic exposure PK also
accounts for variability due to drug interactions and physiological differences among individuals
Pharmacodynamics (PD)Pharmacodynamics explains what the drug does to the body. It includes:
Desired and undesired effects Biomarkers Surrogate and clinical endpoints PD provides
information about drug response, including: Emax (maximum effect) EC50 (drug concentration
producing 50% of maximal effect) PK—PD Relationships

Interaction session:

During the interactive session, the Principal, Dr. T. Mamatha, raised questions regarding the
approval of biosimilars by the USFDA and the utilization of artificial intelligence in drug
development. The Director enquired about the Indian regulatory approval process.

Dr. Ramana S. Uppoor clearly explained and addressed all the queries.

Felicitation program: Sri V. Pradyumna felicitated Dr. Rajendra Uppoor and Dr. T. Mamatha,
Principal, SNVPMV. Sri Ramprasad Reddy garu felicitated Dr. Ramana S. Uppoor, The Vice
Principal, Dr. B. Harika, along with Dr. S. Anuradha, Head, Department of Pharmaceutical
Quality Assurance, and Dr. B. Siva Jyothi, also joined in felicitating the guest speakers.

Dr. S. Anuradha, Head, Department of Pharmaceutical Quality Assurance, proposed the vote of
thanks.
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Participation Statistics: Nearly 200 + students of various programs, and Faculty
B.Pharmacy, PharmD, M. Pharmacy demonstrating strong engagement and awareness
interest.

The Department of Pharmaceutical Quality Assurance expresses its sincere gratitude to the
guest speakers, Dr. Rajendra Uppoor, Senior Review Chemist (Retd.), CDER, USFDA, and Dr.
Ramana S. Uppoor, Deputy Division Director, CDER, USFDA. The department also extends its
gratitude to the College Management for their constant encouragement and support in organizing
the programme, as well as to the HODs, Faculty Members, faculty Co Ordinators Dr. S.
Anuradha, Dr. B. Siva Jyothi, Student VVolunteers M. Pharmacy | years (PQA), All participating
students, for their active involvement and enthusiasm.

Conclusion

The presentations highlight key aspects of pharmaceutical development and regulation, focusing
on quality attributes, generic drug requirements, and CTD submission formats. Understanding
these elements ensures compliance with regulatory standards and successful drug product

development.

Impact:

The international conference had a significant impact on both students and faculty. The presence
of high-profile yet down-to-earth speakers greatly inspired the participants. Their sessions were
highly impactful and closely aligned with the academic syllabus, enabling students to easily
connect with the topics discussed. The students showed keen interest and enthusiasm in learning
about the speakers’ professional experiences at the USFDA. The simplicity, approachability, and
clarity of the speakers left a lasting impression. Both faculty members and students gained
valuable insights and inspiration from the speakers’ professional journeys, personal lives, and
disciplined lifestyles. Their consistent academic excellence, including achievements as gold
medalists and top rankers, served as strong motivation for all attendees. Overall, the conference
created a profound and lasting impact, motivating students towards academic excellence and

professional growth.
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Participation Statistics: Nearly 200+ students and faculty members from B.Pharmacy, Pharm.D,
and M. Pharmacy programs actively participated in the program, demonstrating strong

engagement, awareness, and keen academic interest.

Outcome: The seminar provided students and faculty with valuable insights into drug development,
product quality, and clinical pharmacology, directly linking theory to real-world applications. Participants
gained a better understanding of regulatory processes, including USFDA approvals, biosimilars, and the
use of artificial intelligence in drug development. Interaction with distinguished speakers inspired
students to pursue excellence in academics, research, and professional careers. The seminar also
motivated faculty and students to adopt best practices, cultivate a global perspective, and develop a

proactive approach towards lifelong learning and
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Date: 31.12.2025

SARO.JINI NAIDU VANITA PHARMACY MAHA VIDYALAYA (Co-Ed)

(Sponsored by the Exhibition Society), Tarmaka Secunderabad

Affiliated to Osmania University, Approved by PCI New Delhi

B.Pharmacy Course Accredited by NBA, Accredited A+ Grade by NAAC

Topic: “Drug Development From A Product Quality And Clinical Pharmacology Perspective”

ORGANIZED BY DEPARTMENT OF PHARMACEUTICAL QUALITY ASSURANCE
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