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	QA Essentials for Pharma and Biopharma Labs
Organized by Center for BioPharma Analysis at Venture Center





	
Gains
	The goal of this workshop is to make participants understand core QA principles, practice industry techniques through activity-based and develop professional skills such as attention to detail, structured problem-solving, and compliance mindset. This will help participants in gaining confidence to apply QA knowledge in real-world industry roles.

	Organized by
	Center for BioPharma Analysis, at Venture Center, Pune

	
Supported by
	· National Biopharma Mission, BIRAC
· Venture Center

	For whom
	Students, Research scholars, Lab Managers/In-charge, Industry professionals working or want to expand their skill set in the area of Quality Assurance. 

	When
	Saturday 29 August 2026 | Time: 9:30 am-5:30 pm

	Where
	Lecture Theatre, Venture Center, 100 NCL Innovation Park, Pune‐411008

	Queries
	Technical: Akhila K | +91-9921169011| akhila@venturecenter.co.in

	





Registration
	 
	Categories
	Fees

	Micro, medium & large companies professionals
	1200/-

	PhD, Post Doctorate Research Scholars with valid ID card 
	1000/-

	Undergraduate, Graduates, Postgraduates with valid ID card
	800/-



 Steps for registration:
· Step 1: Interested participants need to fill in registration form at the following link.
· Register online at: https://forms.gle/jrkR3HJocMMaFTPj6
· Step 2: The registered attendees will get the payment details on their email id post screening of registration details.
· Step 3: Seat will only be confirmed after payment of registration fee.

Note:
· Organizers reserve the right to select participants to optimize the group for better interaction and ensure benefit to as many relevant participants as possible.
· Fees paid is not refundable and non-transferable under any circumstances.
· Registration closes once seats are full or on 26 August 2026 (whichever comes sooner)




	Introduction

	Quality Assurance (QA) ensures reliability, compliance, and trust across industries, especially in biopharma and laboratory sciences. This workshop series introduces QA systems in analytical labs through interactive, activity-based sessions. Participants gain practical skills in documentation and root cause analysis, building confidence to apply QA in real-world scenarios. Emphasizing teamwork and problem-solving, the program prepares students and young professionals for industry-level QA roles, equipping them with both knowledge and a compliance-driven mindset.



	Participants to note the following

	· Course fee is non-refundable and non-transferable
· Course includes tea and lunch at Venture Center
· Please note, the participants will have to arrange for their own travel/local transport and accommodation.
· No sessions will be repeated if a participant is unable to attend due to any reasons.
· Free membership in mailing list to follow-up on workshop and intimation of relevant events/ funding/ opportunities from Venture Center.
· Online Certificate of Participation issued by Venture Center



	Workshop Schedule

	Time
	Session title
	Lead

	9:30   to 10.00
	Registration
	

	10:00 to 10.15
	Welcome and Introduction to Venture Center and CBA
	Akhila K

	10.15 to 11:00
	Introduction to QA practices
· Understanding QA vs. QC vs. QMS, the role of QAU, core GxP pillars, and key global regulatory guidelines.
	Dr. Smita Kale

	11:00 to 11:15
	Tea
	

	11:15 to 12.30
	Good Documentation Practices & SOP preparation 
· Mastering the ALCOA+ framework; and understanding how SOPs are written, reviewed, and approved.
	Pragati Salunkhe

	12.30 to 13.00
	[bookmark: _Hlk233968392]Activity- The SOP Challenge
	

	13:00 to 14:00
	Lunch
	

	14:00 to 15:30
	Deviations, CAPA, Change Control, Audit Management
· Exploring QMS elements, applying Root Cause Analysis tools, and preparing effectively for audits
	Akhila Kottapenta

	15:30 to 15:45
	Tea 
	

	15:45 to 16:15
	Activity- QA Investigation Challenge (Root Cause Analysis), CAPA Writing Exercise 
	Akhila Kottapenta

	16:15 to 17:15
	· Q & A
· Overview of QA career tracks 
· [bookmark: _GoBack]Key Takeaways, interview questions for QA freshers.
	Dr. Smita Kale, Akhila Kottapenta, Pragati Salunkhe

	17:15 onwards
	Closure – Feedback, Certificate distribution
	










	Speaker (in alphabetical order of last name)

	
	 Smita Kale, PhD
 Advisor Bio-incubation, Venture Center

Dr. Smita Kale is a quality systems professional with a Ph.D. in Pharmaceutical Chemistry and extensive experience in quality assurance, analytical laboratories, and innovation ecosystem development. At Venture Center, she serves as an Advisor for Bio-incubation and the Center for BioPharma Analysis (CBA), supporting innovation, analytical services, and startup ecosystem development.
A certified ISO auditor with a Master's degree in Quality Assurance, Dr. Kale has played a key role in establishing and strengthening the Quality Management System (QMS) at CBA. She has extensive hands-on experience in implementing laboratory quality systems in accordance with ISO/IEC 17025 and GLP principles, accreditation requirements, method validation, documentation, internal audits, risk-based quality management, and continuous quality improvement. She is passionate about mentoring students and young professionals in building practical QA competencies for careers in accredited testing laboratories and the biopharmaceutical industry.


	
	 Akhila Kottapenta
 Quality Manager- CBA, Venture Center

Akhila is a postgraduate in Microbiology with over a decade of specialized experience in Quality Control (QC) and Quality Assurance (QA) across the pharmaceutical and biopharmaceutical sectors. Her career reflects a strong command of method validation, Corrective and Preventive Action (CAPA) implementation, and compliance assessments, coupled with extensive exposure to national and international regulatory audits. At Venture Center’s Center for Biopharma Analysis (CBA) facility, she leads QA operations, ensuring that laboratory processes are rigorously aligned with Good Laboratory Practice (GLP) and ISO/IEC 17025 standards. Her role is pivotal in safeguarding scientific integrity and maintaining regulatory excellence within the organization. Akhila has also successfully established 21 CFR Part 11 compliance for analytical equipment at CBA, strengthening data integrity and electronic record management systems. 

	[image: ]
	 Pragati Salunkhe
 Quality Assurance Professional - CBA, Venture Center

Pragati is a Biotechnology postgraduate from Bharati Vidyapeeth University with over four years of specialized experience in Quality Assurance (QA) under Good Manufacturing Practice (GMP) and Good Laboratory Practice (GLP) frameworks within the biopharmaceutical sector. Her career demonstrates a strong foundation in quality management systems (QMS), compliance oversight, and laboratory accreditation processes. At Venture Center’s Center for Biopharma Analysis (CBA) facility, Pragati plays a key role in managing QA activities, ensuring that laboratory operations consistently adhere to GLP and ISO/IEC 17025 standards. Her contributions are integral to maintaining scientific rigor, regulatory compliance, and audit readiness across analytical workflows. Prior to her current role, Pragati was associated with Reliance Life Sciences, where she was actively involved in drug substance production and the implementation of QMS protocols. 







	Organized by
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	Center for   BioPharma   Analysis (CBA) is   an   initiative   of Venture   Center supported   by the National BioPharma Mission, BIRAC (Government of India). The Venture Center is a technology business incubator hosted by CSIR-National Chemical Laboratory, Pune. It is a state- of-art GLP compliant facility with high-end instrumentation and industry-linked personals provides globally acceptable analysis of biopharmaceuticals. It provides open access cutting- edge technologies for Biopharmaceutical Analysis and would emerge as resource center for Characterization of Biopharmaceuticals. The facility aims to cater all academics, small to medium size biosimilar developers through-out the India and the world. For more information,
visit: https://www.venturecenter.co.in/biopharma/



	Supported by
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	Biotechnology Industry Research & Assistance Council (BIRAC) is a new industry‐academia interface and implements its mandate through a wide range of impact initiatives, be it providing access to risk capital through targeted funding, technology transfer, IP management and handholding schemes that help bring innovation excellence to the biotech firms and make them globally competitive. For more information, visit: www.birac.nic.in
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	National Biopharma Mission (NBM) is a Mission of the Government of India approved by the Cabinet for implementation in May 2017. The NBM’s mission is to make India a hub for design and development of novel, affordable and effective biopharmaceutical products and solutions. The NBM has an allocation of US$ 250 million and is jointly funded by the Government of India and the World Bank in equal measure. The NBM is officially known as “An Industry‐Academia Collaborative Mission of Department of Biotechnology (DBT) for Accelerating Early Development for Biopharmaceuticals”; Biotechnology Research Assistance Council (BIRAC) is the implementation partner of the Government of India for the Mission.
For more information: visit: https://birac.nic.in/nbm/
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	Entrepreneurship Development Center (Venture Center) – a CSIR initiative – is a Section 25 company hosted by the National Chemical Laboratory, Pune. Venture Center strives to nucleate and nurture technology and knowledge-based enterprises by leveraging the scientific and engineering competencies of the institutions in the Pune region in India. The Venture Center is a technology business incubator supported by the Department of Science & Technology’s National Science & Technology Entrepreneurship Development Board (DST-NSTEDB). Venture Center’s focuses on technology enterprises offering products and services exploiting scientific expertise in the areas of materials, chemicals and biological sciences & engineering.
For more information, visit: http://www.venturecenter.co.in/
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