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Introduction

A one-day workshop was conducted by the Department of Regulatory Affairs to discuss the
regulatory process for post-approval site additions and their impact on product approval and
distribution, focusing on the EU and Vietnam markets. Mr. Teja Alapati, provided insights
into the responsibilities of regulatory affairs professionals, the key regulatory submissions,
best practices for navigating site variation changes and hands on training on.

The key objectives of the workshop were:

e To understand the regulatory framework for site addition variations in the EU and
Vietnam.

e To analyze the impact of post-approval site changes on the market authorization
process in these regions.

e To identify the documentation and procedural requirements for submitting post-
approval site additions.

e To discuss potential challenges and risks when adding a new manufacturing or testing
site after a product has been approved.

e To share best practices for managing post-approval changes while maintaining

compliance with regulatory standards in both regions.
SESSION |

Overview of Regulatory affairs

Regulatory Affairs (RA) is a critical function in the pharmaceutical and healthcare industries
responsible for ensuring compliance with legal and regulatory requirements for drug
development, approval, and marketing. Regulatory professionals liaise with global health

authorities to facilitate smooth product approvals and maintain post-market compliance.

Responsibilities of Regulatory Affairs

e Ensuring compliance with local and international regulations
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o Preparing and submitting regulatory dossiers
o Managing post-approval changes and variations
« Handling regulatory queries and deficiencies

o Coordinating with cross-functional teams to meet regulatory requirements

Regulatory Submission Process

The regulatory submission process involves multiple departments, each playing a crucial role:

Various Departments in Regulatory Affairs

1. Regulatory CMC Initial Submission — Compilation and submission of Chemistry,
Manufacturing, and Controls (CMC) data for new drug applications.

2. Regulatory CMC Post Approval Submission — Managing variations and
amendments to approved products, including site changes.

3. Regulatory Operations — Overseeing submission timelines and regulatory
compliance.

4. Regulatory Publishing — Formatting and publishing regulatory submissions in
electronic formats (eCTD).

5. Regulatory Labelling — Managing updates to product labels, including safety and
usage information.

6. Query Responses and Deficiencies — Addressing questions and concerns from
regulatory authorities.

7. Clinical Regulatory — Handling clinical trial submissions and approvals.

8. Non-Clinical Regulatory — Managing preclinical study data and safety

documentation.

Format of Regulatory Dossier

Regulatory dossiers follow a structured format, typically in eCTD (electronic Common
Technical Document) format, ensuring consistency and compliance across different

regulatory authorities.
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Key Topics Covered in the Workshop

1. Regulatory Requirements for Post-Approval Site Additions
o Overview of EU and Vietnam regulations for manufacturing site changes.
o Documentation and justification requirements for site variations.
2. Impact of Site Variations on Product Approval and Distribution
o Effect of manufacturing site changes on product quality, supply chain, and
regulatory timelines.
o Case studies highlighting regulatory hurdles in site transitions.
3. Strategies for Smooth Market Transition and Compliance
o Best practices in planning and executing site variations.
o Engaging with regulatory authorities for timely approvals.
4. Challenges and Solutions in Adapting to Regulatory Changes
o Common obstacles in securing approvals for site variations.

o Risk mitigation strategies and proactive regulatory engagement.
SESSION I

Session 11 started with hands on experience on Post-Approval Site Addition Variations
and Impact on EU & Vietnam Markets in the afternoon session. The session was highly
interactive, incorporating case studies, practical exercises, and real-world problem-

solving scenarios.

Venue: Computer lab, S.N.V.P.M.V.

Key Learning’s and Practical Applications

1. Regulatory Submissions and Compliance Management

Participants were guided through the entire regulatory submission process, covering:

e Pre-Approval vs. Post-Approval Submissions: Understanding the transition from

initial IND/BLA filings to post-approval lifecycle management.
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e Documentation Best Practices: Learning how to compile convincing Quality
Overall Summaries (QOS) and supporting documents for regulatory acceptance.
e Impact Assessments: Evaluating whether site changes affect critical quality attributes

(CQASs) and regulatory registrations.
2. Managing Site Changes and Consequential Variations
Through case discussions, attendees explored:

e Manufacturing Site Additions and Deletions: How to justify changes in drug
substance (DS) and drug product (DP) sites.

e Process Optimization and Stability Data: Reviewing out-of-specification (OOS)
issues and method modifications.

o Consequential Variations: Understanding secondary changes in specifications,

analytical methods, and equipment upgrades.

3. Hands-on Regulatory Documentation and Submissions

A practical exercise involved drafting post-approval submission documents, including:

e Change Justification Reports
e Updated Impacted Sections for Regulatory Filing
e Compliance Checklists for CBE-0, CBE-30, Type IA/IB, and Type Il variations

4. Challenges in Adapting to Regulatory Changes
Participants worked in teams to solve real-world regulatory challenges, such as:

e Addressing Regulatory Queries and Deficiencies: Crafting structured responses to
regulatory authorities.

e« Overcoming Market-Specific Hurdles: Understanding Vietnam’s unique
requirements compared to EU regulations.

e Ensuring Uninterrupted Product Supply: Strategizing for timely approvals and

compliance with evolving guidelines.
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CONCLUSION

The hands-on experience from the workshop enhanced practical knowledge of post-approval
site addition variations. Attendees gained confidence in regulatory documentation, impact
analysis, and compliance strategies necessary for seamless market transitions in the EU and
Vietnam. The interactive exercises helped bridge theoretical concepts with real-world
regulatory challenges, preparing professionals for effective regulatory submission and
lifecycle management.
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