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Excellence in inspection readiness:
AWINSA's approach to
pharmacovigilance compliance

BACKGROUND

In the fast-evolving pharmaceutical industry, adherence to
regulatory standards is essential to ensure patient safety
and product efficacy. AWINSA, a leading provider of
compliance solutions, partnered with a US-based
pharmaceutical company to help them successfully navigate
an unexpected FDA inspection. The company, which holds
multiple ANDAs and NDA products, relied on AWINSA's
advanced technology, agile methodologies, and expert
guidance to achieve exemplary results during the
inspection.




ABOUT THE CLIENT

The client is a pioneering pharmaceutical company with a significant presence across the
United States. Known for its innovative research and development in various therapeutic
areas, the company is at the forefront of medical advancements. Their commitment to
innovation and excellence has earned them a reputation as leaders in the pharmaceutical
industry, continually pushing the boundaries of therapeutic innovation.

BUSINESS CHALLENGE

Upon receiving notice of an imminent FDA pharmacovigilance inspection with only a few days to
prepare, the client faced several daunting challenges:

1. Operational Readiness: Ensuring that all pharmacovigilance processes were fully
compliant with regulatory standards, including adverse event reporting, risk management
plans, and safety data management.

2. Resource Allocation: Rapidly mobilizing resources and personnel across different
departments to address various aspects of the inspection preparation.

3. Severe Time Constraints: Organizing and preparing for the inspection within a highly
compressed timeframe, which included updating procedures, training staff, and ensuring
all systems were operational.

4. Documentation Accessibility: Compiling, organizing, and ensuring the accessibility of
scattered and outdated documentation, including standard operating procedures (SOPs),
training records, and safety reports.

BUSINESS SOLUTION

AWINSA implemented a multi-faceted and innovative strategy to ensure the client's inspection
readiness:

1. Immersive Training Programs

e Developed comprehensive training modules tailored to simulate the FDA inspection
environment. These modules covered various inspection scenarios, from routine
queries to in-depth examinations of pharmacovigilance processes.

e Facilitated scenario-based learning and repeated simulations to enhance staff
confidence and preparedness. This approach ensured that personnel were well-versed
in responding to inspector queries and managing the inspection process efficiently.

2. Rapid Gap Analysis

e Conducted an expedited gap analysis to identify areas of non-compliance within the
existing pharmacovigilance systems. This analysis involved a thorough review of
current processes, documentation, and reporting practices.

e Provided real-time insights and actionable recommendations to address identified
gaps.

3. Secure Documentation System

e Implemented a secure, real-time access system for all necessary documents. This
system featured advanced encryption and access controls to ensure the security and
integrity of sensitive information.

e Organized all relevant documents, including safety reports, SOPs, and training records.
This ensured that documents were easily retrievable during the inspection, facilitating
quick and efficient responses to inspector requests.




4. Agile War Room Setup

e Created a dedicated war room to serve as the command center for inspection
preparation and management. This war room was equipped with communication tools,
and real-time tracking systems.

e Enabled seamless coordination and rapid response to inspector requests and queries.
The war room facilitated continuous monitoring of inspection activities, task
assignments, and issue resolution.

5. Expert Coaching and Mock Inspections

e The senior team members shared best practices, strategies for handling inspections,
and insights into common inspector queries.

e  Conducted rigorous mock inspections that closely simulated the actual FDA inspection
process. These mock inspections provided valuable practice, feedback, and
opportunities to refine responses and processes.

RESULTS

AWINSA's innovative approach led to an outstanding inspection outcome, with several notable
achievements:

e Zero Form 483 Observations: The FDA inspection concluded without any Form 483
observations, indicating full compliance with regulatory requirements. This outcome
reflected the effectiveness of AWINSA's preparation strategy and the client's
commitment to regulatory excellence.

o Positive Feedback from Inspectors: FDA inspectors commended the client for
their advanced preparedness, efficient documentation retrieval, and professional
conduct during the inspection. The inspectors noted the seamless coordination and
rapid responses provided by the client's team.

¢ Enhanced Operational Efficiency: The use of immersive training programs, secure
documentation systems, and agile war room setups significantly streamlined processes
and improved overall operational efficiency. These improvements enabled the client
to manage the inspection process smoothly and effectively.

The successful inspection resulted in several long-term benefits for the client:

¢ Regulatory Excellence: The flawless inspection outcome solidified the client's
reputation for regulatory excellence. This success demonstrated the company's
commitment to maintaining high standards of compliance and operational readiness.

¢ Cutting-edge Readiness: The innovative training and preparation methods ensured
that the client's team was exceptionally well-prepared for future inspections. The skills
and knowledge gained from the immersive training programs and mock inspections
enhanced the team's confidence and competence.

¢ Robust Documentation Practices: The implementation of a secure documentation
system established a new standard for efficient document management. The system
ensured that all necessary documents were up to date, organized, and easily
accessible, reducing the risk of non-compliance with future inspections.

By partnering with AWINSA, the client not only met immediate regulatory requirements but also
enhanced their long-term operational readiness and compliance capabilities. The successful inspection
reinforced the client's position as a leader in the pharmaceutical industry and demonstrated their
commitment to regulatory excellence and patient safety.




WHO WE ARE

Planning for a paradigm shift in the delivery of Pharmacovigilance services, AWINSA Life Sciences
provides end to end PV services including in its ambit both clinical trial and post-marketing services.
Manned by people with discernment and an eye for quality, we at AWINSA Life Sciences ensure astute
analysis of safety reports so that clinical scenarios emerge in perspicuity.

Intricate and deep-rooted knowledge of the subject and international regulations will ensure that you
are delivered services of the highest order within stringent timelines.
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