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You

What is the best way to train a subject matter expert for an FDA inspection?
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Excellent question. Preparing Subject Matter Experts (SMEs) for an FDA inspection is
critical for a smooth and successful outcome. Based on FDA guidance and industry best
practices, here is a comprehensive approach to training your SMEs.

Foundational Principles for SME Preparation

Before diving into specific training, it's important to establish a foundational understanding
of the FDA's expectations. The FDA may utilize their own SMEs, sometimes remotely, to
assess specialized areas of your operations. Your SMEs must be prepared to interact with
these experts effectively.

As outlined in the FDA's guidance on "Alternative Tools for Assessing Drug Manufacturing
Facilities," the agency expects the same level of cooperation and transparency with
remote FDA personnel as they do with the on-site inspection team.

Best Practices and Training Methodologies

Here is a breakdown of best practices and training methodologies for your SMEs,
categorized by the different phases of inspection readiness.

#### 1. Foundational Knowledge and Core Competencies

SME Boot Camp: Create a standardized "boot camp” for all SMEs. This training should
cover:

The "Why" Behind the "What": Go beyond simply stating regulations. Explain the public
health rationale behind the regulations to foster a deeper understanding and commitment
to compliance.

FDA Inspection Process: A detailed overview of how an FDA inspection is conducted,
from the initial notification to the final close-out meeting.

Your Quality System: A thorough understanding of your facility's Quality Management
System (QMS) and how their specific area of expertise fits into the bigger picture.

Good Documentation Practices (GDP): Emphasize the importance of clear, concise,
and accurate documentation. An undocumented action is an action that was not done in
the eyes of the FDA.

Past Audits and Inspections: Review findings from previous internal and external audits
and inspections to understand common areas of scrutiny.

#### 2. Pre-Inspection Preparation



Role Definition and "Rules of Engagement"’:
Clearly define the roles and responsibilities of each SME.

Establish clear "rules of engagement" for interacting with inspectors. This includes
answering only the question asked, not speculating, and knowing when to escalate a
question to management.

Documentation and Data Readiness:

SMEs should proactively review and organize all relevant documentation, data, and
records for their area.

Ensure all documentation is readily accessible and in a logical order.

Mock Inspections and Audits:

Conduct rigorous mock inspections that simulate the pressure and scrutiny of a real FDA
inspection.

Use external consultants to bring a fresh perspective and identify blind spots.
Debrief after each mock inspection to identify areas for improvement.

#### 3. Training Methodologies During the Inspection

Role-Playing Scenarios:

Conduct role-playing exercises where SMEs practice answering tough questions from
"inspectors."

Simulate challenging scenarios, such as when an SME does not know the answer to a
question or when there is a disagreement with the inspector.

"Back Room" and "Front Room" Simulations:

Train SMEs on the logistics of the "back room" (where information is gathered) and the
"front room" (where interaction with the inspector occurs).

Practice the process of receiving a request, retrieving the information, and presenting it to
the inspector.

Communication and Presentation Skills:
Train SMEs on how to present information clearly and concisely.
Emphasize the importance of active listening and providing direct, factual answers.

#### 4. Post-Inspection Activities



Debrief and Lessons Learned:
Conduct a thorough debrief with all SMEs after the inspection.

Document lessons learned and identify areas for improvement in your training program.
CAPA Development:

If any observations are made, involve the relevant SMEs in the development of Corrective
and Preventive Actions (CAPAsS).

Key Takeaways for Effective SME Training

Invest in Continuous Training: Inspection readiness is not a one-time event. Conduct
regular refresher training and mock audits to keep your SMEs sharp.

Foster a Culture of Quality: The most effective preparation is a deeply ingrained culture
of quality where every employee understands their role in ensuring patient safety.

» Practice, Practice, Practice: The more you can simulate the inspection environment,
the more prepared your SMEs will be for the real thing.

By implementing these best practices and training methodologies, you can ensure that
your Subject Matter Experts are confident, competent, and prepared to represent your
company effectively during an FDA inspection.

You

Find official FDA guidance documents, regulations, or manuals that explicitly define the
roles, responsibilities, and expected conduct of Subject Matter Experts (SMEs) during
FDA inspections.



KeyPedia™

You've asked a very important question. While the FDA doesn't have a single guidance
document that explicitly outlines the roles and responsibilities of a company's Subject
Matter Experts (SMEs) during an inspection, we can infer the FDA's expectations from
several key documents.

Key FDA Guidance and Manuals

Here are the most relevant documents that shed light on the FDA's expectations for
personnel, including SMEs, during inspections:

1. Alternative Tools for Assessing Drug Manufacturing Facilities Identified in
Pending Applications: This guidance is significant because it details the FDA's use of its
own remote SMEs to support inspections.

Expectations for Your Facility: The document states that when a facility agrees to the
involvement of a remote FDA SME, the FDA expects "the same level of cooperation and
transparency with remote FDA personnel as expected with the on-site inspection team."
This implies a high standard of cooperation and transparency from your SMEs.

Technological Preparedness: The guidance also emphasizes the need for facilities to
have adequate technology (e.g., high-quality video) to allow remote SMEs to "remotely
review, observe, examine, and evaluate the information requested.” This suggests that
your SMEs should be prepared to facilitate this remote interaction.

2. Bioresearch Monitoring (BIMO) Program Manual - Chapter 48: This manual, while
focused on bioresearch monitoring, provides a clear description of the roles within an FDA
inspection team, including the role of a "Center Participant" who may act as an SME.

FDA SME Responsibilities: The manual outlines that an FDA SME is responsible for
"providing guidance and expertise during the inspection and completing inspection tasks
as directed by the Inspection Team Leader (e.g., auditing documents, preparing
inspection notes and specific sections of the EIR...)."

Implications for Your SMEs: While this describes the FDA's SMEs, it provides a
valuable insight into the type of activities your SMEs should be prepared to support. They
should be ready to provide documentation, explain processes, and answer detailed
questions in their area of expertise.

Summary of FDA Expectations for Your SMEs



Based on these documents, we can summarize the FDA's expectations for your SMEs
during an inspection as follows:

Cooperation and Transparency: Your SMEs are expected to be fully cooperative and
transparent with the FDA inspection team, including any remote FDA SMEs.

Expertise and Information: They should be prepared to provide detailed information,
answer technical questions, and present relevant documentation in their area of expertise.

Facilitation of the Inspection: SMEs should be prepared to facilitate the inspection
process, whether it's by providing access to facilities, demonstrating a process, or
ensuring that remote FDA personnel have the necessary virtual access.

Clear and Accurate Communication: All communication with the inspection team
should be clear, accurate, and truthful.

While there isn't a specific "SME guidance document," these official FDA publications
provide a strong framework for understanding the expected roles, responsibilities, and
conduct of your SMEs during an inspection. The overarching theme is one of cooperation,
transparency, and the provision of accurate information.

All Tool Results
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