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Regulatory Inspection Management

Why strive for Excellence?

 Stay in business!

 Good reputation with regulatory agencies

 Required for certain markets

 Faster submission approvals

 Fewer observations

 Minimize impact on operations

 Less stress
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Results

 Inspection Room ready in minutes!

 Reduced request entry and tracking cycle time by 83%

 Manage hundreds of audit requests accurately!

 Audit request status available in real time!

 Reduced observations per inspection day
by 38%

 Recognized Division Best Practice
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Results (cont.)

 Reduced FDA 483 observations by 82%

 “Preparation was very good and the process was very 
efficient” - Corporate auditor

 “Pro-active and professional, appreciate getting 
documents in a rapid fashion, continue to do a good job, 
very positive experience” - FDA Lead Investigator

 Quality Operations Award Winner – Inspection 
Management
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Preparation

Inspection Committee

3 months prior to anticipated inspection

Cross-functional

Routine Meetings

“Dirty Dozen” (or other top issues)

Focus, focus, focus!

Previous observations and commitments

Inspection Preparedness Protocol/Checklists/SOPs
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Preparation

Leadership Focus/Visibility

Walk Abouts

“Rust Busters”

Link with Facilities/Engineering

Training

Balance: What and how much to say

Practice Sessions/Role Play

Match experience with less experience
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Preparation

Opening Presentation

Update Content

• Business, Products and Site History

• Organization

• Product Manufacturing Processes

• Facilities

• Significant Changes

• Significant Projects

Ready 24/7

• Flash drive, central location

Identify presenters
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Preparation

Logistics

Define roles and responsibilities

Inspection and Preparation rooms

Contact Information - Subject Matter Experts

Inspection and Preparation Room supplies staged

Mock Set Up Sessions

Lists

• Complaints

• Investigations

• Change Control Requests

• OOS
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Preparation

Audit Response Tracking

Electronic tracking

Audit Utopia

Instant reporting

Status for debrief sessions
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Preparation
Audit Utopia
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Preparation
Audit Utopia
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Execution

Inspection Room

Audit Oversight

Chat Room

• Real time communication between inspection room and preparation 
room

Investigator Support Teams

• Escort

• Assistant/Coordinator

• Scribe

• Electronic Request Tracking System

• Runners (Training opportunity)
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Execution

Inspection Room

Investigator Discussions

• Teams of Subject Matter Experts

• Experienced and trained

• Anticipate and be prepared

Request Daily Wrap Up Sessions

• Identify items the require follow-up
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Execution

Preparation Room

Prep Room Oversight

Electronic Request Tracking

SME Availability

Document Review
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Execution

Internal Daily Debrief Meetings

Review request status

Assign teams to key open issues

Plan next day logistics

• Timing

• Ensure presenters are ready and available
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Post Audit

Response Preparation

Identify Subject Matter Experts

Compliance Assistance

• Assign for key/complex issues

Balance

• Speed with thoroughness

Observation Response

• System evaluation

• Root cause assessment

• Corrective actions

• Specific observation corrections

• Supporting evidence
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Post Audit

Response Execution

Maintain response completion evidence centrally

Consider routine updates on progress

Inspection Report (Establishment Inspection Report)

Evaluate for additional commitments

Assign additional actions as needed

Continuous Improvement

Internal lessons learned/debrief session

Incorporate feedback
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Summary
Successful Inspection Management

 First Impressions are Important

 Preparation

• Demonstrates organization and competence

 Execution

• Timing and flow of information is key

• Stay calm!

 Post Audit

• Well researched and thoughtful responses

 Inspection Management Excellence leads to Results!


