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DURING THE INSPECTION

Be Transparent: Provide honest, 
clear answers to questions and 
avoid speculative responses.

Documentation: Ensure any 
documentation presented is complete, 
accurate, and up-to-date.

Timeliness: Make requested 
documents available promptly 
to avoid delays and scrutiny.

CONDUCT A MOCK INSPECTION AND TRAIN STAFF

Perform mock inspections to simulate the regulatory 
inspection process, identifying and addressing 
potential gaps in compliance.

Ensure that all staff, including clinical teams, regulatory 
personnel, and data managers, are trained to respond 
confidently and accurately to inspector questions.

KEY DIFFERENCES IN INSPECTION APPROACH

EMA/MHRA:

EMA/MHRA inspections may involve an emphasis on 
the Quality Management System (QMS) and ensure 
that data and documents adhere to EU standards.

MHRA inspections specifically focus on compliance 
with UK clinical trial regulations, especially post-Brexit, 
and inspectors may scrutinize sponsor oversight and 
Pharmacovigilance (safety monitoring) records.

FDA:

FDA inspections can be more intensive in reviewing 
source data and site practices. FDA inspectors may 
conduct unannounced inspections and will expect 
documentation readily accessible.

The FDA also tends to focus heavily on patient rights and 
the robustness of informed consent processes, paying 
close attention to the protection of trial subjects under 
US standards.

REVIEW DATA INTEGRITY AND DOCUMENTATION CONSISTENCY

Data Integrity: Ensure all trial data, records, and audit 
trails meet the ALCOA+ principles (Attributable, Legible, 
Contemporaneous, Original, Accurate).

Documentation Consistency: Ensure consistency across 
documents, logs, and records, verifying that each document 
is complete, signed, and dated appropriately.

ENSURE QUALITY SYSTEMS AND RISK MANAGEMENT ARE IN PLACE

Develop or review a risk-based QMS to monitor and 
manage compliance issues.

Document any deviations, corrective and preventive 
actions (CAPAs), and quality control measures, ensuring 
they’re accessible for inspectors.

ESTABLISH COMMUNICATION PLANS AND INSPECTION LOGISTICS

Designate an inspection team, including a lead, a 
note-taker, and subject matter experts, to ensure 
smooth communication with inspectors.

Set up an inspection room and arrange logistics for 
remote inspections if required, ensuring secure digital 
access to all necessary documents.

PREPARE THE TRIAL MASTER FILE (TMF)

Ensure the TMF is inspection-ready, 
complete, and well-organized. 
An electronic TMF (eTMF) should 
have intuitive navigation, with 
metadata, audit trails, and clear 
document statuses.

EMA/MHRA: EMA and MHRA inspectors 
might place more emphasis on 
ensuring compliance with EU clinical 
trial regulations and ICH E6 (R2). They 
may expect extensive document 
tagging and organization of essential 
documents as per EU requirements.

FDA: The FDA will examine the TMF 
for compliance with US-specific 
requirements, such as CFR Part 11 
(for electronic records). Inspectors 
often focus on data integrity and 
may request specific documents 
and source data on short notice.

UNDERSTAND THE REGULATORY FOCUS AND REQUIREMENTS

EMA/MHRA: The EMA oversees the safety, efficacy, and 
quality of drugs across Europe, while the MHRA is the 
UK regulatory body. Their inspections focus heavily 
on Good Clinical Practice (GCP), Good Manufacturing 
Practice (GMP), and adherence to EU Directives and 
ICH guidelines.

FDA: The FDA is responsible for regulating drugs, 
biologics, and medical devices in the US, focusing on 
patient safety, data integrity, and adherence to US 
GCP standards. FDA inspections often emphasize data 
reliability, patient protection, and compliance with the 
US Code of Federal Regulations (CFR).

Preparing for a Regulatory Inspection
Preparing for a regulatory inspection by agencies such as the EMA (European Medicines Agency), MHRA (Medicines and 
Healthcare products Regulatory Agency), and FDA (Food and Drug Administration) requires thorough preparation, meticulous 
documentation, and a clear understanding each agency’s specific requirements. Here’s a summary of the core preparation 
steps and notable differences between these agencies.


