
FDA Inspections 
in Early Phase Units: 
How to Stay 
Prepared 

A practical guide to building 
everyday inspection readiness 



In early phase clinical research, 
an FDA inspection can feel like a defining 
moment. The announcement alone can 
shift the atmosphere of an entire unit 
— a blend of urgency, anticipation, 
and the quiet hope that your processes 
will withstand regulatory scrutiny. 
With experience, however, one principle 
becomes clear: an FDA inspection 
is not something to fear. It is something 
to leverage. 

A clean inspection outcome is a visible, 
external marker of operational quality. 
It reassures sponsors, strengthens 
long-term partnerships, and validates 
the rigor behind your data. In that sense, 
an FDA inspection is not a burden 
— it is an opportunity to demonstrate 
excellence. 

Opportunity 
to demonstrate 
excellence



Inspections rarely occur without context. In early phase units, 
certain operational milestones commonly trigger FDA 
attention. Conducting a pivotal biosimilar or bioequivalence 
study, enrolling the highest number of subjects, or supporting 
a sponsor’s regulatory submission all increase the likelihood 
of inspection. Sometimes the sponsor receives early 
communication from the FDA; sometimes the site (usually 
the Principal Investigator, PI) receives a formal notification. 
Occasionally,  the inspector arrives unannounced. 

This variability is precisely why early phase units must treat 
inspection readiness as a continuous operational state, rather 
than a last-minute exercise. 

Key Signals:a 

• Pivotal BE/BA studies frequently trigger inspections 

• High enrolling sites are often selected 

• Sponsor submissions (IND/NDA/BLA) increase inspection 
probability 

• Unannounced inspections do occur 

• Readiness must be maintained continuously

When 
an inspection may be 
approaching 



People are the foundation of every successful inspection. Early phase 
units rely on tightly coordinated teams, and the clarity and consistency 
of communication during an inspection can shape the entire 
experience. 

A single point of contact should be designated immediately to prevent 
conflicting messages. Sponsors and key vendors must be notified, 
and internal leadership aligned. Once governance is established, roles 
should be formally assigned: 

• Host – serves as the primary interface with the inspector 

• Scribe – documents all questions, requests and responses 

• Backroom Lead – coordinates document retrieval and manages 
response workflows 

• Technical Support  –  ensures uninterrupted access to systems, 
platforms, and data 

From the FDA’s perspective, the PI holds ultimate responsibility 
for the conduct of the study and the protection of participants. 

Training remains a critical component of inspection readiness. 
Even highly experienced staff benefit from structured practice 
to ensure responses are clear, concise, accurate, and composed. Mock 
inspections are particularly effective, as they simulate real regulatory 
interactions, identify operational or documentation gaps, and reinforce 
team confidence and performance under inspection conditions. 

Actions to be taken: 

• Assign one point of contact 

• Inform sponsor and vendors 

• Define roles early (host, scribe, backroom, tech) 

• Train for interviews and calm, factual responses 

• Use mock inspections to test readiness 

• The PI must (re)familiarize with the study in detail 

Preparing the team



An FDA inspection is not only about documentation — it is also 
about the environment in which that documentation 
was generated. Early-phase units must consider how to host 
an inspector in a way that is professional, transparent, 
and operationally efficient. 

Most units prepare two dedicated spaces: 

• Front room — for the inspector, interviews, and document 
review 

• Backroom — where the operational team works in parallel 

A live communication channel between the rooms allows 
the backroom to anticipate requests and stay ahead of the 
process. 

Technical readiness is equally critical. Systems such as eTMF, 
eCRF, PRO platforms, equipment logs, and archived digital 
media must be accessible, functional, and tested in advance. 
Even logistical details matter: reserving rooms, adjusting 
schedules, and reviewing ongoing studies in case 
the inspector expands the scope. 

Important steps: 

• Prepare front room + backroom setup 

• Ensure smooth communication and document flow 

• Test all systems (eTMF, eCRF, PRO, archives) 

• Reserve rooms and adjust schedules 

• Review ongoing studies for potential inspector interest 

Creating an inspection-
-ready facility



Documentation is the heart of every FDA inspection. 
For early vphase units, this means ensuring the 
Investigator Site File is complete and accessible, 
even if the study closed years ago. Source documents 
must be retrievable, training records available, 
and equipment calibration files organized. Vendor 
responsibilities should be clear and documented. 

Many units use a request tracking system to log 
inspector requests, assign responsibilities, and perform 
final QC before documents are provided. A concise site 
overview presentation is often prepared as well, offering 
the inspector a clear understanding of the unit’s 
structure, processes, and documentation flow. 

Key points to remember: 

• ISF and source data must be complete 
and accessible 

• Training and equipment records should 
be organized 

• Vendor responsibilities must be documented 

• Use a request tracking system for consistency 

• Prepare a short site overview presentation 

Organizing 
study records 
for inspection  



The value 
of a mock inspection 

Among all readiness practices, the mock inspection 
consistently delivers the greatest impact. 
When executed well, it mirrors the real experience 
— the unannounced arrival, the opening meeting, 
the document requests, the interviews, and the pace. 
It reveals gaps that would otherwise remain hidden 
and gives the team the opportunity to rehearse under 
realistic conditions. 

Most importantly, it builds confidence. When the real 
inspector arrives, the team has already lived 
the experience. 

Mock inspection benefits: 

• Simulates real inspection flow 

• Exposes gaps in systems and documentation 

• Tests communication and interview skills 

• Builds team confidence 



In early phase research, inspection 
readiness is not a project initiated when 
a notification letter arrives. It is a culture 
— a way of working that ensures your unit 
is always prepared to demonstrate 
its quality. When readiness becomes part 
of daily operations, the inspection 
becomes what it should be: a moment 
to showcase the strength of your 
processes and the professionalism 
of your team. 

A clean FDA inspection is more than 
compliance. It is a reflection of who 
you are as a site — reliable, rigorous, 
and committed to excellence. 

Inspection 
readiness 
as a culture 



Trusted for safety, chosen for 
speed, recognized for quality.
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