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Notification

> Confirm the following with TFDA.:
Announcement of the

Inspection/visit plan Main contact window

(30-42 days after CSR/NDA filing) Attendees & agenda

Inspection purpose/scopel/items

Phone/email communication Staff interview

of the planned date Materials (e.g., self-evaluation form,

guestionnaires, presentation slide) to be
provided to TFDA beforehand
Official letter notifying the > Logistics arrangement
date of the inspection/visit > Equipment required (e.g., laptop with
personal credentials for system access
management)
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Notification of Inspection
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Workflow

> There are 4 phases / steps

Kick Off and Form
the Inspection
Readiness Team
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Preparation — Kick Off

Determine the scope of the inspection

> After receiving the first notification, convene a
meeting to establish which departments are
iInvolved based on their scopes.

> Depending on the scope(s), assemble inspection
and coordination teams, which should include
qguality and functional leaders, team members, and
subject matter experts with relevant knowledge and
experience about the topics, processes, or systems
under review (as needed).

> Notify all employees about the scheduled dates for
the upcoming inspection or audit to ensure that only
pertinent staff members interact with the inspectors
or auditors
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Preparation — General
The following should be initiated as soon as possible following notification:

> Hold meeting to discuss preparation activities and areas of emerging risk and
escalate issues as appropriate

> Ensure all relevant functions are included in inspection preparation

> Review any findings / recommendation from previous inspection to ensure actions
are closed

> Ensure team has access to relevant study documentation to allow adequate
preparation

> Joint Effort to complete Checklist

> According to contractual obligation, inform clients where applicable.
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https://www.fda.gov.tw/TC/siteListContent.aspx?sid=9354&id=46934

EHEERAS

Preparing Investigator and Site

> Focus on below:
Discuss with PI/SC on Inspection logistics document preparation / access to source
Prepare Pl presentation material
Source Documents in place
ISF Review — focus on signed ICF/ Task Delegation/ Training / Qualification
SAE : identification and reporting / Safety reports acknowledgment
Protocol Deviation / Management and reporting
Pharmacy - Investigational Product related records

Inform IRB for IRB correspondence reconciliation
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On Site Inspection Team Composition
> R REEE2Z B (Clinical Meical Inspector)

> #EtZE 8 (Statistics Inspector)

> TFDATTF & & (Administrative Inspector)

> TFDAZES
> GCP&1%E& (GCP Inspector)

> TFDAERZZE (Observer) 1-2 fir

B S (Investigational products Inspector)

L]
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GCP Inspection (CRO)
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GCP Inspection (On-Site)
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Note Taking

> Assign a staff member (e.g., departmental representative familiar with processes)
to be responsible for taking notes during the inspection/audit

> All requests from the inspectors/auditors are recommended to be tracked in the
tracker in order to manage follow up action items.

1\
a3
[
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Documentation Review and Tracking Requests

> Documentation requests/handling is managed by the coordination team and should
be supported immediately

> Collect requested documentation and information and ensure feedback is provided
In a timely manner.

> If specifically requested to provide paper copies, identify copies as such, stamp the
front page as “confidential” and provide the QA representative with a duplicate set
of documents given to the inspector. This allows the CRO to review what was
given to inspectors in the event of questions or concerns.
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Closing

Closing is held at the conclusion of an inspection

> Prior to the closing meeting, inspection team has a private meeting for internal discussion
> CRO inspection management team should attend closing meeting.

> Take note of the findings highlighted by the inspectors and, where possible, address erroneous
findings or provide additional clarification during the closing meeting

> Request erroneous findings be removed or modified

> Clarify how findings or meeting minutes will be formally provided to CRO (Inspection report, letter,
timeline) and feasibility to review the draft findings/meeting minutes before finalization.

> Confirm timeline for responding to inspection observations
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Takeaways

parexel.
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Key Takeaway

> Preparation

Maintain readiness for inspection throughout the entire process.

Proper and timely preparation is crucial for a successful inspection.

Make sure that all documentation is complete, current, and accurately represents activities.
> Assemble Subject Matter Experts

Engage Quality SMEs and relevant function SMEs according to the inspection scopes
> Manage Requests / Questions / Interviews

Keep track of all questions and requests to resolve as many as possible before the inspection or
audit concludes.

Employ effective interview techniques.
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Wishing you good luck for your future inspections...
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Thank you

parexel.
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