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Notification
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Notification of Inspection

> Announcement of the inspection/visit plan
> Phone/email communication of the planned date

> Official letter notifying the date of the inspection/visit
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Communication with Authority

> Confirm the following with TFDA:
Main contact window
Attendees & agenda
Inspection purpose/scope/items
Staff interview

Materials (e.g., self-evaluation form, questionnaires, presentation slide) to be provided to
TFDA beforehand

> Logistics arrangement

> Equipment required (e.g., laptop with personal credentials for system access
management)
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Preparation — Kick Off

Determine the scope of the inspection

> Following receipt of the initial notification, hold a meeting to determine/identify
departments involved based on scopes

> Based on the scope, identify inspection and coordination teams, consisting of
leaders, team members and SMEs who are knowledgeable and experienced with

the topics/processes/systems to be reviewed (as applicable)
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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

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

> According to contractual obligation, inform clients where applicable.
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Preparation — Training

> Provide appropriate Inspection Awareness training to staff as needed and
have the training properly documented

> Provide/recommend additional training, where appropriate, if gaps are
identified during inspection preparation activities
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Day of Inspection




Opening Meeting

A brief introductory meeting is held with the inspector(s) to:

> Review the inspector’s credentials

> Determine the purpose and scope of the inspection. The discussion may also
include other pertinent issues or concerns the inspector(s) or CRO may have.
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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

> All requests from the inspectors should be tracked in the Regulatory Inspection
request tracker in order to manage follow up action items.

L\
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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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Staff Interview

> When answering questions, think before you speak.

> Make sure you understand the question completely before responding. It is
appropriate to ask clarifying questions, if needed.

> Be concise, truthful and factual. It is important to ensure consistent and honest
feedback so that no conflicting information is provided.

> Be professional, polite and respectful.

> Appropriate back-ups/support/senior staff are available for guidance.
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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

© 2023 Parexel International (MA) Corporation / CONFIDENTIAL




Takeaways

parexel.

© 2023 Parexel International (MA) Corporation / CONFIDENTIAL




Key Takeaways
> Preparation
Timely and adequate preparation is essential for a successful inspection

> Parexel Standards

Standards are in line with ICH GCP and local regulations to ensure patient safety and data validity

> Requirements

Know and follow relevant industry, company, departmental and project requirements

> Documentation

Ensure the documentation is completed, up-to-date and accurately reflects activities

> Handle Issue Appropriately

|ldentify, document, escalate and address any issue with right actions
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Wishing you good luck for your future inspections...

©

KEEP
CALM

AND

GOOD
LUCK
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“*Regulatory Compliance
Ensuring adherence to regulatory guidelines and ethical standards.
Maintaining accurate and complete documentation.
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CRO’s responsibility (1)

wlnformed Consent
Ensuring informed consent procedures are followed.
Protecting the rights and welfare of study participants

“»Study Protocol

Reviewing and understanding the study protocol thoroughly.
Ensuring all study activities align with the protocol.
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CRO’s responsibility (3)

|te Selectlon

ldentifying and selecting appropriate clinical trial sites.
Conducting site evaluations and assessments.

o lr

vestigator Relationship

Build

Ing and maintaining strong relationships with investigators.

Faci

itating effective communication with site personnel
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Regularly monitoring the progress of clinical trials.
Verifying data accuracy and patient safety.

«» Data Collection

Collecting, reviewing, and documenting clinical trial data.
Resolving data discrepancies and ensuring data integrity.



N NTU Cancer CENTER
( 8 K= B 4 D

CRO’s responsibility (5)

**Safety Reporting

Timely reporting of adverse events and safety concerns.
Coordinating with the Safety Monitoring Committee.
“*Drug Accountability

Tracking and managing the distribution of investigational drugs.
Ensuring drug accountability and compliance.
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. CRO’s responsibility (6)

**Quallty Assurance
Assisting with quality assurance audits and inspections.
Maintaining a high standard of data quality.

+*Documentation

Properly archiving essential study documents.
Maintaining a detailed and organized Trial Master File (TMF).
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:-2 CRO’s responsibility (7)
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egulatory Submissions

Assisting Iin the preparation of regulatory submissions.
Providing necessary documentation to regulatory authorities.
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. CRO’s responsibility (8)

* **Co;"’a; oration

Collaborating with cross-functional teams (e.g., clinical, regulatory, and
medical affairs).

Facilitating effective teamwork and communication

“*Problem Solving

ldentifying and addressing issues and challenges proactively.
Implementing corrective and preventive actions (CAPA)

“*Reporting and Communication

Regularly reporting trial progress to sponsors.
Communicating updates and issues promptly.
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research associates
“*Robust quality assurance program
“*Adherence to industry standards
“*SOPs to follow
“»*Site adaptation
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“*Product vs. Performance
“*Professionalism vs. Procedures
**Passion vs Passive

“*Proud vs. Practicality
“**Precious vs. Prudent
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