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Access to study documentation for auditors and inspectors during an audit or inspection at a clinical trial site is the responsibility of
the:
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e B.CRA
e C.PI
¢ D. Sponsor
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The Principal Investigator (PI) is responsible for providing access to study documentation during an audit or inspection. This includes
regulatory files, participant records, and study logs. The PI ensures that auditors and inspectors have appropriate access while
maintaining the confidentiality of subject data.

GCP guidelines clearly assign the responsibility for maintaining and granting access to trial documentation to the PI at the study site.
"The PI is responsible for ensuring that study-related documents are available for review during audits or inspections." Objectives:

* Maintain transparency during inspections.

* Ensure compliance with documentation requirements.

FRE #118
Which of the following statements is TRUE about an EDC system?

A. The eCRF should be an exact page-by-page replica of the paper CRF.
B. A separate workstation should be made available for the monitor.

C. IRB/IEC approval is required before the use of the computerized system
D. There should be an audit trail to track data entries, deletions, and changes.
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An Electronic Data Capture (EDC) system must include an audit trail to ensure data integrity. This audit trail records every data
entry, modification, and deletion along with timestamps and user identification. It is a critical feature for maintaining traceability and
accountability in clinical research, allowing for the reconstruction of data changes and ensuring compliance with Good Clinical
Practice (GCP).

GCP guidelines mandate that electronic data systems used in clinical trials must maintain an audit trail to ensure data integrity and
traceability.

"An audit trail is essential in an EDC system to document all data entries, changes, and deletions to maintain data integrity."
Objectives:

* Ensure data integrity through traceable record-keeping,

* Maintain compliance with regulatory standards.

R #119
Which one of'the following is a primary objective of a Phase I1I study of a new IP?

A. To demonstrate or confirm therapeutic benefit
B. To show superiority over another treatment
C. To establish the safety profile

D. To establish dose information
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Phase I clinical trials primarily aim to demonstrate or confirm the therapeutic benefit of a new investigational product (IP) compared
to standard treatments or placebo. These trials are typically larger and are designed to provide robust evidence of efficacy and
further evaluate safety.

According to GCP guidelines, Phase I11 trials focus on confirming the therapeutic efficacy of the IP in a larger population.

"Phase III trials aim to confirm the therapeutic benefit and safety of the investigational product compared to existing treatments."
Objectives:

* Confirm therapeutic efficacy.

* Provide comprehensive safety data.

FIRE #120



While reviewing reports of data completion, the sponsor notices low retention rates at many participating sites. What is an
appropriate FIRST action for the sponsor to take?

e A. Submit revised ICFs to the IRB/IEC with increased compensation for participants.

¢ B. Require participants to provide documented reason for withdrawal.

e C. Interview participants who have dropped out.

e D. Meet with the site staff'to understand their workflows and to review retention strategies.
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Meeting with site staff'to understand workflows and retention strategies is the most practical first step. By engaging with the team,
the sponsor can identify potential issues affecting retention, such as site-related factors, participant burden, or protocol complexities.
Addressing these issues collaboratively can improve retention without needing major protocol changes.

GCP guidelines recommend assessing and understanding site-specific challenges before making procedural changes or protocol
amendments.

"Engaging with site staff'to discuss retention issues helps identify root causes and develop practical solutions." Objectives:

* Improve participant retention through collaboration.

* Identify and address site-specific challenges.

P RE #121
An audit was recently completed and identified non-compliance that could potentially aftect the reliability of study results. Who
should performa root cause analysis and implement appropriatecorrective and preventive actions?

e A IRB/IEC

e B.PI

e C. DSMB/IDMC
e D. Sponsor
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The Principal Investigator (PI) is responsible for conducting a root cause analysis when non-compliance is identified at the site. The
PI must identify the reasons for non-compliance and develop a Corrective and Preventive Action (CAPA) plan to address and
prevent future occurrences.

This answer aligns with GCP principles that designate the PI as responsible for site-level compliance and corrective actions.

"The PI must take responsibility for investigating the cause of non-compliance and developing a CAPA plan to mitigate recurrence."
Objectives:

* Maintaining compliance and data integrity

* Addressing non-compliance proactively
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