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AE#119
‘Which of the following documents is maintained by a PI to ensure compliance with sponsor requirements?
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A. Regulatory submission of protocol and accompanying docurments to relevant regulatory authority.

B. A monitoring report that identifies deviation from the approved protocol.

C. A monitoring plan that is tailored to the specific human subject protection and data integrity risks of the trial.
D. Training records of site personnel on study protocol, and their study-related duties and functions.

HE: D

Y.

The PI is responsible for maintaining training records of site personnel, which demonstrate compliance with the sponsor’s
requirements for conducting the trial. Proper documentation of training ensures that all team members are knowledgeable about the
protocol and study procedures.

GCP guidelines mandate that the PI maintains adequate records to demonstrate that all personnel involved in the study are properly
trained and qualified.

"Training records of site personnel must be maintained to verify that the team is adequately trained on the protocol and their specific
responsibilities." Objectives:

* Maintain training compliance.

* Document personnel qualifications for quality assurance.

HEE #120

A protocol inclusion criterion requires the serum magnesium at screening to be within the normal range. After the subject received
IP, the CRC discovers the subject's screening magnesium level was below the normal range and the sub-investigator marked the lab
sheet as not clinically significant. Which of the following should be done FIRST?

A. Withdraw the subject.

B. Notify the sponsor.

C. Notify the regulatory authority.
D. Notify the subject.

H¥e: B

MH.

When a protocol deviation is identified, especially one involving inclusion criteria, the sponsor must be notified immediately. The
sponsor will assess the deviation and determine whether the subject can continue in the study. Early notification ensures appropriate
action and compliance with protocol and regulatory guidelines.

This answer aligns with GCP principles that mandate sponsor notification in case of protocol deviations, especially when they may
impact participant safety or data integrity.

"Any deviation from the protocol that affects subject eligibility must be reported to the sponsor immediately for evaluation and
guidance." Objectives:

* Maintain adherence to protocol inclusion criteria.

* Report deviations promptly for safety assessment.

AR #121
The sponsor calls the site and informs the research team that they have decided to temporarily suspend the study. What step should
the research team take FIRST?

A. Inform participant and assure proper care is provided.
B. Inform the IRB/IEC of'the study closure.

C. Schedule participant for early termination visit.

D. Inform the monitor of the termination of the study.

HE:. A

Y.

When a study is temporarily suspended, the primary responsibility of the research team is to ensure the ongoing care and safety of
the enrolled participants. Participants must be informed about the suspension and assured that their health and safety will continue to
be monitored.

GCP guidelines prioritize the safety and well-being of participants, which must be maintained even during a temporary suspension.
"In the event of a study suspension, the first priority is to inform the participants and ensure that appropriate care and monitoring are
continued." Objectives:



* Protect participant safety during study suspension.
* Maintain clear communication with study participants.

AE #122
Which of'the following should be considered when implementing a risk-based monitoring plan?

A. 100% source docurment review is mandatory.

B. On-site monitoring fiequency may change depending on the quality of the data.
C. Monitoring schedule must be pre-defined in the monitoring plan.

D. Centralized monitoring must be incorporated in any trials.

He: B

Y.

Risk-based monitoring focuses on adapting the frequency and intensity of on-site visits based on data quality and site performance. If
the data is consistently accurate and reliable, the monitoring frequency may be reduced. Conversely, if issues are identified, more
frequent monitoring may be necessary.

GCP guidelines emphasize a flexible approach to monitoring, allowing adjustments based on the risk profile and quality of data
collected.

"Risk-based monitoring involves adapting the frequency of on-site visits according to the quality of the data and the site's compliance
level." Objectives:

* Tmplement a dynamic monitoring strategy.

* Enhance efficiency while maintaining data integrity.

AR #123
One key attribute for good study documentation is that the data are contemporaneous, which refers to the practice of:

A. Recording the date and time each data element is entered onto the source document.

B. Allowing real-time access for data review in the eCRF.

C. Comparing source document data to other data recorded in the same study time period.

D. Recording data on source documents at the time the data are collected during the conduct of the study.

HEe. D

ME:

Contemporaneous data means that data entries are made at the time of the event or as soon as possible after the event occurs. This
practice ensures that the recorded data accurately reflect the participant's condition and study procedures, minimizing recall bias and
errors. Maintaining contemporaneous records is a findamental requirement for ensuring the accuracy and reliability of clinical trial
data.

GCP guidelines specify that data should be recorded as close to the time of the event as possible to ensure accuracy and reliability.
"Data must be contemporaneously recorded, meaning they are documented at the time of the occurrence to accurately reflect the
study conduct." Objectives:

* Ensure accurate and real-time data capture.

* Maintain data integrity by minimizing recall bias.

AE #124
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