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NEW QUESTION # 10
The sponsor must report a serious unexpected AE to the regulatory authorities within a maximum of:

A. 7 calendar days
B. 8 calendar days
C. 30 calendar days
D. 15 calendar days

Answer: D

Explanation:

The sponsor is required to report serious unexpected adverse events (SAEs) to the regulatory authorities within 15 calendar days
from the date of awareness. This reporting period is mandated to ensure that any new safety information that may affect the
risk/benefit profile of the investigational product (IP) is promptly communicated, thereby protecting participant safety.

GCP guidelines specify that serious, unexpected, and related AEs must be reported to regulatory authorities within 15 days of being
known to the sponsor.

"Serious unexpected adverse reactions that may affect the safety profile of the IP must be reported within 15 calendar days to the
regulatory authorities." Objectives:

* Ensure timely reporting of safety information.

* Protect the safety of trial participants.

NEW QUESTION # 11
Which of the following should be reviewed and evaluated by qualified experts to assess implications for the safety of the trial
subjects?

A. Project feasibility considerations

B. PI roles and responsibilities

C. Emerging animal toxicological and clinical data

D. Sanple collection storage, disposal, and shipment requirements

Answer: C

Explanation:

Qualified experts should evaluate emerging animal toxicological and clinical data to assess potential safety implications for trial
subjects. These data are critical in identifying potential risks, adverse effects, or safety concerns before exposing human subjects to
the investigational product. Early detection of safety issues through expert evaluation helps protect participant well-being,

GCP guidelines stress the importance of expert assessment of preclinical and clinical data to identify risks and ensure participant
safety.

"Emerging toxicological and clinical data should be carefully reviewed by qualified experts to identify safety concerns before clinical
use." Objectives:

* Ensure participant safety through expert data analysis.

* Tdentify potential safety risks early in the trial process.

NEW QUESTION # 12
Who is responsible for outlining written procedures in a study to assure that changes or corrections in CRFs are documented, are
necessary, and are endorsed by the mvestigator?

A. CRO

B. Sponsor

C. Data Manager
D. CRA

Answer: B

Explanation:

The sponsor is responsible for establishing written procedures to ensure that all changes or corrections in Case Report Forms
(CREFs) are properly documented and justified. These procedures must include who is authorized to make changes, how corrections
are documented, and how they are endorsed by the investigator.

This practice ensures data accuracy and traceability.



GCP guidelines indicate that sponsors must establish and maintain procedures for data handling and documentation to ensure
accuracy and reliability.

"The sponsor should develop written procedures to ensure that CRF changes are justified, documented, and endorsed by the
investigator." Objectives:

* Maintain data accuracy and consistency.

* Ensure transparent documentation practices.

NEW QUESTION # 13
Who is responsible for submitting a protocol amendment to the IRB/IEC?

A. Investigator
B. Sponsor
C.CRA

D. CRC

Answer: A

Explanation:

The investigator holds the responsibility for submitting any protocol amendments to the IRB/IEC for review and approval. This step
ensures that all changes are ethically evaluated before being implemented, maintaining compliance with regulatory requirements.
According to GCP guidelines, the mvestigator must submit protocol changes to the IRB/IEC to secure approval before making any
modifications to the study.

"The mvestigator must inform the IRB/IEC of any proposed protocol changes and secure approval prior to implementation.”
Objectives:

* Maintain ethical oversight in study modifications.

* Adhere to regulatory submission requirements.

NEW QUESTION # 14
In a quality management system, in which category do risk reduction activities belong?

A. Risk Evaluation

B. Risk Control

C. Risk Review

D. Risk Commumication

Answer: B

Explanation:

Risk reduction activities fall underRisk Controlwithin a Quality Management System (QMS). Risk control involves implementing
measures to reduce identified risks to an acceptable level, including corrective actions, preventive measures, and continuous
monitoring, It ains to mitigate potential negative impacts on trial integrity and participant safety.

GCP guidelines highlight that risk control encompasses actions taken to minimize the likelihood and impact of identified risks.
"Risk control is the process of implementing measures to mitigate risks identified during the risk assessment phase." Objectives:
* Tmplement effective risk management strategies.

* Ensure proactive risk mitigation in clinical trials.

NEW QUESTION # 15
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