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The exercises and answers of our ACRP-CP exam questions are designed by our experts to perfectly answer the puzzles you may
encounter in preparing for the exam and save you valuable time. Take a look at ACRP-CP preparation exam, and maybe you'll find
that's exactly what you've always wanted. You can free download the demos which present a small part of the ACRP-CP Learning
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ACRP Certified Professional Exam Sample Questions (Q43-Q48):
NEW QUESTION # 43 
In preparation for an upcoming site audit, whose responsibility is it to ensure study-related functions were conducted by qualified
personnel?

A. Sponsor
B. CRC
C. Investigator
D. CRA

Answer: C

Explanation:
The Principal Investigator (PI) holds ultimate responsibility for ensuring that all study-related functions are conducted by qualified and
trained personnel. The PI must verify that staff have the necessary qualifications and training to perform their assigned tasks as
outlined in the protocol. This responsibility is crucial for maintaining compliance with GCP and ensuring data integrity.
According to GCP guidelines, the PI must ensure that all staff assisting with the trial are adequately trained and qualified for their
roles.
"The investigator is responsible for ensuring that all persons assisting with the trial are qualified by education, training, and experience
to perform their respective tasks." Objectives:
* Maintain compliance with GCP requirements.
* Ensure qualified personnel conduct study tasks.

NEW QUESTION # 44 
A subject became pregnant 16 weeks into a clinical trial. She has been taking a daily dose of IP since enrollment. The baby was
born missing two toes on each foot. How should this be reported by the site?

A. This qualifies for prompt reporting to the IRB/IEC within 15 business days.
B. This qualifies for expedited reporting to the sponsor.
C. This needs to be reported to the regulatory authorities within 10 business days.
D. This needs to be reported to the patient's primary care physician.

Answer: B

Explanation:
Any serious adverse event (SAE) that is unexpected, especially those involving congenital anomalies or birth defects, must be
reported to the sponsor as an expedited safety report. The reporting should occur immediately to ensure prompt assessment and
necessary action.
The answer aligns with ICH E6(R2) GCP guidelines, which require immediate reporting of SAEs related to IP use.
"Expedited reporting to the sponsor is required for unexpected serious adverse drug reactions, particularly those involving congenital
anomalies." Objectives:
* Immediate safety reporting.
* Protecting the health of trial participants and their offspring.

NEW QUESTION # 45 
In an investigator-initiated study, who is responsible for implementing appropriate corrective and preventive actions when significant
non-compliance is discovered?

A. IRB/IEC
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B. PI
C. CRC
D. CRA

Answer: B

Explanation:
In investigator-initiated studies, the PI holds primary responsibility for addressing non-compliance, including root cause analysis and
implementation of CAPA plans. This ensures that any issues affecting the study's integrity are adequately addressed and prevented in
the future.
The answer is verified based on ICH E6(R2) guidelines which emphasize the PI's responsibility for maintaining compliance at the
study site.
"The PI must develop and implement corrective and preventive actions when non-compliance is identified during the study."
Objectives:
* Maintain compliance in investigator-initiated studies.
* Address non-compliance through CAPA.

NEW QUESTION # 46 
Which of the following documents is maintained by a PI to ensure compliance with sponsor requirements?

A. Regulatory submission of protocol and accompanying documents to relevant regulatory authority.
B. A monitoring report that identifies deviation from the approved protocol.
C. Training records of site personnel on study protocol, and their study-related duties and functions.
D. A monitoring plan that is tailored to the specific human subject protection and data integrity risks of the trial.

Answer: C

Explanation:
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.

NEW QUESTION # 47 
An investigator participating in a multicenter clinical trial has had 2 of the 4 subjects admitted to the emergency room for life-
threatening infections. The investigator made the decision to stop treatment with IP and test for infections in the remaining subjects.
What are the NEXT steps the investigator should take?

A. Discontinue current subjects from the study and monitor subjects for any anticipated safety events.
B. Notify the sponsor of the change in study plan and submit the deviation to the IRB/IEC for review.
C. Add the risk of infection to the ICF and submit to the IRB/IEC for review.
D. Update the IB to add the risk of infection and submit to the sponsor for approval.

Answer: B

Explanation:
The investigator must promptly notify the sponsor about the observed safety concerns and the decision to stop the IP administration.
This constitutes a protocol deviation that must be reported tothe IRB/IEC for ethical oversight. It is essential to document the
deviation accurately and seek guidance on whether to continue or modify the study procedures.
GCP guidelines require that significant deviations impacting participant safety be reported to both the sponsor and the IRB/IEC for
appropriate review and action.
"Significant safety-related deviations must be reported promptly to the sponsor and IRB/IEC to ensure proper oversight and
participant protection." Objectives:
Ensure prompt reporting of safety concerns.



Maintain compliance with ethical oversight requirements.

NEW QUESTION # 48
......
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