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What would be the first priority for an investigator when a subject wishes 1o withdraw
prematurely from the triad? - answery'< Try to obtaln the subject’s reason Tor withdrawal.

CRO recently switched from paper CRF to an EDC system. The EDC system must conform 1o the
established requirements for: - answery ' Validation, accuracy, relfability, completensss

Part of & sponsor's responsibility pertaining to electronic trial data handling is to -
answery Jmaintain an audit trail, data tradl, and edit trail,

A research subject’s responsibifities for study participation should be described in the: -
answery o ICF

What document would an investigator reference to learn mone about the previous clinical and
noncknical results of studies of the IF? - answery’ Virnvestigatons brochure

Buring & mult] site chindcal study, whose responsibility i it to report subject récruitment rate? -
answery o The CHA

An unconicious adull subject was enrolled in 3 Study alter obtainkng condént from an LAR, and
protacol therapy was initiated. The subject showed significant improvement in his clinkcal
conditicn, and regained consciousness. The investigator showdd inform the subject about the
study and - answer Obtain consent from the subject for the study

A gite i in the start up phase of an industry sponsored phase 3 trial, and has received IRB
appraval. The site can begin enrolling subjects after. . - answery' ¥'A signed clinical trial
agreement between the site and sponsor i§ in place

A site Is screening patential subjects for & study looking at mild cognithve impalrment. One of
the inchuskon criteria is a score of 25 of liss on a psychomelric test, a research specific tool
which measures cognitive ability, Which of the following indhviduals can administer the
psychametric test to the potential subjects? - answery' WA research assistant whe is certified to
aminister the psychometric test
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cover most of the knowledge point for the exam, and you can pass the exam as well as improve your ability in the process of
learning. Online and offline chat service is available for ACRP-CP learning materials, if you have any questions for ACRP-CP exam
dumps, you can have a chat with us.

ACRP Certified Professional Exam Sample Questions (Q52-Q57):

NEW QUESTION # 52
Which strategy is used to safeguard subject privacy?

A. Conduct subject-related conversations in controlled environments.
B. Email updated enrollment logs to the CRA.

C. Utilize subject initials on correspondence.

D. Store source documentation in the CRC's office.

Answer: A

Explanation:

Conducting subject-related conversations in controlled environments ensures that personal and sensitive information is not overheard
or disclosed to unauthorized individuals. This practice upholds patient confidentiality as required by GCP and data protection
regulations.

The answer follows GCP guidelines for protecting the privacy and confidentiality of clinical trial participants.

"Conversations regarding study subjects should be held in secure and controlled environments to protect personal data." Objectives:
* Ensuring confidentiality in clinical trial settings.

* Protecting patient privacy according to ethical standards.

NEW QUESTION # 53
A written description of a trial in which the clinical and statistical description, presentations, and analyses are fully integrated into a
single document is called a:

A. IDMC/DSMB Report
B. Investigator Brochure
C. Clinical Study Report
D. Clinical Study Protocol

Answer: C

Explanation:

A Clinical Study Report (CSR) is a comprehensive document that integrates clinical and statistical data froma clinical trial. It
provides a conplete and detailed account of the study's methods, results, and conclusions, including safety and efficacy analyses.
The CSR is prepared at the end of the trial to summarize the data for regulatory submission and scientific publication.

GCP guidelines state that the CSR should integrate both clinical and statistical information to provide a comprehensive overview of
the trial's outcomes.

"The Clinical Study Report contains a complete and integrated presentation of clinical and statistical findings froma clinical trial."
Objectives:

* Document trial outcomes comprehensively.

* Facilitate regulatory review and scientific dissemination.

NEW QUESTION # 54
The PI may assign responsibility for IP accountability to the pharmacist provided they are:

A. Under the supervision of the PL.
B. Licensed to practice medicine.
C. Approved by the IRB/IEC.

D. An employee of the institution.

Answer: A

Explanation:
The Principal Investigator (PI) can delegate the responsibility for investigational product (IP) accountability to a pharmacist as long



as the pharmacist operates under the PI's supervision. This ensures that the pharmacist's actions remain compliant with the protocol
and regulatory requirements.

According to GCP guidelines, the PI retains overall responsibility for I[P management, even when tasks are delegated to other
qualified staff members.

"The nvestigator may delegate [P management responsibilities to a pharmacist, provided the pharmacist works under the PI's direct
supervision." Objectives:

* Maintain accountability for investigational products.

* Ensure proper delegation of IP responsibilities.

NEW QUESTION # 55
In a quality management system, in which category do risk reduction activities belong?

A. Risk Control

B. Risk Review

C. Risk Evaluation

D. Risk Commumnication

Answer: A

Explanation:

Risk reduction activities fall underRisk Controlwithin a Quality Management System (QMS). Risk control mvolves implementing
measures to reduce identified risks to an acceptable level, including corrective actions, preventive measures, and continuous
monitoring, It aims 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 # 56
Which of'the following reports should be retained in participant charts?

A. IRB/IEC progress reports
B. DSMB/IDMC reports

C. Safety reports

D. Lab reports

Answer: D

Explanation:

Lab reports contain individual participant data relevant to their health status and the study's outcomes. These reports are essential for
verifying subject safety and evaluating the effects of the investigational product (IP).

Therefore, they must be retained in the participant's medical records.

According to GCP guidelines, participant charts must include laboratory data as part of the essential documents to ensure accurate
and complete clinical records.

"Lab reports must be maintained as part of the participant's chart for safety monitoring and data verification." Objectives:

* Maintain comprehensive medical records for each participant.

* Ensure availability of clinical data for audit and review.

NEW QUESTION # 57
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