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ACRP CP Practice Questions and Answers
(2023 - 2024) With Complete Solution

What would be the {irst priority for an investigator when a subject wishes to withdraw
prematurely from the grial? - Try to obtain the subject’s reason for withdrawal

CRO recently switched fram paper CRF to an EDRC SYSLEm. The ERC system must conform b
the established requiremonts for: - Validation, accuracy, rellabdlity; completeness

Part of a sponser’s respansibility pertaining to electrenic trial data handling is to - maintain
an audit tradl, daca treadl, and edittratl,

A research subject’s responsibilities for study partici pation should be describsed in th; -
ICF

What docurment woold an investigator reference to fearn more about the previous clinical

and nonclinical resubts of studies of the 1P7 - Investigators brochure

Dhiring a multi site clinical study, whose responsibility is it to report subject recruitnient
rate? - The CRA

fonis adult subject was enrolled ir

sponsored phase 3 trial, and ha:

apects after.. - A signed clinical trial a

eiric test, @ res
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stant who is cortified
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A research study, inowhich there 5 no intended clinical Benelit 1o the subjedt, is being
submitted to the IRB. What benefi 4
indiciting that there is no expected benefit should bee incl

jom shoul

ACRAR i onsite visit that the date on IRE approval letter for a protocol ks
prior g idicated on the cover page of the protocal and the signatures of
the gake sponsor. What should the CRA do FIRST? - Confirm dates of inftial

receipt of the sponsor protocol and the IRE submission dates.
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EE#70
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 docurment.

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

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

D. Recording data on source documents at the time the data are collected during the conduct of the study.
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Contemporaneous data means that data entries are made at the time of the event or as soon as possile 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 mnimizing recall bias.

HE#T
A study to determine the effective dose and regimen of a new IP for the treatment of hypothyroidism is considered to be:

A. Phase IV
B. Phase II
C. Phase |
D. Phase 1l

e B
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A Phase II clinical trial is typically conducted to evaluate the efficacy of a drug, determine the optimal dosing regimen, and further
assess its safety profile. Since the objective is to establish the effective dose and regimen for hypothyroidism treatment, this clearly
falls under Phase I1.

GCP guidelines categorize Phase 11 trials as those aimed at determining efficacy and optimal dosing of mvestigational products.
"Phase I trials focus on determining the therapeutic efficacy, optimal dosage, and further evaluating the safety of the nvestigational
product.”" Objectives:

* Identify effective dosing regimens.

* Evaluate therapeutic efficacy for targeted conditions.

A2 #72
When assessing the monitoring needs for a study, sponsors should:

A. Permit Pls to select a monitor for their site as long as they are independent of the PL.

B. Ensure monitoring visits are conducted at periodic intervals with a mmimum of monthly monitoring visits.
C. Ensure monitors have the scientific and/or clinical knowledge needed to monitor the trial adequately.

D. Use central monitoring instead of conducting physical monitoring visits at sites.
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Sponsors must ensure that monitors are adequately qualified, possessing the necessary scientific and clinical knowledge to effectively
oversee the trial. This ensures that monitors can accurately assess protocol compliance, data integrity, and participant safety. The
quality of monitoring directly impacts the credibility of the trial outcomes.

GCP guidelines specify that monitors must be adequately trained and knowledgeable about the trial protocol, nvestigational product
(IP), and clinical research standards.

"The sponsor must ensure that monitors have appropriate qualifications and training to conduct effective trial monitoring," Objectives:
* Maintain data integrity through skilled monitoring.



* Ensure patient safety and protocol compliance.

EE#73
The investigator/institution should permit:

A. Monitoring and auditing by the appropriate regulatory authority(ies), and inspection by the sponsor.
B. Monitoring and inspection by the sponsor, and auditing by the appropriate regulatory authority(ies).
C. Monitoring and inspection by the appropriate regulatory authority(ies), and auditing by the sponsor.
D. Monitoring and auditing by the sponsor, and inspection by the appropriate regulatory authority(ies).
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The investigator and institution must allow both monitoring and inspection by the appropriate regulatory authorities and auditing by
the sponsor. This dual oversight ensures that the trial complies with regulatory standards and sponsor requirements, thereby
maintaining the integrity and validity of the data.

GCP guidelines specify that regulatory authorities have the right to inspect, while sponsors typically conduct audits to verify
compliance and data quality.

"The mstitution should permit monitoring and inspection by regulatory authorities and auditing by the sponsor to ensure compliance
with GCP and protocol adherence." Objectives:

* Facilitate monitoring and inspection for compliance.

* Ensure trial data integrity and quality assurance.

HE#74
Upon receiving their first dose of study drug in the clinic, the subject exhibits an immediately life-threatening reaction. The protocol
prohibits any concomitant medications. What should be the investigator's IMMEDIATE response?

A. Report the AE to the sponsor.
B. Administer rescue medication.
C. Consult the IB.

D. Call the medical monitor.
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In a life-threatening situation, the nvestigator's first priority is the safety and well-being of the participant.

Administering rescue medication immediately is critical to stabilize the patient, regardless of protocol restrictions. Ethical
considerations and patient safety always take precedence over protocol compliance.

GCP guidelines emphasize that subject safety is the primary concern, and appropriate medical care must be administered in
emergencies.

"In cases of life-threatening events, the nvestigator should administer necessary medical interventions to safeguard the subject's
health." Objectives:

* Prioritize patient safety in emergency situations.

* Make decisions based on medical necessity rather than protocol restrictions.
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