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ACRP Certified Professional Exam Sample Questions (Q103-Q108):
NEW QUESTION # 103 
A protocol amendment is needed to collect additional data from a participant's medical record. When can the research team begin
collecting the additional data?

A. As soon as the protocol amendment is submitted to the IRB/IEC
B. When the need for the additional data is discovered
C. After the original planned data collection is completed
D. After the protocol amendment is approved by the IRB/IEC

Answer: D

Explanation:
The research team must wait until the protocol amendment is reviewed and approved by the IRB/IEC before collecting any
additional data. This ensures that any changes to the data collection process have undergone ethical review and comply with
regulatory requirements. Collecting data without IRB/IEC approval would be a violation of Good Clinical Practice (GCP).
GCP guidelines clearly state that any changes to the protocol, including additional data collection, must be approved by the IRB/IEC
before implementation.
"Any amendment that affects participant data collection must receive IRB/IEC approval before the change is implemented."
Objectives:
* Maintain compliance with ethical standards.
* Protect participants' rights and data integrity.

NEW QUESTION # 104 
A study drug will be shipped, stored, and mixed at the hospital pharmacy and will be transferred to the study site for infusion. Which
document describes how the transfer will occur?

A. Data & Safety Monitoring Plan
B. Clinical Monitoring Plan
C. Standard Operating Procedure
D. Investigator's Brochure

Answer: C

Explanation:
The Standard Operating Procedure (SOP) outlines the process for shipping, storing, mixing, and transferring the investigational
product (IP) between locations. SOPs ensure that all steps are consistently followed and documented, maintaining the integrity and
quality of the IP throughout the handling process. This is critical for maintaining compliance with Good Clinical Practice (GCP) and
ensuring patient safety.
GCP guidelines specify that SOPs should cover the handling, transfer, and storage of investigational products to ensure quality
control.
"SOPs provide detailed guidance on the handling and transfer of investigational products to ensure consistency and compliance."
Objectives:
* Maintain the integrity of IP during transport and handling.
* Ensure compliance through standardized procedures.

NEW QUESTION # 105 
A new device trial is being considered. Before committing to participate in the trial, what is the MOST important item the PI needs
to evaluate?

A. Availability of qualified staff to conduct the trial
B. Length of time to receive the approved trial device
C. Information to be included in the advertising flyer
D. Location of stored trial records

Answer: A

Explanation:



The availability of qualified staff to conduct the trial is essential for maintaining compliance with protocol requirements and ensuring
patient safety. Without adequately trained and available staff, the trial's integrity and data quality are compromised.
This answer is based on GCP guidelines emphasizing the importance of having trained and qualified personnel before initiating a trial.
"The PI must ensure that sufficient qualified staff is available to conduct the trial as per the protocol and regulatory requirements."
Objectives:
* Assessing resource availability
* Ensuring readiness to initiate a clinical trial

NEW QUESTION # 106 
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. Administer rescue medication.
B. Call the medical monitor.
C. Consult the IB.
D. Report the AE to the sponsor.

Answer: A

Explanation:
In a life-threatening situation, the investigator'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 investigator 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.

NEW QUESTION # 107 
A printed, optical, or electronic document designed to record all of the protocol-required information and is transmitted to the
sponsor is called a:

A. PRO.
B. CRF.
C. Source document.
D. Worksheet.

Answer: B

Explanation:
A Case Report Form (CRF) is a tool used in clinical trials to collect data as specified by the protocol. It is a printed, optical, or
electronic document designed to record all protocol-required information for each trial subject. CRFs are crucial for ensuring that the
data collected during the trial is accurate, complete, and consistent with the protocol.
This answer follows GCP guidelines, which describe CRFs as essential documents for capturing and transmitting study data to the
sponsor.
"A Case Report Form (CRF) is a printed, optical, or electronic document specifically designed to record all protocol-required
information to be reported to the sponsor on each trial subject." Objectives:
* Understand the role of CRFs in clinical trials.
* Ensure accurate and complete data collection.

NEW QUESTION # 108
......
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