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ACRP Certified Professional Exam ACRP-CP Prüfungsfragen mit Lösungen
(Q36-Q41):
36. Frage 
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 investigator?
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A. CRA
B. Data Manager
C. CRO
D. Sponsor

Antwort: D

Begründung:
The sponsor is responsible for establishing written procedures to ensure that all changes or corrections in Case Report Forms
(CRFs) 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.

37. Frage 
The site submitted all start-up documents for a study to the sponsor and the IRB/IEC. The site also has subjects identified for
screening. What should happen FIRST?

A. Obtain IRB/IEC approval
B. Schedule a site initiation visit
C. Verify subject eligibility
D. Ship/receive IP

Antwort: A

Begründung:
Before proceeding with any trial-related activities, including subject screening, the site must first obtain IRB
/IEC approval. This approval ensures that the study has been reviewed for ethical considerations, risk assessment, and adherence to
regulatory requirements. Without IRB/IEC approval, initiating the study would violate ethical guidelines and regulatory standards.
GCP guidelines mandate that no clinical trial procedures, including screening, commence without prior IRB
/IEC approval.
"IRB/IEC approval must be obtained before initiating any study-related activities, including screening and subject recruitment."
Objectives:
* Ensure ethical compliance before study initiation.
* Protect participant rights and safety.

38. Frage 
In preparation for an upcoming site audit, whose responsibility is it to ensure study-related functions were conducted by qualified
personnel?

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

Antwort: B

Begründung:
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.

39. Frage 
Which document confirms the PI's agreement to permit auditing at the study site?

A. IB
B. Delegation Log
C. Protocol
D. ICF

Antwort: D

Begründung:
The Informed Consent Form (ICF) typically includes a statement indicating that the participant's records may be reviewed by
monitors, auditors, and regulatory authorities. This ensures transparency and compliance with regulatory requirements, allowing for
audits and inspections when necessary.
This answer follows GCP guidelines which specify that the ICF should include consent for audits and inspections to protect subject
confidentiality while ensuring data integrity.
"The ICF must include a statement allowing access to trial data for monitoring, auditing, and regulatory inspection purposes."
Objectives:
* Ensure informed consent for data access.
* Facilitate compliance with auditing requirements.

40. Frage 
Which strategy is used to safeguard subject privacy?

A. Email updated enrollment logs to the CRA.
B. Conduct subject-related conversations in controlled environments.
C. Utilize subject initials on correspondence.
D. Store source documentation in the CRC's office.

Antwort: B

Begründung:
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.

41. Frage
......
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