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IT-Experten nach ihren Kenntnissen und Erfahrungen bearbeitet. Die Feedbacks von den Kandidaten haben sich gezeigt, dass
unsere Priidukte eher von guter Qualitit sind. Wenn Sie einer der IT-Kandidaten sind, sollen Sie die Schulungsunterlagen zuir ACRP
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ACRP Certified Professional Exam ACRP-CP Priifungsfragen mit Losungen
(Q50-QS55):

50. Frage
At a close-out visit, which document should be retained only at the site?

e A. IP accountability
¢ B. Final trial close-out monitoring report
e C. Subject identification code list
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e D. Treatment allocation
Antwort: C

Begrindung;

The subject identification code list, which links the participant's unique code to their personal information, must be retained only at
the site. This list ensures confidentiality and is necessary for identifying participants during follow-up. It is not shared with the sponsor
to protect participant privacy.

GCP guidelines mandate that the subject identification code list remains at the site to ensure confidentiality and compliance with data
protection regulations.

"The subject identification code list must be securely stored at the site to maintain participant confidentiality." Objectives:

* Safeguard participant confidentiality.

* Maintain compliance with data protection policies.

51. Frage
Which of the following is a conflict of interest for a PI conducting a study?

A. A PI that votes on the IRB/IEC approval of the protocol
B. A PI that presents at an investigator meeting

C. A PI who is a key opinion leader, writes the protocol

D. A PI who receives payment for the study

Antwort: A

Begrindung;

A Principal Investigator (PI) who is involved in voting on the IRB/IEC approval of their own protocol is considered to have a
conflict of nterest. The IRB/IEC must be independent and impartial when reviewing research proposals. Allowing the PI to vote on
their own study compromises the ethical review process. To maintain unbiased decision-making, PIs must recuse themselves from
such votes.

GCP guidelines emphasize the importance of avoiding conflicts of nterest in the IRB/IEC decision-making process to maintain
objectivity and ethical standards.

"A PI should not participate in voting or decision-making processes regarding the approval of their own study to avoid conflicts of
nterest." Objectives:

* Maintain impartiality in ethical review.

* Prevent conflicts of interest during IRB/IEC processes.

52. Frage
‘When designing a clinical trial, why is it important to define the study population?

A. To support the study objectives

B. To determine where to conduct the study
C. To determine the study objectives

D. To support subject recruitment to the study

Antwort: A

Begriindung;

Defining the study population is crucial because it ensures that the trial targets the appropriate group for evaluating the investigational
product (IP). A well-defined population supports the study objectives by providing reliable and interpretable data that can address
the research questions.

GCP guidelines emphasize the need for a clearly defined study population to ensure the generalizability and accuracy of trial results.
"The study population must be clearly defined to ensure that the trial data are relevant and applicable to the intended patient group."
Objectives:

* Enhance the scientific validity of clinical trial outcomes.

* Support the accurate interpretation of efficacy and safety data.

53. Frage
‘Which of the following activities is the MOST efficient way of overseeing a CRO's management during a clinical trial?



A. Central monitoring of data fields by sponsor

B. Risk-based audits of CRO activities as delegated
C. Co-monitoring of CRO site visits

D. Pre-qualification assessment of CRO

Antwort: B

Begrindung;

Risk-based audits of CRO activities as delegated are considered the most efficient way of overseeing a CRO's management. This
approach focuses on evaluating the critical risks that might impact data integrity and participant safety. It allows sponsors to allocate
resources to areas with the highest potential for error or deviation, rather than performing exhaustive monitoring of all activities.

The answer is verified as per guidelines on risk-based monitoring strategies, emphasizing targeted and efficient oversight of CRO
functions.

"Risk-based monitoring emphasizes focusing on critical study parameters and the risks that have the potential to affect data quality
and subject safety." Objectives:

* Efficient management of outsourced clinical trial tasks.

* Ensuring data integrity through targeted audits.

54. Frage
While reviewing reports of data completion, the sponsor notices low retention rates at many participating sites. What is an
appropriate FIRST action for the sponsor to take?

A. Submit revised ICFs to the IRB/IEC with increased compensation for participants.

B. Interview participants who have dropped out.

C. Require participants to provide documented reason for withdrawal.

D. Meet with the site staff to understand their workflows and to review retention strategies.

Antwort: D

Begriindung;

Meeting with site staff to understand workflows and retention strategies is the most practical first step. By engaging with the team,
the sponsor can identify potential issues affecting retention, such as site-related factors, participant burden, or protocol complexities.
Addressing these issues collaboratively can improve retention without needing major protocol changes.

GCP guidelines recommend assessing and understanding site-specific challenges before making procedural changes or protocol
amendments.

"Engaging with site staff to discuss retention issues helps identify root causes and develop practical solutions." Objectives:

* Improve participant retention through collaboration.

* Identify and address site-specific challenges.
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