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Umdie ACRP ACRP-CP Zertifizierungspriifung zu bestehen, ist es notwendig, geeignete Priifngsmaterialien zu wéhlen. Unser It-
Pruefing bietet Thnen die effiziente Materialien zur ACRP ACRP-CP Zertifizierungspriifung. Die IT-Experten von It-Pruefung sind
alle erfahrungsreich. Die von ihnen erforschten Materialien sind den realen Priifingsthemen fast gleich. It-Pruefing ist eine Website,
die den Kandidaten Bequemlichkeiten zur Zertifizierungspriifing bietet und Thnen helfen, die ACRP ACRP-CP Priifung zu1 bestehen.

Das Expertenteam von It-Pruefung hat neulich das effiziente kurzfriestige Schulungsprogramm zur ACRP ACRP-CP
Zertifizierungspriifing entwickelt. Die Kandidaten sollen an dem 20-stiindigen Kurs teilnehmen, dann kénnen sie neue Kenntnisse
beherrschen und ihre urspriingliches Wissen konsolidieren und auch die ACRP ACRP-CP Zertifizierungspriifing leichter als
diejenigen, die viel Zeit und Energie auf die Priifung verwendet, bestehen.
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ACRP-CP neuester Studienfiihrer & ACRP-CP Training Torrent prep

Das Zertifikat von ACRP ACRP-CP kann Thnen sehr viel helfen. Mit dem Zertifikat kénnen Sie befordert werden. Und Thr
Lebensniveau wird sich sicher verbessern. Das ACRP ACRP-CP Zertifikat bedeutet fiir Sie einen groflen Reichtum. Die ACRP
ACRP-CP (ACRP Certified Professional Exam) Zertifizierungspriifing ist ein Test fiir die IT-Fachleute. Die Priifimgsmaterialien zur
ACRP ACRP-CP Zertifizierungspriifing sind die besten und umfassendsten. Nun stellt It-Pruefing Thnen die besten und optimalen
Prifimgsmaterialien z2r ACRP-CP Zertifizierungspriifung zur Verfligung, die Prifimgsfragen und Antworten enthalten.

ACRP Certified Professional Exam ACRP-CP Priifungsfragen mit Losungen
(Q10-Q15):

10. Frage
Which of the following activities would be undertaken by the sponsor to BEST ensure overall quality of the study data?
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A. Ensure submission of a data management plan to the regulatory authorities.

B. Conduct annual reviews of the protocol and accompanying study docurents.

C. Ensure there is an accompanying written record that describes the consent process.
D. Develop a plan that describes the monitoring approach for a clinical study.

Antwort: D

Begriindung;

Developing a monitoring plan that outlines the approach to quality assurance is essential for maintaining data integrity throughout the
clinical trial. This plan helps identify critical data points, risk-based monitoring strategies, and procedures for detecting and correcting
data discrepancies. It ensures that the study data collected is accurate, complete, and verifiable.

GCP guidelines emphasize the importance of a monitoring plan to safeguard the quality and integrity of study data.

"The sponsor should develop a comprehensive monitoring plan to ensure the accuracy, completeness, and consistency of trial data."
Objectives:

* Maintain high-quality data through structured monitoring.

* Identify potential risks and address them proactively.

11. Frage
An impartial witness should be present during the entire informed consent discussion when:

A. A legally acceptable representative is unable to read.

B. A parent/guardian is consenting for a minor subject.

C. A subject has been determined to be vulnerable.

D. An interpreter is translating the consent form for a subject.

Antwort: A

Begrindung;

An impartial witness is required when a legally acceptable representative (LAR) or the subject themselves cannot read. The witness
ensures that the mformation is presented accurately and that the consent process is conducted ethically. The witness also signs the
consent formto confirm that the subject or representative understands the study details.

GCP guidelines require an impartial witness to be present to confirm that the consent information is correctly conveyed and
understood when the subject or LAR cannot read.

"An impartial witness is required when the subject or legally acceptable representative is unable to read, ensuring the consent
process is transparent and ethically sound." Objectives:

* Protect the rights of individuals with literacy challenges.

* Maintain ethical standards in the consent process.

12. Frage
The PI did not record the relationship to IP in the medical chart when assessing an adverse event. The CRC noticed the omission
and brought it to the PI's attention. How should this be addressed?

A. The PI should notify the monitor.

B. The CRC should amend the medical chart.
C. The PI should amend the medical chart.
D. The CRC should write a note to file.

Antwort: C

Begriindung;

The Pl is responsible for ensuring accurate documentation of adverse events (AEs) in the medical chart, including their relationship to
the mvestigational product (IP). If an omission is identified, the PI must correct it by making a dated and signed amendment to
maintain data accuracy and conpleteness.

GCP guidelines state that the PI must maintain accurate and complete records, including the assessment of the relationship between
AFs and the IP.

"The mvestigator must document the assessment of the relationship between the AE and the investigational product to ensure
accurate clinical records." Objectives:

* Maintain accuracy in adverse event documentation.

* Ensure data integrity through appropriate corrections.



13. Frage
A clinical trial is conducted to test the effect of an investigational drug on cholesterol levels. Statistical analysis will be performed to:

A. Reject the null hypothesis that the drug has no effect on cholesterol levels.

B. Reject the alternative hypothesis that the drug has no effect on cholesterol levels.

C. Fail to reject the alternative hypothesis that the drug has an effect on cholesterol levels.
D. Fail to reject the null hypothesis that the drug has an effect on cholesterol levels.

Antwort: A

Begriindung;

The purpose of statistical analysis in a clinical trial is to evaluate whether the data supports rejecting the null hypothesis, which
typically states that there is no effect or difference. If the analysis finds a statistically significant result, the null hypothesis is rejected,
indicating that the investigational drug has an effect on cholesterol levels.

The answer follows statistical principles in clinical trials, where the null hypothesis is rejected if evidence shows a significant
difference or effect.

"In hypothesis testing, rejecting the null hypothesis indicates that the treatment effect is statistically significant.” Objectives:

* Understand hypothesis testing in clinical research.

* Interpret statistical outcomes accurately.

14. Frage
Per the protocol, participants' blood creatinine level must be no greater than 2.5 times the upper limit of normal (0.7-1.2 mg/dL).
What is the maximum creatinine level the participant can have and be eligble for the trial?

A. 2.6 mg/dL
B. 1.8 mg/dL
C.3.6 mgdL
D. 3.0 mgdL

Antwort: D

Begrindung;

To calculate the maximum allowable creatinine level, multiply the upper limit of normal (1.2 mg/dL) by 2.5.

1.2x2.5=3.0 mg/dL

Therefore, the maximum creatinine level that a participant can have to remain eligible for the trial is 3.0 mg

/dL.

GCP guidelines specify that eligibility criteria, including lab values, must be strictly followed to maintain protocol compliance.
"The protocol specifies that laboratory values must not exceed the defined limits to ensure participant safety and data integrity."
Objectives:

* Maintain accurate interpretation of laboratory criteria.

* Ensure compliance with protocol-defined inclusion/exclusion criteria.
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