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(Q111-Q116):

111. Frage
Who is responsible for defining, establishing, and allocating all trial-related duties and functions prior to initiating a trial?

A. Sponsor
B. IRB/IEC
C.CRO

D. Investigator

Antwort: A

Begriindung;

The sponsor is responsible for defining, establishing, and allocating all trial-related duties and functions before the trial begins. This
includes outlining roles and responsibilities in collaboration with investigators, CROs, and other stakeholders. Proper delegation
ensures the trial is conducted according to protocol and regulatory requirements.

This answer is verified based on GCP guidelines, which clearly state that sponsors are responsible for the organization and
management of trial-related tasks.

"The sponsor is responsible for allocating duties and functions related to the conduct of the trial, ensuring compliance with regulatory
and ethical standards." Objectives:

* Clarify the sponsor's role in clinical trial management

* Define responsibilities in trial planning

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

A. A subject has been determined to be vulnerable.

B. A legally acceptable representative is unable to read.

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

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

Antwort: B

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.

113. Frage
A study is using an EDC system. After the data is entered into EDC, who is the next to review and conduct SDV of this data?

A. Monitor

B. QA Department
C. Data Manager
D. Sponsor

Antwort: A

Begriindung;

After data entry into the Electronic Data Capture (EDC) system, the monitor (typically a Clinical Research Associate - CRA)
conducts Source Data Verification (SDV). The monitor compares the data entered in the EDC system with the source docurments to
ensure accuracy, completeness, and consistency. This step is essential for maintaining data integrity and compliance with GCP
standards.



GCP guidelines require that monitors verify data accuracy through SDV as part of routine monitoring responsibilities.

"The monitor is responsible for performing Source Data Verification (SDV) to ensure that the data recorded in the EDC system
matches the source documents." Objectives:

* Verify data accuracy in clinical trials.

* Ensure compliance with data management protocols.

114. Frage
Who is responsible for securing agreement from all involved parties to ensure direct access of all trial-related source documents?

A. Sponsor
B. CRO

C. Investigator
D. CRC

Antwort: A

Begrindung;

The sponsor is responsible for ensuring that agreements are in place with all involved parties (including investigators and institutions)
to grant direct access to trial-related source documents. This is crucial for monitoring, auditing, and inspection purposes, ensuring
transparency and compliance with regulatory requirements.

According to GCP guidelines, the sponsor must establish agreements to secure direct access to trial data for verification and
compliance checks.

"The sponsor should ensure that agreements are in place to permit direct access to source data and documents for monitoring and
mspection." Objectives:

* Maintain compliance with regulatory requirements.

* Facilitate data verification and quality assurance.

115. Frage
While consenting a potential subject, a coordinator discovered the subject could not read. Under what conditions can this potential
subject be enrolled?

A. Have the Principal Investigator consent the person.

B. Locate a translator and have them work with the person.

C. There are no circunstances under which this person can be enrolled.
D. Get an impartial witness involved in consenting this person.

Antwort: D

Begrindung;

When a participant cannot read, an impartial witness must be present during the consent process. The witness ensures that the
information is accurately presented and that the subject's consent is truly informed. The witness must sign the consent formto attest
that the subject understands the information.

GCP guidelines require the use of an impartial witness during the informed consent process for individuals who are illiterate or
visually impaired.

"Informed consent must involve an impartial witness when the subject cannot read, ensuring the consent process is conducted
ethically." Objectives:

* Maintain ethical standards during consent.

* Protect the rights of participants with literacy challenges.

116. Frage

Wie andere weltbertihmte Zertifizierungen wird die ACRP-CP Zertifizierungspriifing auch international akzeptiert. Die ACRP-CP
Zertifizierungspriifngen haben auch breite IT-Zertifizierungen. Die Leute in der ganzen Welt wihlen gerne die die ACRP-CP
Zertifizierungspriifing, um Erfolg im BerufSleben zu erlangen. In Zertpruefung konnen Sie die Thnen geeigneten Produkte zum Lermen
wihlen.
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