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AE #45

A sponsor writes a protocol comparing an [P XYZ to a marketed drug ABC to determine if XYZ is more efficacious i the target
population than ABC. Both drugs are prepared in identically masked I'V bags and distributed according to the randomization scheme
outlined in the protocol such that the study team is unaware of the treatment assignment.

Which of the following is an appropriate title for this study?

e A. Arandomized, open-label, comparator study comparing the efficacy of XYZ to ABC in the target population
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¢ B. A randomized, double-blind, superiority study comparing the efficacy of XYZ to ABC in the target population

¢ C. A randomized, double-blind, double-dummy, superiority study comparing the efficacy of XYZ to ABC in the target
population

¢ D. A randomized, single-blind, placebo-controlled study comparing the efficacy of XYZ to ABC in the target population
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Since both the investigator and the participant are unaware of the treatment assignment, the study is classified as double-blind. The
study ains to establish the superiority of XYZ over ABC, making it a superiority study.

The use of masked IV bags confirns the double-blind design.

The answer is verified from GCP guidelines on blinding and superiority study designs.

"In double-blind studies, neither the participant nor the investigator knows the treatment assignment, which prevents bias."
Objectives:

* Understanding blinding methods in clinical trials

* Ensuring unbiased efficacy comparisons

EHE #46
An impartial witness should be present during the entire informed consent discussion when:

A. A subject has been determined to be vulnerable.

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

C. A legally acceptable representative is unable to read.

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

AR #47
During a monitoring visit, a CRA notices that a piece of equipment required for the study needs to be serviced. Who is responsible
for addressing this problem?

A. PI

B. Sponsor
C.CRA
D. CRC
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The Principal Investigator (PI) is responsible for ensuring that all equipment used in the clinical trial is properly maintained and
serviced. If a monitor (CRA) identifies equipment that needs servicing, the PI must take immediate action to ensure the equipment is
n working order to maintain the quality and integrity of the study data.

GCP guidelines emphasize the PI's responsibility to ensure that all equipment used in the study is functional, properly calibrated, and
serviced as needed.

"The PI is responsible for maintaining the finctionality and calibration of study-related equipment to ensure accurate data collection."”
Objectives:

Maintain equipment functionality to ensure data accuracy.

Ensure proper maintenance as part of site management.



EHE #48

While reviewing a new protocol, a PI realizes a specialized laboratory test is required that the local hospital does not perform The
PI locates a laboratory that performs the specialized test and retains their services.

Responsibility for ensuring the laboratory retained is qualified for this trial-related task lies with the:

A. Pl

B. Sponsor
C.CRO
D. CRC

HE: A
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The Principal Investigator (PI) is responsible for ensuring that any laboratory used for trial-related testing is appropriately qualified
and certified. This includes verifying the laboratory's accreditation, quality control procedures, and ability to perform the required
tests accurately. The PI must document the qualification process to ensure compliance with GCP and protocol requirements.

GCP guidelines state that the investigator is responsible for selecting and verifying the qualification of laboratories used in the study.
"The PI must ensure that any laboratory involved in the trial is properly qualified and capable of performing the specified tests
according to protocol requirerents." Objectives:

* Maintain quality control in laboratory testing,

* Ensure the accuracy and reliability of test results.

EE #49
‘Which document confirms the PI's agreement to permit auditing at the study site?

A. Protocol

B. ICF

C.IB

D. Delegation Log

e B
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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.
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