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EE #109
Who determines the age of assent for pediatric studies?

A. IRB/IEC
B. PI

C. Sponsor
D. Parent

HE. A

MY

The IRB/IEC determines the age at which a child is considered capable of providing assent for participation in a clinical trial. This
decision is based on local regulations, cultural considerations, and the child's ability to understand the trial's risks and benefits. The
age of assent may vary between jurisdictions and is subject to ethical considerations specific to pediatric research.

GCP guidelines emphasize that the IRB/IEC is responsible for setting the criteria for obtaining assent from minors based on ethical
and regulatory frameworks.

"The IRB/IEC is responsible for determining the age and circumstances under which pediatric assent is required, considering the
child's comprehension level." Objectives:

* Ensure appropriate ethical practices in pediatric research.

* Align with local regulatory requirements for assent.

AE#110
A Pl is being considered for an industry-sponsored study. The PI sees approximately 20 patients per month who meet the study

criteria. The PI does not have access to a Positron Emission Tomography (PET) scanner, which is required for the protocol. The PI
is already taking part in three other studies. Should the Sponsor choose this P1?

A. No, the PI is taking part in too many ongoing studies to participate in this study.

B. Yes, the PI can perform other imaging scans instead of the PET scans.

C. Yes, the PI has a sufficient patient population to take part in this study.

D. No, the PI does not have the resources to perform all protocol-required procedures.
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The PI lacks access to a PET scanner, a required element for conducting the study according to the protocol.

Without this essential equipment, the PI cannot fully meet the study requirements, making it unsuitable for the sponsor to select this
site. Compliance with the protocol's technical requirements is crucial for the trial's success.

GCP guidelines state that investigators must have access to all necessary facilities and equipment to conduct the trial as outlined in
the protocol.

"The mvestigator must have adequate resources, including access to required equipment, to perform the study as specified."
Objectives:

Ensure site readiness for protocol requirements.

Prevent protocol deviations due to inadequate resources.

AE #111
Which of'the following reports should be retained in participant charts?

A. DSMB/IDMC reports

B. Lab reports

C. IRB/IEC progress reports
D. Safety reports
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Lab reports contain individual participant data relevant to their health status and the study's outcomes. These reports are essential for
verifying subject safety and evaluating the effects of the investigational product (IP).

Therefore, they must be retained in the participant's medical records.

According to GCP guidelines, participant charts must include laboratory data as part of the essential documents to ensure accurate
and complete clinical records.

"Lab reports must be maintained as part of the participant's chart for safety monitoring and data verification." Objectives:

* Maintain comprehensive medical records for each participant.

* Ensure availability of clinical data for audit and review.

HAE #112
‘Who on the local site research study team is accountable for the unblinding documentation of IP?

A.CRC

B. Regulatory manager
C.PI

D. Pharmacist
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The Principal Investigator (PI) is ultimately responsible for maintaining and documenting any unblinding events related to the
mvestigational product (IP). This accountability ensures that any instance where the blind is broken is properly justified, documented,
and reported to maintain trial integrity.

GCP guidelines state that the PI must oversee the unblinding process and ensure proper documentation to protect the validity of the
trial data.

"The PI is responsible for ensuring that any unblinding of the nvestigational product is adequately documented and reported
according to protocol." Objectives:

* Maintain the integrity of blinded studies.

* Properly document unblinding incidents.

A2 #113
Which strategy is used to safeguard subject privacy?

A. Utilize subject nitials on correspondence.

B. Emnail updated enrollment logs to the CRA.

C. Conduct subject-related conversations in controlled environments.
D. Store source documentation in the CRC's office.

HE. C

ME:

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.
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