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B #55
In an investigator-initiated study, who is responsible for implementing appropriate corrective and preventive actions when significant
non-compliance is discovered?

A CRC

B. Pl
C.CRA

D. IRB/IEC

Ef#: B

fEEL:
In investigator-initiated studies, the PI holds primary responsibility for addressing non-compliance, including root cause analysis and
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implementation of CAPA plans. This ensures that any issues affecting the study's integrity are adequately addressed and prevented in
the future.

The answer is verified based on ICH E6(R2) guidelines which emphasize the PI's responsibility for maintaining compliance at the
study site.

"The PI must develop and implement corrective and preventive actions when non-compliance is identified during the study."
Objectives:

* Maintain compliance in investigator-initiated studies.

* Address non-compliance through CAPA.

HM #56
Which of'the following should be reviewed and evaluated by qualified experts to assess implications for the safety of the trial
subjects?

¢ A. Emerging animal toxicological and clinical data

¢ B. Sample collection storage, disposal, and shipment requirements
¢ C. Pl roles and responsibilities

¢ D. Project feasibility considerations

EfE: A

R -

Qualified experts should evaluate emerging animal toxicological and clinical data to assess potential safety implications for trial
subjects. These data are critical in identifying potential risks, adverse effects, or safety concerns before exposing human subjects to
the mvestigational product. Early detection of safety issues through expert evaluation helps protect participant well-being.

GCP guidelines stress the importance of expert assessment of preclinical and clinical data to identify risks and ensure participant
safety.

"Emerging toxicological and clinical data should be carefully reviewed by qualified experts to identify safety concerns before clinical
use." Objectives:

* Ensure participant safety through expert data analysis.

* Identify potential safety risks early in the trial process.

B #57
In order to conduct open-label, parallel group clinical trials according to sound scientific principles, which of the following design

elements should be included?

e A. Blinding

¢ B. Privacy controls

e (. Randomization

e D. Placebo-controlled

EfE: C

R

Randomization is a key element in open-label, parallel group clinical trials to reduce selection bias and ensure that participant
allocation is not influenced by investigators. Despite the absence of blinding in open-label studies, randomization maintains the validity
and reliability of the results by evenly distributing confounding factors between groups.

GCP guidelines recommend randomization as a core element in clinical trial design to ensure unbiased allocation of participants.
"Randomization in parallel group trials helps minimize selection bias and ensures the comparability of intervention groups."
Objectives:

* Maintain scientific rigor through randomization.

* Minimize selection bias in clinical studies.

HH #58
The CRC is prepared to consent a cognitively impaired participant to an Alzheimer's clinical trial. The CRC is required to utilize
which of the following in the consent process?

o A. A witness



¢ B. A legally acceptable representative
e C. A menber of the research team
¢ D. A family member

IEf#: B

R -

For cognitively impaired participants who may not fully understand the informed consent process, a legally acceptable representative
(LAR) nust be involved. This ensures that the participant's rights and interests are protected and that consent is obtained ethically
and legally.

GCP guidelines mandate that, in cases where participants are unable to provide informed consent, an LAR must be involved to
make decisions on their behalf.

"When a participant is cognitively impaired, informed consent must be obtained froma legally acceptable representative to ensure
ethical participation." Objectives:

* Safeguard the rights of vulnerable populations.

* Maintain ethical standards in the consent process.

B #59

A study sponsor approaches a facility about participating in their research study. The study sponsor requires use of social media as
its sole method of recruitment. The site knows their institutional IRB/IEC does not approve of social media recruiting. How should
the site respond?

e A Recruit for the study without use of social media.
e B. Use a central IRB/IEC.

e C. Rely on the sponsor to notify the IRB/IEC.

e D. Decline the study.

Ef#: D

R :

Ifthe IRB/IEC has a policy that does not permit social media recruiting, the site must adhere to these regulations. Proceeding with a
method not approved by the IRB/IEC would violate compliance requirements, so declining the study is the correct course of action.
The answer aligns with IRB/IEC regulations that prioritize ethical and compliant recruitment methods.

"Sites must follow the recruitment methods approved by their IRB/IEC to maintain compliance and ethical standards." Objectives:

* Adhering to ethical recruitment practices.

* Maintaining compliance with IRB/IEC policies.
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