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HH #83
Which of the following elements of the Informed Consent are NOT required?

e A Statement that study involves research
e B. Subject legal rights can be waived
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¢ C. A description of any reasonably foreseeable risks or discomforts
¢ D. A description of potential benefits

IEf#: B
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Informed consent must not include any language that implies a waiver of the participant's legal rights or releases the nvestigator,
sponsor, or institution from liability for negligence. Such language violates ethical standards and the principles of voluntary
participation.

According to GCP guidelines and ethical principles, the informed consent document must not include any clause that waives a
participant's legal rights.

"An informed consent form must not include language that waives the participant's legal rights or releases the sponsor or investigator
from liability." Objectives:

* Protect participant rights in clinical trials.

* Ensure that consent is given voluntarily and ethically.

H #84
The primary purpose for IRB/IEC approval of posters, fliers, social media posts, and promotional iters is to:

A. Assure the ads do not impinge on confidentiality agreements.

B. Review the content for ethically or morally sensitive issues.

C. Safeguard the rights, safety, and well-being of all potential subjects.
D. Confirm subjects receive the appropriate reimbursement.
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The IRB/IEC's primary responsibility when reviewing recruitment materials such as posters, fliers, social media posts, and
promotional itens is to ensure that these materials safeguard the rights, safety, and well- being of potential participants. This includes
ensuring that the information is presented ethically, clearly, and without coercion, maintaining compliance with ethical guidelines.
GCP guidelines require that any materials used for recruitment be reviewed to ensure they do not mislead participants and that they
respect their rights and well-being,

"[RB/IEC review of recruitment materials ensures that they protect participants' rights and well-being and that the content is ethically
appropriate." Objectives:

* Maintain ethical standards in recruitment.

* Protect potential participants from misleading or coercive information.

H #85
Access to study documentation for auditors and inspectors during an audit or inspection at a clinical trial site is the responsibility of
the:

A. CRC

B. PI
C.CRA
D. Sponsor

EfE: B
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The Principal Investigator (PI) is responsible for providing access to study documentation during an audit or inspection. This includes
regulatory files, participant records, and study logs. The PI ensures that auditors and inspectors have appropriate access while
maintaining the confidentiality of subject data.

GCP guidelines clearly assign the responsibility for maintaining and granting access to trial documentation to the P1 at the study site.
"The PI is responsible for ensuring that study-related documents are available for review during audits or inspections." Objectives:

* Maintain transparency during inspections.

* Ensure compliance with documentation requirements.

HR #86



Which of the following activities is the MOST efficient way of overseeing a CRO's management during a clinical trial?

e A. Pre-qualification assessment of CRO

¢ B. Central monitoring of data fields by sponsor

¢ (. Co-monitoring of CRO site visits

e D. Risk-based audits of CRO activities as delegated

IEfE: D
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Risk-based audits of CRO activities as delegated are considered the most efficient way of overseeing a CRO's management. This
approach focuses on evaluating the critical risks that might impact data integrity and participant safety. It allows sponsors to allocate
resources to areas with the highest potential for error or deviation, rather than performing exhaustive monitoring of all activities.

The answer is verified as per guidelines on risk-based monitoring strategies, emphasizing targeted and efficient oversight of CRO
functions.

"Risk-based monitoring emphasizes focusing on critical study parameters and the risks that have the potential to affect data quality
and subject safety." Objectives:

* Efficient management of outsourced clinical trial tasks.

* Ensuring data integrity through targeted audits.

H[E #87
Which of the following statements is TRUE about an EDC system?

A. There should be an audit trail to track data entries, deletions, and changes.
B. The eCRF should be an exact page-by-page replica of the paper CRF.

C. A separate workstation should be made available for the monitor.

D. IRB/IEC approval is required before the use of the computerized system.

EfE: A

R -

An Electronic Data Capture (EDC) system must include an audit trail to ensure data integrity. This audit trail records every data
entry, modification, and deletion along with timestamps and user identification. It is a critical feature for maintaining traceability and
accountability in clinical research, allowing for the reconstruction of data changes and ensuring compliance with Good Clinical
Practice (GCP).

GCP guidelines mandate that electronic data systems used in clinical trials must maintain an audit trail to ensure data integrity and
traceability.

"An audit trail is essential in an EDC system to document all data entries, changes, and deletions to maintain data integrity."
Objectives:

* Ensure data integrity through traceable record-keeping.

* Maintain compliance with regulatory standards.
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