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HM #88
Which of'the following elements of the Informed Consent are NOT required?

A. Statement that study nvolves research

B. A description of any reasonably foreseeable risks or discomforts
C. A description of potential benefits

D. Subject legal rights can be waived

Ef#: D

A -

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.
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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.

B #89

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

e A CRO

® B. Sponsor

¢ C. Investigator
e D.CRC

IEf#: B

A :

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
inspection.” Objectives:

* Maintain compliance with regulatory requirements.

* Facilitate data verification and quality assurance.

E #90
A sponsor wants a new clinical trial to be reviewed at regular intervals for progress, safety, and endpoint evaluation, and make
recommendations to continue, modify, or stop the trial. How should they proceed?

A. Establish a DSMB/IDMC

B. Draft a CAPA plan

C. Develop a monitoring plan

D. Conduct routine nvestigators' meetings

EE: A

R :

A Data Safety Monitoring Board (DSMB) or Independent Data Monitoring Committee (IDMC) is established to review ongoing
trial data at regular intervals. The DSMB evaluates safety, progress, and efficacy endpoints and makes recommendations to
continue, modify, or terminate the study based on interim data. This independent oversight helps ensure participant safety and data
integrity throughout the trial.

GCP guidelines recommend forming a DSMB for studies that mvolve high risks or long durations, ensuring continuous safety
monitoring,

"The DSMB s responsible for the periodic review of accumulating data and providing recommendations regarding trial continuation,
modification, or termination." Objectives:

* Ensure ongoing safety evaluation.

* Facilitate objective decisions on trial continuation.

R #91
Which strategy is used to safeguard subject privacy?

e A. Emil updated enrollment logs to the CRA.
e B. Store source documentation in the CRC's office.
e C. Conduct subject-related conversations in controlled environments.



e D. Utilize subject initials on correspondence.
EfE: C
R -

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.

H #92
Who takes responsibility for initiating a clinical trial?

e A CRO
e B. Sponsor
e C. Investigator

e D.IRB/EC
Ef#: B
R

The sponsor is responsible for mitiating a clinical trial. This involves developing the protocol, securing finding, selecting study sites,
and obtaining regulatory approvals. The sponsor also oversees the conduct of the trial to ensure compliance with GCP and
regulatory requirements.

According to GCP guidelines, the sponsor is the entity that initiates, manages, and finances the clinical investigation.

"The sponsor is responsible for initiating, managing, and financing the clinical trial, including protocol development and site selection.”
Objectives:

* Understand the sponsor's role in trial initiation.

* Ensure compliance from the outset of the study.
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