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ACRP Certified Professional Exam 52 5 ACRP-CP & 5 & (Q21-Q26):

HE #21
Who is responsible for defining, establishing, and allocating all trial-related duties and functions prior to mitiating a trial?

A. Investigator
B. CRO

C. IRB/IEC
D. Sponsor

IEf#: D
A -

The sponsor is responsible for defining, establishing, and allocating all trial-related duties and functions before the trial begins. This
includes outlining roles and responsibilities in collaboration with investigators, CROs, and other stakeholders. Proper delegation
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ensures the trial is conducted according to protocol and regulatory requirements.

This answer is verified based on GCP guidelines, which clearly state that sponsors are responsible for the organization and
management of trial-related tasks.

"The sponsor is responsible for allocating duties and functions related to the conduct of the trial, ensuring compliance with regulatory
and ethical standards." Objectives:

* Clarify the sponsor's role in clinical trial management

* Define responsibilities in trial planning

H #22
The objective of a randomized clinical trial is to look at whether an IP is effective in preventing recurrence of a disease. What would
be a possible primary endpoint of the trial?

¢ A Impact of an approved vaccine against the disease

¢ B. Occurrence of known side effects of the IP

e C. Time to occurrence of symptons of the disease

e D. Use of concomitant medications to treat the symptoms

EfE: C

R -

In a clinical trial aimed at assessing whether an [P prevents disease recurrence, the primary endpoint would typically be the "time to
occurrence of symptoms" indicating a relapse or recurrence. This endpoint directly measures the IP's effectiveness in prolonging the
symptom-free period.

This answer follows the GCP guideline, which states that primary endpoints should directly reflect the trial's objectives, particularly

when evaluating recurrence prevention.

"In trials evaluating recurrence prevention, the primary endpoint should measure the time until recurrence of the target symptoms or
condition." Objectives:

* Assess the efficacy of IP in preventing disease recurrence.

* Accurately measure the time to recurrence as a primary endpoint.

HM#23
A site is starting up a Phase 11 trial. They have received IRB/IEC approval and have scheduled the SIV. The site cannot begin
enrolling subjects until:

A. The site receives approval from the medical monitor to begin enrolling,

B. The DSMB nxets and the first DSMB meeting report has been issued.

C. The CRA has performed source document review and verification at the site.
D. A signed clinical trial agreement between the site and sponsor is in place.

IEfE: D

R

Before a clinical trial site can begin enrolling participants, there must be a signed clinical trial agreement (CTA) between the site and
the sponsor. This agreement outlines the responsibilities, financial arrangements, and expectations between both parties, ensuring that
the trial is conducted in compliance with regulatory and ethical standards.

GCP guidelines require that a formal agreement be in place before trial initiation to protect the rights and obligations of both the
sponsor and the site.

"Before subject enroliment can commence, the sponsor and site must finalize a clinical trial agreement, establishing legal and ethical
commitments.” Objectives:

* Ensure proper contractual arrangements before trial initiation.

* Protect legal rights and obligations of volved parties.

HH #24
Preliminary evidence suggests a low-dose anti-cancer drug given for a short period of time may reduce the risk of developing cancer

in patients who are at increased risk for developing cancer. The drug has potentially serious side effects. What is the MOST
important question to consider before designing a clinical trial to test this hypothesis?



A. How does the risk of developing cancer compare to the anticipated side effects from the drug?
B. How likely are patients at high risk of cancer going to develop cancer during the study?

C. How effective is the drug at treating patients that have been previously diagnosed with cancer?
D. How willing are current patients to participate in a trial with potentially serious side effects?

EfE: A

R

Before initiating a clinical trial with a drug that has potentially serious side effects, it is essential to evaluate the risk-benefit ratio. The
primary consideration is whether the potential benefits (reduced cancer risk) outweigh the risks (serious side effects). This
assessment is fundamental to ethical clinical trial design.

The answer is verified as per GCP and ethical guidelines, which require a thorough assessment of risk versus benefit before
conducting human trials.

"An assessment of potential benefits versus risks is a fndamental principle in the ethical design of clinical trials, especially when
potential adverse effects are severe." Objectives:

* Ensure ethical considerations in trial design.

* Assess the potential harm versus benefit to participants.

B #25
‘Who should vote during the IRB/IEC review and discussion process?

A. Allmembers who were involved in the review and discussion

B. Al IRB/IEC members

C. Allmembers who were mvolved in the review and discussion and non-member experts
D. AIIRB/IEC members and non-member experts

Ef: A

fEE L

During the IRB/IEC review process, only members who actively participated in the review and discussion are eligible to vote. This
ensures that votes are cast by those who are adequately informed about the study and can make an educated decision. Non-
member experts may participate in discussions but do not have voting rights.

GCP guidelines state that voting rights in IRB/IEC meetings are limited to members who have thoroughly reviewed and discussed the
study, maintaining unbiased and informed decision-making,

"Only IRB/IEC members who were involved in the review and discussion should participate in the voting process." Objectives:

* Ensure nformed voting in ethical review processes.

* Maintain integrity and objectivity in IRB/IEC decisions.
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