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Cohort - Answer Subjects are malched lor similar groups; ex: Smokers, sex and age
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antiblotics studies.
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ACRP Certified Professional Exam Sample Questions (Q119-Q124):

NEW QUESTION # 119
In order to conduct open-label, parallel group clinical trials according to sound scientific principles, which of the following design
elements should be included?

A. Blinding

B. Placebo-controlled
C. Privacy controls

D. Randomization

Answer: D

Explanation:

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.

NEW QUESTION # 120
IP is dispensed to all subjects who:

A. Need IP for their medical condition.
B. Consented for the trial.

C. Are eligble to receive it in the trial.
D. Screened for the trial.

Answer: C

Explanation:

The investigational product (IP) is only dispensed to subjects who meet the eligibility criteria as defined in the study protocol.
Eligibility is confirmed during screening and baseline assessments. Simply consenting to the trial does not guarantee receipt of IP.
According to GCP guidelines, IP dispensing must strictly follow eligibility criteria to maintain protocol compliance and subject safety.
"IP should only be dispensed to subjects who have been deemed eligible according to the protocol's inclusion and exclusion criteria."
Objectives:

* Maintain adherence to protocol criteria.

* Protect participant safety by ensuring proper eligibility.

NEW QUESTION # 121
Per the protocol, participants' blood creatinine level must be no greater than 2.5 times the upper limit of normal (0.7-1.2 mg/dL).
What is the maximum creatinine level the participant can have and be eligble for the trial?

A.3.6 mgdL
B. 2.6 mg/dL
C. 1.8 mgdL
D. 3.0 mg/dL

Answer: D

Explanation:

To calculate the maximum allowable creatinine level, multiply the upper limit of normal (1.2 mg/dL) by 2.5.
1.2x2.5=3.0 mgdL

Therefore, the maximum creatinine level that a participant can have to remain eligible for the trial is 3.0 mg



/dL.

GCP guidelines specify that eligibility criteria, including lab values, must be strictly followed to maintain protocol compliance.
"The protocol specifies that laboratory values must not exceed the defined limits to ensure participant safety and data integrity."
Objectives:

* Maintain accurate interpretation of laboratory criteria.

* Ensure compliance with protocol-defined inclusion/exclusion criteria.

NEW QUESTION # 122
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?

A. A legally acceptable representative
B. A member of the research team

C. A family member

D. A witness

Answer: A

Explanation:

For cognitively impaired participants who may not fully understand the informed consent process, a legally acceptable representative
(LAR) must be nvolved. 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 from a legally acceptable representative to ensure
ethical participation." Objectives:

* Safeguard the rights of vulnerable populations.

* Maintain ethical standards in the consent process.

NEW QUESTION # 123
Which of the following activities is the MOST efficient way of overseeing a CRO's management during a clinical trial?

A. Co-monitoring of CRO site visits

B. Pre-qualification assessment of CRO

C. Central monitoring of data fields by sponsor

D. Risk-based audits of CRO activities as delegated

Answer: D

Explanation:

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.

NEW QUESTION # 124
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