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HM #58
‘Who should vote during the IRB/IEC review and discussion process?

A. Al IRB/IEC members

B. All members who were involved in the review and discussion

C. AllIRB/IEC members and non-member experts

D. Allmembers who were involved in the review and discussion and non-member experts

Ef#: B

R
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-
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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 informed voting in ethical review processes.

* Maintain integrity and objectivity in IRB/IEC decisions.

B #59
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. Tmpact of an approved vaccine against the disease

B. Occurrence of known side effects of the IP

C. Time to occurrence of symptons of the disease

D. Use of concomitant medications to treat the symptoms

EfE: C

A -

In a clinical trial aimed at assessing whether an IP 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 [P'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 #60
A study to determine the effective dose and regimen of a new IP for the treatment of hypothyroidism is considered to be:

A. Phase 111
B. Phase I
C. Phase II
D. Phase IV

IEfE: C

L2

A Phase II clinical trial is typically conducted to evaluate the efficacy of a drug, determine the optimal dosing regimen, and further
assess 1ts safety profile. Since the objective is to establish the effective dose and regimen for hypothyroidism treatment, this clearly
falls under Phase I1.

GCP guidelines categorize Phase II trials as those aimed at determining efficacy and optimal dosing of mvestigational products.
"Phase II trials focus on determining the therapeutic efficacy, optimal dosage, and further evaluating the safety of the investigational
product." Objectives:

* Identify effective dosing regimens.

* Evaluate therapeutic efficacy for targeted conditions.

HH #61
While reviewing reports of data completion, the sponsor notices low retention rates at many participating sites. What is an
appropriate FIRST action for the sponsor to take?

A. Submit revised ICFs to the IRB/IEC with increased compensation for participants.

B. Require participants to provide documented reason for withdrawal.

C. Interview participants who have dropped out.

D. Meet with the site staff'to understand their workflows and to review retention strategies.



IEf#: D

R :

Meeting with site staff'to understand workflows and retention strategies is the most practical first step. By engaging with the team,
the sponsor can identify potential issues affecting retention, such as site-related factors, participant burden, or protocol complexities.
Addressing these issues collaboratively can improve retention without needing major protocol changes.

GCP guidelines recommend assessing and understanding site-specific challenges before making procedural changes or protocol
amendments.

"Engaging with site staff to discuss retention issues helps identify root causes and develop practical solutions." Objectives:

* Improve participant retention through collaboration.

* Identify and address site-specific challenges.

H #62
A PI is reviewing the CRF for a recent subject visit and notices the participant's heart rate and temperature are not recorded. Which
of the following study documentation practices was neglected?

e A. Complete
¢ B. Contemporaneous
e C. Attributable

e D. Original
EfE: A

A -

The missing data indicates a lack of completeness in the study documentation. Completeness is a fuindamental requirement in clinical
trials, as all necessary information must be recorded accurately and in full. Missing vital signs such as heart rate and temperature can
compromise the validity of the data and affect the study's outcomes.

GCP guidelines state that all data collected during the study must be complete, accurate, and consistent with source documents.
"Clinical trial documentation must be complete, containing all data as required by the protocol toensure data integrity." Objectives:

* Ensure comprehensive data recording,

* Maintain accuracy and completeness in study records.
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