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HM #18
All of the following are examples of what monitors review EXCEPT:

A. Documentation in the participant's medical record of study drug administration.

B. Regulatory binder which includes copies of current certifications for all laboratories.
C. The signed ICF retained in the participant's study file.

D. Potential patient medical records for eligibility prior to the nformed consent process.

Ef: D

fEEE:

Monttors are responsible for reviewing documents that pertain to study conduct and data integrity,including regulatory binders,
informed consent forms (ICFs), and documentation of study drug administration.

However, reviewing potential patient medical records for eligibility prior to the informed consent process is not part of a monitor's
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responsibilities, as this would violate patient confidentiality and GCP standards.

According to GCP guidelines, monitors should ensure compliance with the protocol and data integrity but should not access non-
consented patient records.

"Monitors should verify that only enrolled and consented subjects' data are reviewed, ensuring compliance with privacy regulations."
Objectives:

* Understand the scope of monitoring responsibilities.

* Protect patient confidentiality during the monitoring process.

HMA #19
The sponsor calls the site and informs the research team that they have decided to temporarily suspend the study. What step should
the research team take FIRST?

A. Inform the IRB/IEC of the study closure.

B. Schedule participant for early termination visit.

C. Inform the monitor of the termination of the study.

D. Inform participant and assure proper care is provided.

Ef#E: D

R -

When a study is temporarily suspended, the primary responsibility of the research team is to ensure the ongoing care and safety of
the enrolled participants. Participants must be informed about the suspension and assured that their health and safety will continue to
be monitored.

GCP guidelines prioritize the safety and well-being of participants, which must be maintained even during a temporary suspension.
"In the event of a study suspension, the first priority is to inform the participants and ensure that appropriate care and monitoring are
continued." Objectives:

* Protect participant safety during study suspension.

* Maintain clear communication with study participants.

B #20
Who determines what criteria and procedures should be followed if a subject discontinues/withdraws their consent?

A. Sponsor
B. Subject
C.CRO
D. Pl

EE: A

L2

The sponsor is responsible for defining the criteria and procedures for subject withdrawal or discontinuation of consent. This includes
specifying how data already collected will be handled and whether any follow-up is required. The procedures must be clearly
outlined in the study protocol and communicated to the research team.

This answer follows GCP guidelines, which state that the sponsor must ensure that procedures for subject withdrawal are clearly
defined and documented.

"The sponsor is responsible for defining procedures to be followed if'a subject discontinues participation or withdraws consent,
ncluding handling of data collected prior to withdrawal." Objectives:

* Ensure transparent procedures for participant withdrawal.

* Maintain data integrity while respecting participant autonorny.

HE#21
Upon receipt of temperature-controlled IP, the study staff noticed the IP incurred a temperature excursion during transport. What
should the staff do NEXT?

e A Register I[P in IWRS and continue with subject allocation.
¢ B. Dispose of IP and request replacement from sponsor.
e C. Register IP in IWRS, quarantine and notify sponsor of the excursion.



¢ D. Quarantine P without registering in IWRS and request replacement from sponsor.
EfE: C

R -

Ifa temperature-controlled IP has experienced a temperature excursion during transport, the appropriate action is to register the [P
in the Interactive Web Response System (IWRS), quarantine it to prevent use, and immediately notify the sponsor. This procedure
ensures that the IP is not used until the sponsor evaluates its stability and suitability.

GCP guidelines state that any [P affected by a temperature excursion should be quarantined and reported to the sponsor for
evaluation.

"Upon identification of a temperature excursion, the [P must be quarantined and reported to the sponsor to determine its usability."
Objectives:

* Maintain [P integrity and compliance with storage conditions.

* Follow protocol for managing temperature excursions.

H #22
A printed, optical, or electronic document designed to record all of the protocolrequired information and is transmitted to the
sponsor is called a:

A. Source document.
B. Worksheet.

C. PRO.

D. CRF.

Ef#: D

fERL:

A Case Report Form (CRF) is a tool used in clinical trials to collect data as specified by the protocol. It is a printed, optical, or
electronic document designed to record all protocol-required information for each trial subject. CRFs are crucial for ensuring that the
data collected during the trial is accurate, complete, and consistent with the protocol.

This answer follows GCP guidelines, which describe CRF's as essential documents for capturing and transmitting study data to the
Sponsor.

"A Case Report Form (CRF) is a printed, optical, or electronic document specifically designed to record all protocol-required
information to be reported to the sponsor on each trial subject." Objectives:

* Understand the role of CRFs in clinical trials.

* Ensure accurate and complete data collection.
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