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B #114
Source data/documentation should be:

A. Attributable, legible, contemporaneous, original, accurate, and complete.
B. Attributable, legble, correct, origmnal, accurate, and clear.

C. Attributable, legible, correct, original, accurate, and complete.

D. Attributable, legible, contemporaneous, original, accurate, and clear.

EfE: A

fiR .«
Source data/documentation in clinical trials must meet the ALCOA-C standard: Attributable, Legible, Contemporaneous, Original,
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Accurate, and Complete. This ensures that data is credible, traceable to the source, and maintains integrity throughout the study.
These attributes are essential for maintaining high- quality, reliable, and verifiable clinical trial records.

GCP guidelines mandate that source documentation should adhere to the ALCOA-C principles to maintain data integrity and
reliability.

"Source data must be attributable, legible, contemporaneous, original, accurate, and complete to meet quality and conpliance
standards." Objectives:

* Maintain data integrity and reliability.

* Adhere to best practices in clinical documentation.

HM #115
A study is using an EDC system. After the data is entered into EDC, who is the next to review and conduct SDV of this data?

A. Sponsor

B. Data Manager
C. Monitor

D. QA Departrent

EfE: C

R -

After data entry into the Electronic Data Capture (EDC) system, the monitor (typically a Clinical Research Associate - CRA)
conducts Source Data Verification (SDV). The monitor compares the data entered in the EDC system with the source documents to
ensure accuracy, conpleteness, and consistency. This step is essential for maintaining data integrity and compliance with GCP
standards.

GCP guidelines require that monitors verify data accuracy through SDV as part of routine monitoring responsibilities.

"The monitor is responsible for performing Source Data Verification (SDV) to ensure that the data recorded in the EDC system
matches the source documents." Objectives:

* Verify data accuracy in clinical trials.

* Ensure compliance with data management protocols.

R #116
Which document confirms the PI's agreement to permit auditing at the study site?

A. Delegation Log
B. Protocol

C.IB

D. ICF

IEfE: D

R :

The Informed Consent Form (ICF) typically includes a statement indicating that the participant's records may be reviewed by
monitors, auditors, and regulatory authorities. This ensures transparency and compliance with regulatory requirements, allowing for
audits and inspections when necessary.

This answer follows GCP guidelines which specify that the ICF should include consent for audits and inspections to protect subject
confidentiality while ensuring data integrity.

"The ICF must include a statement allowing access to trial data for monitoring, auditing, and regulatory inspection purposes."
Objectives:

* Ensure informed consent for data access.

* Facilitate compliance with auditing requirements.

A #117
In preparation for an upcoming site audit, whose responsibility is it to ensure study-related functions were conducted by qualified
personnel?

e A. Sponsor
e B. Investigator



e C.CRC

e D.CRA
IEf#: B
AR -

The Principal Investigator (PI) holds ultimate responsibility for ensuring that all study-related finctions are conducted by qualified and
trained personnel. The PI must verify that staff have the necessary qualifications and training to perform their assigned tasks as
outlined in the protocol. This responsibility is crucial for maintaining compliance with GCP and ensuring data integrity.

According to GCP guidelines, the PI must ensure that all staff assisting with the trial are adequately trained and qualified for their
roles.

"The nvestigator is responsible for ensuring that all persons assisting with the trial are qualified by education, training, and experience
to perform their respective tasks." Objectives:

* Maintain compliance with GCP requirements.

* Ensure qualified personnel conduct study tasks.

HM #118

While reviewing a new protocol, a PI realizes a specialized laboratory test is required that the local hospital does not perform The
PI locates a laboratory that performs the specialized test and retains their services.

Responsibility for ensuring the laboratory retained is qualified for this trial-related task lies with the:

A. Sponsor
B.CRC
C.PI

D. CRO

Ef#: C

fEE L

The Principal Investigator (PI) is responsible for ensuring that any laboratory used for trial-related testing is appropriately qualified
and certified. This includes verifying the laboratory's accreditation, quality control procedures, and ability to perform the required
tests accurately. The PI must document the qualification process to ensure compliance with GCP and protocol requirements.

GCP guidelines state that the investigator is responsible for selecting and verifying the qualification of laboratories used in the study.
"The PI must ensure that any laboratory involved in the trial is properly qualified and capable of performing the specified tests
according to protocol requirements." Objectives:

* Maintain quality control in laboratory testing.

* Ensure the accuracy and reliability of test results.
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