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AE#21
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?
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A. 2.6 mg/dL
B. 3.0 mg/dL
C. 3.6 mg/dL
D. 1.8 mg/dL
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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 mg/dL

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.

EE #22
The composition of an IDMC/DSMB should include which one of the following?

A. A lead PI for the study

B. A sponsor representative who is knowledgeable about the study's unblinded nformation
C. A clinical scientist who is knowledgeable in the appropriate discipline

D. A member fromthe IRB/IEC
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An Independent Data Monitoring Committee (IDMC) or Data and Safety Monitoring Board (DSMB) should include clinical
scientists who are knowledgeable i the relevant medical and scientific areas. Their role is to objectively assess the ongoing safety
data and efficacy of the investigational product, ensuring that participants' safety is not compromised.

GCP guidelines emphasize the need for experienced clinical scientists on IDMC/DSMBs to ensure that safety data is interpreted
accurately and professionally.

"IDMC/DSMB should comprise independent experts, including clinical scientists, who have the expertise to evaluate safety and
efficacy data objectively.”" Objectives:

* Ensure impartial evaluation of safety data.

* Maintain scientific integrity in monitoring clinical trials.

A2 #23
Who is responsible to ensure training for key staff members unable to attend the site initiation visit?

A. Monitor
B. Coordinator
C. Investigator
D. Sponsor
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The Principal Investigator (PI) is responsible for ensuring that all site staff involved in the study are adequately trained, even if they
were unable to attend the Site Initiation Visit (SIV). This responsibility includes organizing training sessions or providing relevant
training materials to maintain consistency and compliance with study protocols.

According to GCP guidelines, the PI must ensure that all staff members involved in the trial are adequately informed and trained on
their specific responsibilities.

"The mvestigator should ensure that all persons assisting with the trial are adequately informed about the protocol, the investigational
product(s), and their trial-related duties and functions." Objectives:

* Maintain consistent training for all clinical staff.

* Ensure compliance with study procedures.



HEE #24
All site financial matters pertaining to a trial are listed in what document?

A. Informed consent form
B. Financial disclosure

C. Signed contract

D. Protocol
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All financial agreements, including compensation, budgeting, and payment terns related to the conduct of a clinical trial, are
documented in the signed contract between the sponsor and the site. This contract outlines the financial responsibilities and ensures
transparency and compliance.

GCP guidelines stipulate that financial matters related to the conduct of a trial are to be formally documented in contractual
agreements.

"The financial aspects of a clinical trial must be outlined in the signed agreement between the sponsor and the site, ensuring clear
understanding of compensation and obligations." Objectives:

* Ensure financial transparency and accountability.

* Maintain compliance with contractual obligations.

EE #25
AEs that occur between study visits of a clinical trial should be evaluated by the:

A. Subject's primary care physician
B. Principal Investigator

C. Study pharmacovigilance physician
D. Medical monitor
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The Principal Investigator (PI) is responsible for evaluating Adverse Events (AEs) that occur between study visits. The PI must
assess the severity, causality, and potential relationship to the mvestigational product (IP).

Proper evaluation ensures that any necessary medical interventions are promptly administered and that relevant information is
recorded and reported accurately.

GCP guidelines specify that the PI is accountable for the medical care of trial subjects, including evaluating AEs and ensuring their
safety.

"The PI must evaluate any adverse events occurring between study visits to determine their relevance to the investigational product
and manage patient care." Objectives:

* Ensure prompt and accurate evaluation of AEs.

* Maintain the safety and well-being of study participants.
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