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What would be tha frst piority for an investigater whan 2 subject wishes to withdraw prematurely fram
the triai? - Answer [ Try to obiain the subject's reason for withdrawal

CHD recently switched from paper CRF to an EDC system. The EDC syitern must conform to the
entablahed requirements for: - Answer B Validation, 3ccuracy, reliability, completeness

Fart af a sponsar's nesponsiility pertaindng to electronic trial data handling s to - Am.mr mainiain
an audit trail, data trail, and ed trail

A research suhject’s responsibilities for study participation should be described in the: M-Lwrr ICF

What document would an imestigator reference to lestn mare about the previeus chinicsl and
ramcinical results of studies of the 7 - Anvwed Bl Irvestigators brachure

Dririeg 2 miults ste chnical study, whode responubaity & i1 1o Peport subsect reorutmant rate? -
Answerfl The CRA

An unconscious adult subject was enrolied in a study afier obtaining consent from an LAR, and protoco]
therapy was infiated. The subject showed significant improvement in his clinical condition, and regained
oonsciouiness. The Imeestigator should inform the subject sbout the Audy and - Anu\-urﬂ Obtain
toment from the subject for the stiedy

A dite 5 in the start up phade of an induitry spondoced phite 3 trial, #hd had feceined (RB approval. The
e can begin ennolling subgeets afier.. - A.'nwtr Asigned clinical trial agreement Between the ste
arsd spanses ks in place

A sibe i sereening potential subjects for a study leaking at mild cognitive impairment. Ore of the
Inglusion critda i 3 1ore of 25 of et on 3 prychometsic teat, a research spacific tool whith measues
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i =8 #100
All of the following are steps to assure an effective risk management approach while conducting a clinical study EXCEPT:

A. Controlling risk by setting thresholds of risk acceptability.
B. Assessing risk based on study impact.

C. Identifying potential study risks.

D. Documenting all possible risk scenarios.
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While identifying potential risks, assessing them based on their impact, and setting risk acceptability thresholds are integral parts of a
risk management approach, documenting every possible risk scenario is impractical and unnecessary. Instead, focus should be on
identifying and managing the most significant and likely risks that could affect the study's quality and safety.

GCP guidelines emphasize identifying, assessing, and controlling critical risks rather than exhaustively documenting all hypothetical
scenarios.

"Effective risk management involves identifying key risks, evaluating their impact, and setting control measures, rather than
documenting every possible risk." Objectives:

* Implement practical and targeted risk management strategies.

* Focus on significant and likely risks rather than hypothetical ones.

8 #101
A study protocol must contain which of the following elements?

A. Participant reimbursement details
B. Cheniical structure of the IP

C. Data management plan

D. Description of statistical methods
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A clinical study protocol must include a clear description of the statistical methods to be used in analyzing the collected data. This
ensures that the analysis plan is predefined, unbiased, and statistically sound. The statistical methodology must address how the
primary and secondary endpoints will be evaluated.

GCP guidelines require that the protocol clearly outlines statistical methods to ensure accurate and unbiased analysis of trial data.
"The protocol should include a detailed description of the statistical methods employed to ensure the validity of the trial results."
Objectives:

* Maintain transparency in data analysis.

* Ensure scientific rigor in evaluating study outcomes.
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A serious unexpected ADR is one:

A. That results in the death of the subject.

B. Where the severity of the reaction is not consistent with IB.
C. Severity and nature of the reaction is consistent with protocol.
D. That does not need to be reported to the IRB/IEC.
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A serious unexpected adverse drug reaction (ADR) is characterized by an event that is not consistent with the information provided
in the Investigator's Brochure (IB). Such reactions may indicate new risks associated with the nvestigational product and warrant
immediate reporting to the sponsor and regulatory authorities.

This answer follows the ICH E6(R2) GCP guidelines, which specify the criteria for reporting serious and unexpected adverse events.
"An unexpected adverse drug reaction is one whose nature or severity is not consistent with the applicable product information (e.g,,



IB)." Objectives:
* Understanding classification of ADRs
* Ensuring timely and accurate reporting of unexpected events
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Who is responsible for securing agreement from all involved parties to ensure direct access of all trial-related source documents?

A. CRO

B. Investigator
C.CRC

D. Sponsor
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The sponsor is responsible for ensuring that agreements are in place with all involved parties (including investigators and institutions)
to grant direct access to trial-related source documents. This is crucial for monitoring, auditing, and inspection purposes, ensuring
transparency and compliance with regulatory requirements.

According to GCP guidelines, the sponsor must establish agreements to secure direct access to trial data for verification and
compliance checks.

"The sponsor should ensure that agreements are in place to permit direct access to source data and documents for monitoring and
mspection." Objectives:

* Maintain compliance with regulatory requirements.

* Facilitate data verification and quality assurance.

FRE #104
The process of ensuring and documenting that an electronic data processing system conforms to the sponsor’s established
requirenents for completeness, accuracy, reliability, and consistent intended performance is called:

A. Programming
B. Validation

C. Quality Control
D. Quality Assurance
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Validation is the process of ensuring that an electronic data processing system meets the sponsor's specifications for completeness,
accuracy, reliability, and consistent performance. It involves systematic testing and documentation to demonstrate that the system
functions as intended, especially in the context of capturing, processing, and managing clinical trial data.

GCP guidelines specify that validation of electronic systemns is crucial to maintain data integrity and compliance with regulatory
standards.

"Validation ensures that electronic data systems function according to the sponsor's requirements, maintaining data accuracy and
reliability." Objectives:

Maintain data mtegrity and reliability.

Demonstrate system compliance with regulatory requirements.
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