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According to ICH E6, developing a Monitoring Plan is the responsibility of whom?

A. Monitor

B. Sponsor

C. Data Manager
D. CRO

Answer: B

Explanation:

According to ICH E6(R2) Good Clinical Practice (GCP), Section 5.18.1, the Sponsor is ultimately responsible for developing and
implementing the Monitoring Plan.

The Monitoring Plan defines:

The extent and nature of monitoring (e.g., on-site, remote, risk-based).

The responsibilities of monitors.

The communication and escalation procedures for data quality and protocol compliance.

While the CRO (B) or Monitor (D) may perform monitoring activities under delegation, the Sponsor retains legal accountability for
ensuring a compliant and effective plan is developed and maintained. The Data Manager (C) may contribute by outlining data review
workflows, but is not responsible for authoring or owning the plan.

Therefore, option A (Sponsor) is the correct answer.

Reference (CCDM-Verified Sources):

ICH E6(R2) GCP, Section 5.18.1 - Purpose and Responsibilities for Monitoring SCDM GCDMP, Chapter: Regulatory
Compliance and Oversight, Section 5.3 - Sponsor Responsibilities in Monitoring and Quality Assurance FDA Guidance for Industry:
Oversight of Clinical Investigations - Sponsor Responsibilities (2013)

NEW QUESTION # 52
Which of the following ensures that the trials are conducted and the data are generated, documented (recorded), and reported in
compliance with the protocol, GCP, and the applicable regulatory requirement(s)?

A. Data Management Plan (DMP)

B. Standard Operating Procedures (SOP)
C. CRFs

D. Statistical Analysis Plan (SAP)

Answer: B

Explanation:

Standard Operating Procedures (SOPs) are formal, controlled docurments that define standardized processes to ensure clinical trials
are conducted in compliance with Good Clinical Practice (GCP), the study protocol, and regulatory requirements (such as ICH and
FDA).

According to Good Clinical Data Management Practices (GCDMP) and ICH E6(R2) GCP, SOPs are fundamental to quality
management systems. They describe how tasks are performed, ensuring consistency, accountability, and traceability across all
studies and team members. Proper adherence to SOPs guarantees that data are accurately generated, documented, and reported in
compliance with ethical and regulatory standards.

Other options serve different purposes:

SAP (B) defines statistical methodology, not compliance control.

DMP (C) focuses on study-specific data handling, not organizational compliance.

CREFs (D) are tools for data collection but do not enforce compliance by themselves.

Therefore, option A (SOP) is correct.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Quality Management and Compliance, Section 5.1 - Role of SOPs in Regulatory Compliance ICH
E6(R2) GCP, Section 2.13 and 5.1.1 - Quality Management Systens and SOP Requirements FDA 21 CFR Part 312.50 -
Sponsor Responsibilities and Compliance Systens

NEW QUESTION # 53

ACME Intervention Co. is testing a new carotid artery stent in patients with coronary artery disease, in hopes of proving superiority
over the current standard of care. After a subject signs consent, the surgeon enrolls the patient and retrieves information on which
stent to use, but the surgeon does not share this information with the subject. Yesterday, the surgeon was instructed to use the
control stent. Today, the surgeon has completed two surgeries: the first one the surgeon was instructed to use the control stent; the



second one the surgeon was instructed to use the test stent. In what type of trial is the surgeon participating?

A. Cross-over
B. Open label
C. Double-blind
D. Single-blind

Answer: D

Explanation:

This scenario describes a single-blind trial, in which only one party-typically the subject-is unaware of the treatment assignment,
while the investigator or surgeon knows which intervention is being administered.

In this case, the surgeon receives instructions on which stent (test or control) to use, meaning they are aware of treatment allocation.
However, the subject is blinded to which device is being implanted. This setup minimizes subject bias while maintaining procedural
safety since the surgeon must know which product to use.

Double-blind (A): Neither subject nor investigator knows the treatment.

Open-label (B): Both subject and investigator know the treatment.

Cross-over (D): Each subject receives both treatments in different periods.

Thus, the correct answer is C. Single-blind, as only the participant remains blinded in this surgical device trial design.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Clinical Trial Phases and Protocols, Section 3.2 - Study Blinding and Randomization Concepts ICH
E6(R2) GCP, Section 1.10 - Definition of Blinding/Masking FDA Guidance for Industry: Design Considerations for Pivotal Clinical
Investigations for Medical Devices, Section 5.3 - Blinding in Device Studies

NEW QUESTION # 54
Which information is required by most systems to specify data entry screens?

A. Help text, review parammeters, and answers
B. Data type, prompt, and response format
C. Page number and total number of pages
D. User role, access level, and permissions

Answer: B

Explanation:

When designing or configuring data entry screens within an Electronic Data Capture (EDC) system, three critical components are
required for each field:

Data Type - Defines the nature of the data (e.g., text, numeric, date).

Prompt - The label or question displayed to the user.

Response Format - Specifies how the user enters or selects data (e.g,, free text, drop-down, checkbox).

According to the GCDMP (Chapter: EDC Systenms and Database Design), these three attributes form the logical data structure
required to build and validate data entry interfaces. They ensure consistency in how information is captured, displayed, and validated
during data entry.

While user roles (A) and help text (D) are system-level configurations, not field-level specifications, page numbers (C) relate to
printed CRFs rather than digital data screens.

Therefore, option B (Data type, prompt, and response format) correctly identifies the essential information needed to define data
entry screens.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: EDC Systems and Database Design, Section 4.3 - Screen Design Specifications CDISC CDASH
Implementation Guide, Section 3.2 - Data Field Attributes ICH E6(R2) GCP, Section 5.5.3 - Data Capture and Input Standards

NEW QUESTION # 55
Which is the best way to identify sites with high subject attrition?

A. Proportion of patients for which two visit periods have passed without data by site
B. Number of late visits per site

C. Number of patients for which two visit periods have passed without data

D. Proportion of late visits by site



Answer: A

Explanation:

The best method to identify sites with high subject attrition is to calculate the proportion of patients for which two visit periods have
passed without data, by site.

According to the GCDMP (Chapter: Data Quality Assurance and Control), subject attrition is an important performance indicator
for data completeness and site compliance. Evaluating missing or delayed data across multiple consecutive visit periods allows for
early detection of potential dropouts or site-level operational issues.

By assessing this proportion at the site level, the Data Manager can distinguish between random missing data and systematic site
underperformance. Counting or proportioning late visits (options B and C) identifies scheduling delays, not attrition. Looking at
missing data without site context (option D) fails to identify site-specific patterns, limiting corrective action.

This metric aligns with risk-based monitoring (RBM) practices recommended by ICH E6 (R2) and FDA RBM Guidance, which
promote proactive identification of sites at risk of data loss.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Quality Assurance and Control, Section 5.4 - Site
Performance Metrics ICH E6 (R2) Good Clinical Practice, Section 5.18 - Monitoring and Site Performance Evaluation FDA
Guidance for Industry: Oversight of Clinical Investigations - Risk-Based Monitoring, Section 6 - Site Performance Metrics

NEW QUESTION # 56

Our technician will check the update of CCDM exam questions every day, and we can guarantee that you can get a free update
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