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CCDM exam training allows you to pass exams in the shortest possible time. If you do not have enough time, our study material is
really a good choice. In the process of your learning, our study materials can also improve your efficiency. If you don't have enough
time to learn, CCDM test guide will make the best use of your spare time, and the scattered time will add up. It is also very
important to achieve the highest efficiency for each piece of debris. The professional tailored by CCDM learning question must be
very suitable for you. You will have a deeper understanding of the process. Efficient use of all the time, believe me, you will realize

your drearrs.

SCDM CCDM Exam Syllabus Topics:

Topic

Details

Topic 1

Review Tasks: This section measures the skills of Data Managers and involves reviewing protocols, CRFs,
data tables, listings, figures, and clinical study reports (CSRs) for consistency, accuracy, and alignment with
data handling definitions and regulatory requirements.

Topic 2

Testing Tasks: This section measures the skills of Data Managers and nvolves creating test plans,
generating test data, executing validation and user acceptance testing, and documenting results to ensure
systers and processes performreliably and according to specifications.

Topic 3

Coordmation and Project Management Tasks: This domain evaluates the skills of a Clinical Systens
Analyst in coordinating data management workload, vendor selection, scheduling, cross-team
commumication, project timeline management, risk handling, metric tracking, and preparing for audits.

Topic 4

Data Processing Tasks: This section measures skills of Clinical Systems Analysts and focuses on handling,
transforming, integrating, reconciling, coding, querying, updating, and archiving study data while maintaining
quality, consistency, and proper privileges over the data lifecycle.
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o Design Tasks: This section of the CCDM Exam measures skills of Data Managers and covers how to

design and document data collection instruments, develop workflows and data flows, specify data
Topic 5 elements, CRF forms, edit checks, reports, database structure, and define standards and procedures for
traceability and auditability.
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Our Certified Clinical Data Manager (CCDM) questions PDF version is great for busy candidates who like to learn on the go with
their smartphones or tablets. The Certified Clinical Data Manager (CCDM) dumps PDF format's portability making it ideal for on-
the-go studying from any smart device. Studying in PDF format is convenient since it can be printed out and used as a hard copy if
you do not have access to a smart device at the moment.

SCDM Certified Clinical Data Manager Sample Questions (Q56-Q61):

NEW QUESTION # 56
What are the first logical specifications that need approval when building an efficient EDC database?

A. Edit Check Logic
B. eCRF Fields

C. eCRF Guidelines
D. Metric Reports

Answer: B

Explanation:

In the EDC database build process, the first logical specifications that require approval are the electronic Case Report Form (eCRF)
fields.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: Database Design and Build), eCRF field
specifications define what data elements are collected, their data types, permitted values, field lengths, and any associated metadata.
Approval of these specifications fornms the foundation for subsequent design components such as edit check programming, query
management rules, and data validation logic.

Edit checks (B) are developed only after fields and structures are finalized.

Metric reports (C) and eCRF guidelines (D) are downstream documentation or tools, not logical specifications required at the build
start.

Therefore, option A (eCREF fields) is correct, as their approval marks the first formal milestone in the EDC system development life
cycle.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Design and Build, Section 4.2 - Logical Design and eCRF Field Specifications ICH E6(R2)
GCP, Section 5.5.3 - System Design and Validation Documentation FDA 21 CFR Part 11 - System Validation and Documentation
Controls

NEW QUESTION # 57
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. Standard Operating Procedures (SOP)
B. CRFs

C. Data Management Plan (DMP)

D. Statistical Analysis Plan (SAP)

Answer: A

Explanation:
Standard Operating Procedures (SOPs) are formal, controlled documents 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
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FDA).

According to Good Clinical Data Management Practices (GCDMP) and ICH E6(R2) GCP, SOPs are findamental 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 Systems and SOP Requirements FDA 21 CFR Part 312.50 -
Sponsor Responsibilities and Compliance Systems

NEW QUESTION # 58
The result set from the query below would be which of the following?
SELECT Pt_ID, MRN, SSN FROM patient

A. Shorter than the patient table
B. Wider than the patient table

C. Narrower than the patient table
D. Longer than the patient table

Answer: C

Explanation:

Ina SQL (Structured Query Language) database, the SELECT statement specifies which columns to display froma table. In this
query, only three colummns - Pt 1D, MRN, and SSN - are being selected fiom the patient table.

This means the resulting dataset will contain:

The same number of rows (records) as the original table (assuming no WHERE filter), and Fewer columns than the full table.

In database terminology:

"Wider" refers to more colunmns (fields).

"Narrower" refers to fewer columns (fields).

Since this query retrieves only 3 columns (out of potentially many in the original table), the result set is narrower than the patient
table, making option D correct.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Design and Build, Section 5.1 - Relational Databases and Query Logic ICH E6(R2) GCP,
Section 5.5.3 - Data Retrieval and Integrity Principles FDA Guidance for Industry: Computerized Systems Used in Clinical
Investigations, Section 6.4 - Database Query Controls

NEW QUESTION # 59
Which of'the following SOPs are required for management of an EDC system?

A. Maintenance of coding dictionaries
B. Change control

C. Management of vendors

D. Measurenent of data quality

Answer: B

Explanation:

The most essential Standard Operating Procedure (SOP) for management of an Electronic Data Capture (EDC) system is Change
Control.

Per GCDMP (Chapter: Computerized Systens and Compliance) and FDA 21 CFR Part 11, any changes made to an EDC systerm-
whether to software configuration, study database design, or system functionality-must follow a documented, validated, and
auditable change control process. This ensures that:

Modifications are properly authorized, tested, and approved before implementation.

System validation remains intact.



Data integrity, traceability, and regulatory compliance are maintained.

While vendor management (A) and coding maintenance (C) have supporting SOPs, change control (D) is mandatory for any system
handling regulated clinical data. Measurement of data quality (B) is important but not specifically tied to system management
procedures.

Thus, option D (Change control) is the correct answer.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Computerized Systens and Compliance, Section 5.3 - Change Control and System Maintenance FDA
21 CFR Part 11 - Electronic Records and Electronic Signatures, Section 11.10(a-k) ICH E6(R2) GCP, Section 5.5.3 -
Computerized Systems Validation and Change Documentation

NEW QUESTION # 60

A Clinical Data Manager is drafting data element definitions for a new study. One of the definitions provided is:

"Baby's crown to heel length measured lying on back, measured physical quantity, precision of 0.1." Which of the following is
missing from the definition?

A. Discrete values for a drop-down list
B. Data type of the data element

C. Unit or dimensionality of measure
D. Enumeration

Answer: C

Explanation:

A complete data element definition in clinical data management should include:

Name and clear description of the data element,

Data type (e.g., nureric, text, date),

Precision or scale (if numeric), and

Unit or dimensionality of measure (e.g,, centimeters, inches).

In this example, while the data type ("measured physical quantity') and precision (0.1) are defined, the unit of measurement (e.g.,
centimeters or inches) is missing, This omission leads to ambiguity and could cause serious discrepancies when comparing or
analyzing measurements.

The GCDMP (Chapter: Database Design and Build) emphasizes that units and dimensionality must be explicitly defined and
consistently applied in all CRFs, metadata dictionaries, and data transformations.

Thus, option D (Unit or dimensionality of measure) is correct.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Design and Build, Section 5.2 - Metadata and Data Element Definitions CDISC CDASH
Implementation Guide, Section 3.3 - Data Element Metadata Requirements ICH E6(R2) GCP, Section 5.5.3 - Data Accuracy and
Standardized Definitions

NEW QUESTION # 61
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