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SCDM Certified Clinical Data Manager Sample Questions (Q36-Q41):
NEW QUESTION # 36 
Which of the following data verification checks would most likely be included in a manual or visual data review step?

A. Checking an entered value against a valid list of values
B. Checking a value against a reference range
C. Checking mandatory fields for missing values
D. Checking adverse event treatments against concomitant medications

Answer: D

Explanation:
Manual or visual data review is used to identify complex clinical relationships and contextual inconsistencies that cannot be detected
by automated edit checks.
According to the GCDMP (Chapter: Data Validation and Cleaning), automated edit checks are ideal for structured validations, such
as missing fields (option C), reference ranges (option D), or predefined value lists (option A). However, certain clinical cross-
checks-such as verifying adverse event treatments against concomitant medication records-require clinical judgment and contextual
understanding.
For example, if an adverse event of "severe headache" was reported but no analgesic appears in the concomitant medication log, the
data may warrant manual review and query generation. These context-based checks are best performed by trained data reviewers
or medical data managers during manual data review cycles.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Validation and Cleaning, Section 6.3 - Manual
Review and Clinical Data Consistency Checks ICH E6 (R2) Good Clinical Practice, Section 5.18.4 - Clinical Data Review
Responsibilities FDA Guidance for Industry: Computerized Systems Used in Clinical Investigations - Data Verification Principles

NEW QUESTION # 37 
Data characterizing the safety profile of a drug are collected to provide information for which of the following?

A. Efficacy meta-analyses
B. Survival curves
C. Quality of life calculations
D. Product labeling

Answer: D

Explanation:
Safety data collected during a clinical trial are used primarily to support product labeling, ensuring accurate communication of a
drug's risks, contraindications, and adverse reactions to healthcare providers and patients.
According to the GCDMP (Chapter: Safety Data Handling and Reconciliation) and ICH E2A/E2F guidelines, all adverse events
(AEs), serious adverse events (SAEs), and laboratory abnormalities are analyzed and summarized to define the safety profile of an
investigational product. These data form the basis for regulatory submissions such as the Clinical Study Report (CSR) and product
labeling (e.g., prescribing information), as required by the FDA and other regulatory authorities.
While safety data may contribute indirectly to analyses such as survival curves (option A) or quality of life metrics (option D), their
primary regulatory function is to inform product labeling and post-marketing surveillance documentation.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Safety Data Handling and Reconciliation, Section 4.3 -
Use of Safety Data in Regulatory Submissions ICH E2A - Clinical Safety Data Management: Definitions and Standards for
Expedited Reporting FDA Guidance for Industry: Adverse Event Reporting and Labeling Requirements

NEW QUESTION # 38 
What does RACI stand for?
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A. Responsibility, Accountability, Consultation, Information
B. Responsible, Accountable, Contribute, Input
C. Recommend, Approve, Calibrate, Innovate
D. Responsible, Accountable, Consulted, Informed

Answer: D

Explanation:
RACI is a project management and governance framework used to define roles and responsibilities within a project. Each letter
represents a distinct role type:
Responsible (R): The person(s) who perform the work or execute the task.
Accountable (A): The individual ultimately answerable for the task's completion and success (only one per activity).
Consulted (C): Subject matter experts who provide input or guidance before decisions are made.
Informed (I): Individuals kept up to date on progress or outcomes but not directly involved in execution.
The RACI model ensures clarity in ownership and accountability, preventing duplication of effort or responsibility confusion. It is a
key component of the GCDMP (Chapter: Project Management in Data Management) for ensuring clear delegation and
communication within clinical data management teams.
Hence, option D is correct.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Project Management in Data Management, Section 5.1 - Roles, Responsibilities, and RACI Matrices
Project Management Institute (PMI) Framework - Responsibility Assignment Matrices (RACI) ICH E6(R2) GCP, Section 5.1.1 -
Defined Roles and Quality Oversight Responsibilities

NEW QUESTION # 39 
A relational database has tables for PATIENT_DEMOGRAPHY and VITAL_SIGNS data collected during a visit. The primary
key for the VITAL_SIGNS table is a composite key that includes the unique patient identifier, visit number, and vital signs parameter
name. The two tables are joined on the patient identifier. What will be the number of records in the result set?

A. One record per patient
B. One record per visit
C. One record per patient per visit per vital sign parameter
D. One record per patient per visit

Answer: C

Explanation:
In a relational database structure, each record in a table is uniquely identified by a primary key. In this case, the VITAL_SIGNS
table uses a composite primary key consisting of:
Patient Identifier,
Visit Number, and
Vital Signs Parameter Name.
This means each record represents a unique measurement of a specific parameter (e.g., blood pressure, pulse) for a patient at a
specific visit.
When joining PATIENT_DEMOGRAPHY and VITAL_SIGNS tables on the patient identifier, the result set will include one record
for every combination of patient, visit, and parameter - i.e., one record per patient per visit per vital sign parameter.
Therefore, option C correctly describes the expected number of records.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Database Design and Build, Section 5.2 - Primary and Foreign Key Relationships in Relational Models
CDISC SDTM Implementation Guide, Section 5.3 - Observation-Level Data Structures ICH E6(R2) GCP, Section 5.5.3 - Data
Organization and Integration Principles

NEW QUESTION # 40 
According to the FDA Guidance for Industry, Providing Regulatory Submissions in Electronic Format (April 2006) and Good
Clinical Data Management Practices (GCDMP, May 2007), which of the following is the most acceptable for a derived field?

A. Providing the algorithm for calculating the average score on the CRF
B. Providing the algorithm for calculating the average score in the dataset definition file
C. Providing CRF annotation AVE next to the average score
D. Providing CRF annotation "not entered in the database" next to the average score



Answer: B

Explanation:
In clinical data management, a derived field refers to any variable that is not directly collected from the Case Report Form (CRF) but
is instead calculated or inferred from one or more collected variables (for example, calculating an average blood pressure from
multiple readings). Proper documentation of derived fields is essential for ensuring data traceability, transparency, and compliance
with both FDA and SCDM guidelines.
According to the Good Clinical Data Management Practices (GCDMP, May 2007), all derivations and transformations applied to
clinical data must be clearly defined and documented in metadata such as the dataset definition file (also referred to as data
specifications, variable definition tables, or Define.xml files). The derivation algorithm should be explicitly stated in this documentation
to allow independent verification, regulatory review, and reproducibility of results.
The FDA Guidance for Industry (April 2006) on electronic submissions further emphasizes that derived fields must be supported by
comprehensive metadata that defines the computational method used. This documentation enables the FDA or any regulatory body
to audit and reproduce analytical results without ambiguity. Annotating or describing derivations directly on the CRF (as in options
A, B, or D) is not sufficient, as CRFs represent data collection instruments-not analytical documentation.
Therefore, the correct and regulatory-compliant practice is to provide the derivation algorithm for a calculated field within the dataset
definition file, aligning with both FDA and GCDMP expectations for data integrity and auditability.
Reference (CCDM-Verified Sources):
Society for Clinical Data Management (SCDM), Good Clinical Data Management Practices (GCDMP), Chapter: Data Handling
and Processing - Derived and Calculated Data Fields, Section 5.3.3 FDA Guidance for Industry: Providing Regulatory Submissions
in Electronic Format, April 2006, Section 3.2 on Dataset Documentation Requirements CDISC Define.xml Implementation Guide -
Metadata and Algorithm Documentation for Derived Variables

NEW QUESTION # 41
......

You may have been learning and trying to get the CCDM certification hard, and good result is naturally become our evaluation to
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knowledge we get when we study at college , such as get the CCDM Test Prep to obtained the qualification certificate to show their
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yourself perfectly and efficiently.
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