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CCDM Questions: Certified Clinical Data Manager

Do you want to pass the CCDM exam by the first attempt? Our CCDM exam questons can be our best assistant on your way to
success. And the pass rate of our CCDM study guide is high as 98% to 100%, which also prove our excellent quality. If you study
with our CCDM praparation guide, they will strengthen your learning skilles, add to your knowledge and will enable you to revise
the entire syllabus more than once. And you will pass for sure with our CCDM learning quiz.

SCDM CCDM Exam Syllabus Topics:

Topic Details

Topic 1
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.

Topic 2
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.
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Topic 3
Coordination and Project Management Tasks: This domain evaluates the skills of a Clinical Systems
Analyst in coordinating data management workload, vendor selection, scheduling, cross-team
communication, project timeline management, risk handling, metric tracking, and preparing for audits.

Topic 4

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
elements, CRF forms, edit checks, reports, database structure, and define standards and procedures for
traceability and auditability.

Topic 5
Testing Tasks: This section measures the skills of Data Managers and involves creating test plans,
generating test data, executing validation and user acceptance testing, and documenting results to ensure
systems and processes perform reliably and according to specifications.
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SCDM CCDM exam Dumps [2026] to Achieve Higher Results
Our CCDM training braindump is elaborately composed with major questions and answers. We are choosing the key from past
materials to finish our CCDM guide question. It only takes you 20 hours to 30 hours to do the practice. After your effective
practice, you can master the examination point from the CCDM Test Question. Then, you will have enough confidence to pass the
CCDM exam. What are you waiting for? Just come and buy our CCDM exam questions!

SCDM Certified Clinical Data Manager Sample Questions (Q126-Q131):
NEW QUESTION # 126 
A Data Manager is importing lab data for a study. The lab data and the associated audit trail is kept at the central lab. What is
necessary to maintain traceability of the transferred data at the Data Manager's location?

A. Making changes only for exceptions
B. Maintaining a copy of the data as received
C. Making changes only on the copy of the received data
D. Making changes only after data have been imported

Answer: B

Explanation:
Maintaining traceability of external data imports (such as laboratory results) is a fundamental principle of clinical data management.
According to the GCDMP (Chapter: External Data Transfers and Integration), Data Managers must retain an unaltered copy of the
raw data exactly as received from the vendor.
This archived version serves as a reference for:
Data provenance verification,
Audit trail review, and
Discrepancy resolution between vendor and study database.
Since the central lab maintains its own audit trail, the Data Manager's responsibility is to preserve the original data transmission file
before applying transformations, merges, or validations.
Options A, C, and D describe procedural safeguards but do not meet the regulatory requirement of traceable data lineage. Only
option B (Maintaining a copy of the data as received) ensures compliance with ICH E6(R2) and FDA 21 CFR Part 11 standards
for data traceability and integrity.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: External Data Transfers and Integration, Section 5.2 - Data Traceability and Version Control ICH
E6(R2) GCP, Section 5.5.3 - Data Integrity and Source Data Verification FDA Guidance for Industry: Computerized Systems
Used in Clinical Investigations, Section 6.4 - Source Data Traceability and Archiving

NEW QUESTION # 127 
Which information is most useful in working with sites to catch up a backlog of unresolved queries at sites?
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A. Graph and summary table of clean cases by site
B. List of late queries by site and summary table
C. Graph of expected versus actual enrollment
D. Table of outstanding queries counts by site

Answer: B

Explanation:
The most effective information for addressing a backlog of unresolved queries at investigative sites is a list of late queries by site
combined with a summary table.
According to the GCDMP (Chapter: Communication and Issue Escalation), timely and structured feedback to sites is critical for
efficient query resolution. A detailed list of late or overdue queries, accompanied by summary statistics (e.g., counts, durations,
status), enables data managers and monitors to prioritize follow-up actions, target problem areas, and provide focused support or
retraining to underperforming sites.
While query count summaries (option B) are helpful for overview metrics, they lack the specific information (query ID, date, field,
status) required for targeted follow-up. Graphs of enrollment or clean cases (options A and C) are unrelated to discrepancy
resolution performance.
Thus, the combination of detailed lists and summarized performance metrics offers both granularity and a high-level overview - the
optimal tool for query management communication.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Communication and Issue Escalation, Section 5.1 - Site
Query Management Reports ICH E6 (R2) GCP, Section 5.18.4 - Communication Between Monitors and Sites FDA Guidance for
Industry: Oversight of Clinical Investigations - Risk-Based Monitoring, Section on Query Metrics and Site Performance Review

NEW QUESTION # 128 
Which metric will identify edit checks that may not be working properly?

A. Count by edit check of the number of times the check fired
B. Average number of edit check identified discrepancies per form
C. Average number of times each edit check has fired
D. Count by site of the number of times any edit check fired

Answer: A

Explanation:
The best metric to identify malfunctioning or ineffective edit checks is the count by edit check of the number of times the check fired.
This allows data managers to assess whether specific edit checks are performing as intended.
According to the GCDMP, Chapter: Data Validation and Cleaning, edit checks are programmed logic conditions that identify data
inconsistencies or potential errors during data entry. A properly functioning edit check should trigger only when data falls outside
acceptable or logical limits. If an edit check fires too frequently or not at all, it may indicate a logic error in the check's programming
or configuration.
By analyzing counts by individual edit checks, data managers can:
Identify checks that never trigger (potentially inactive or incorrectly written), Detect overactive checks (poorly designed parameters
causing excessive false positives), and Optimize system performance and review efficiency.
This metric supports continuous improvement in data validation logic and contributes to cleaner, higher-quality clinical databases.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Validation and Cleaning, Section 6.2 - Edit Check
Design and Performance Metrics FDA Guidance: Computerized Systems Used in Clinical Investigations - Section on Validation of
Electronic Data Systems

NEW QUESTION # 129 
A Data Manager is establishing a timeline for database lock for a 100-person study where the data have been maintained almost all
clean throughout the study. All data from external labs have been received and reconciled. Which is the best estimate of the amount
of time needed to lock the database after Last Patient Last Visit?

A. A few weeks
B. A few months
C. A few hours
D. A few days



Answer: D

Explanation:
For a well-maintained 100-subject study with ongoing data cleaning and completed reconciliations, the database lock process
typically takes a few days after the Last Patient Last Visit (LPLV).
According to the GCDMP (Chapter: Database Lock and Archiving), the duration of the lock process depends on the level of data
cleanliness at LPLV. If the study team has conducted continuous data cleaning, query resolution, and external data reconciliation
throughout the trial, then the final lock steps (e.g., final data review, documentation, and approvals) can be completed in 2-5 days.
However, if significant cleaning or reconciliation remains outstanding, lock may take several weeks. Since the question states that
data are "maintained almost all clean," Option B - a few days - is the appropriate estimate.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Database Lock and Archiving, Section 6.2 - Database
Lock Preparation and Timelines ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Data Quality and Lock Procedures FDA
Guidance for Industry: Computerized Systems Used in Clinical Investigations - Data Lock and Archiving Procedures

NEW QUESTION # 130 
A Data Manager is asked to manage SOPs for a department. Given equal availability of the following systems, which of the
following is the best choice for managing the organizational SOPs?

A. Learning management system
B. Existing paper filing system
C. Customized Excel spreadsheet
D. Document management system

Answer: D

Explanation:
The best choice for managing Standard Operating Procedures (SOPs) in a compliant and auditable manner is a Document
Management System (DMS).
According to the GCDMP (Chapter: Regulatory Requirements and Compliance) and ICH E6 (R2), SOPs must be version-
controlled, securely stored, retrievable, and auditable. A validated DMS supports controlled access, document lifecycle management
(draft, review, approval, and archival), and electronic audit trails, ensuring full compliance with FDA 21 CFR Part 11 and Good
Documentation Practices (GDP).
While Learning Management Systems (C) track training, they are not intended for document control. Spreadsheets (B) and paper
systems (D) cannot provide adequate version tracking, access security, or audit capability required for regulatory inspection
readiness.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Regulatory Requirements and Compliance, Section 5.2 -
SOP Management and Document Control ICH E6 (R2) GCP, Section 5.5.3 - Document and Record Management FDA 21 CFR
Part 11 - Electronic Records and Signatures, Section 11.10 - System Validation and Document Controls

NEW QUESTION # 131
......

Certainly you have heard of TrainingDumps SCDM CCDM Dumps. But have you tried it? We often hear this, “TrainingDumps
questions and answers are really good reference materials, thanks to the dumps, I pass my exam successfully.” TrainingDumps has
been favourably commented by the people who used its questions and answers. This is because it can really help students to save a
lot of time, and ensure that everyone pass the exam successfully.
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