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(CCDM) practice exam to stand out from the rest of the others.

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

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 3

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.

Topic 4
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 5
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.

SCDM Certified Clinical Data Manager Sample Questions (Q126-Q131):
NEW QUESTION # 126 
At a cross-functional study team meeting, a statistician suggests collecting blood gases electronically through the existing continuous
hemodynamic monitoring system at sites rather than having a person record the values every five minutes during the study procedure.
Assuming that sending, receiving, and integrating these data are possible, what is the best response?

A. Electronic acquisition is preferable because the chance for human error is removed
B. Manual recording is preferred because healthcare devices are not validated to 21 CFR Part 11 standards
C. Electronic acquisition is preferable because more data points can be acquired
D. Manual recording is preferred because the sites may forget to turn on the machine and lose data

Answer: C

Explanation:
Assuming the data transfer, integration, and validation processes are properly controlled and compliant, electronic acquisition of
clinical data from medical devices is preferred because it allows more frequent and accurate data collection, leading to higher data
resolution and integrity.
Per the GCDMP (Chapter: Technology and Data Integration), automated data collection minimizes manual transcription and reduces
latency in data capture, ensuring both efficiency and completeness. While manual processes introduce human transcription errors and
limit frequency, continuous electronic data capture can record thousands of accurate, time-stamped measurements, improving the
study's analytical power.
However, option D slightly overstates the case - human error is reduced, not entirely eliminated, since setup, calibration, and
integration still involve human oversight. Therefore, option C is the best and most precise response, emphasizing the advantage of
more robust and complete data capture.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Technology and Data Integration, Section 5.4 - Automated Data Acquisition and Validation ICH
E6(R2) GCP, Section 5.5.3 - Validation of Computerized Systems and Electronic Data Sources FDA Guidance for Industry:
Computerized Systems Used in Clinical Investigations, Section 6.3 - Direct Data Capture from Instruments and Devices
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NEW QUESTION # 127 
What action should a data manager take if an investigator retires in the middle of an EDC trial and the replacement does not agree to
use EDC for the remainder of the trial?

A. Talk with the clinical research associate to identify alternative sites.
B. Notify the project manager and request that the site be closed.
C. Explore other options for the site with the study team.
D. Discuss the use of the site's data with the project statistician.

Answer: C

Explanation:
When an investigator retires mid-study and the replacement refuses to use the Electronic Data Capture (EDC) system, the data
manager must not take unilateral action but rather collaborate with the study team to explore acceptable solutions.
Per the GCDMP (Chapter: Project Management in Data Management), any deviation from the established data capture method -
particularly a change that affects regulatory compliance, data consistency, or site operations - requires a cross-functional assessment.
The study team, which includes clinical operations, project management, regulatory affairs, and data management, should evaluate
feasible alternatives such as:
Allowing paper CRF entry followed by centralized data transcription,
Retraining site staff on EDC use, or
Temporarily suspending data entry until compliance can be restored.
Immediate site closure (option A) or unilateral decisions by data management (options C and D) violate escalation and
communication protocols. Collaborative decision-making ensures continuity, compliance, and data integrity, in line with ICH E6 (R2)
GCP and FDA 21 CFR Part 11.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Project Management and Communication, Section 5.2 -
Handling Site and Investigator Changes ICH E6 (R2) Good Clinical Practice, Section 4.1 - Investigator Responsibilities FDA
Guidance for Industry: Computerized Systems Used in Clinical Investigations - Section on EDC Operations and Site Management

NEW QUESTION # 128 
Which information is most useful in working with sites to catch up a backlog of unresolved queries at sites?

A. List of late queries by site and summary table
B. Graph of expected versus actual enrollment
C. Graph and summary table of clean cases by site
D. Table of outstanding queries counts by site

Answer: A

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 # 129 
Which mode of data entry is most commonly used in EDC systems?



A. Third party compare
B. Blind verification
C. Single entry
D. Double entry

Answer: C

Explanation:
The most common mode of data entry in Electronic Data Capture (EDC) systems is single data entry.
According to the GCDMP (Chapter: Electronic Data Capture Systems), EDC systems have built-in edit checks, validation rules,
and audit trails that ensure data accuracy and integrity at the point of entry. These real-time validation capabilities make double data
entry (a legacy practice from paper studies) unnecessary.
EDC systems automatically verify data as they are entered by site staff, generating queries for inconsistencies or out-of-range values
immediately. Blind verification (option B) and third-party comparisons (option D) are not standard data entry modes but may be
used for specialized reconciliation or external data imports.
Thus, single data entry (Option C) is the industry standard approach, ensuring both efficiency and compliance with FDA 21 CFR
Part 11 and ICH E6 (R2) data integrity requirements.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Electronic Data Capture (EDC) Systems, Section 5.4 -
Data Entry and Verification Processes ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Computerized Systems and Data
Validation FDA 21 CFR Part 11 - Electronic Records and Electronic Signatures: Validation and Data Entry Requirements

NEW QUESTION # 130 
What is the primary benefit of using a standard dictionary for medications?

A. To improve safety monitoring of patients in a clinical trial setting
B. To facilitate the reporting and analysis of possible drug interactions
C. To identify differences in medication components based on country of source
D. To standardize recording of medications taken by patients across sites

Answer: D

Explanation:
The primary benefit of using a standard medical dictionary (such as WHO Drug Dictionary, WHO-DD Enhanced, or RxNorm) in
clinical data management is to standardize the recording and representation of medications taken by study participants across all
sites, countries, and data sources (Option A).
According to the Good Clinical Data Management Practices (GCDMP, Chapter on Medical Coding and Dictionaries), standardized
coding ensures that all variations of drug names - including brand names, generic names, abbreviations, and misspellings - are
consistently mapped to a uniform dictionary term. This harmonization allows for accurate aggregation, analysis, and regulatory
reporting of concomitant medications and investigational products across multiple studies and global sites.
For example, "Paracetamol" and "Acetaminophen" are the same compound but are known by different names in different regions.
Coding both to the same preferred term (PT) in the WHO Drug Dictionary ensures that all references are analyzed consistently in
safety summaries and pharmacovigilance reports.
While other options describe secondary benefits:
Option B: Facilitating drug interaction analysis is an important downstream benefit, but it depends on having standardized coding
first.
Option C: Identifying differences in medication components by country is a feature of dictionary metadata but not the primary goal.
Option D: Safety monitoring relies on consistent adverse event and drug data but is an overarching objective, not the direct function
of dictionary coding.
Thus, the primary benefit lies in ensuring consistency, clarity, and interoperability of medication data across all clinical sites and
systems, forming the foundation for reliable safety and efficacy analysis.
Reference (CCDM-Verified Sources):
Society for Clinical Data Management (SCDM), Good Clinical Data Management Practices (GCDMP), Chapter: Medical Coding
and Dictionaries, Section 6.1 - Purpose and Principles of Coding WHO Drug Dictionary (WHO-DD) User Manual, Section 2.3 -
Standardization of Medicinal Product Terminology ICH E2B (R3) Clinical Safety Data Management - Data Elements for
Transmission of Individual Case Safety Reports FDA Study Data Technical Conformance Guide, Section 3.2 - Use of Controlled
Terminology in Drug and Event Coding

NEW QUESTION # 131
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