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The core competitiveness of the CCDM exam practice questions, as users can see, we have a strong team of experts, the CCDM
study materials are advancing with the times, updated in real time. Through user feedback recommendations, we've come to the
conclusion that the CCDM learning guide has a small problem at present, in the rest of the company development plan, we will
continue to strengthen our service awareness, let users more satisfied with our CCDM Study Materials, we hope to keep long-term
with customers, rather than a short high sale.

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 mantaining
quality, consistency, and proper privileges over the data lifecycle.

Topic 2

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
systerns and processes perform reliably and according to specifications.

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
commumnication, 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

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.

>> Valid CCDM Exam Voucher <<

Hot Valid CCDM Exam Voucher 100% Pass | Efficient CCDM: Certified



https://www.prep4away.com/SCDM-certification/braindumps.CCDM.ete.file.html
https://www.pass4leader.com/SCDM/CCDM-exam.html
https://www.dumpsmaterials.com/CCDM-real-torrent.html

Clinical Data Manager 100% Pass

The learning material is open in three excellent formats; SCDM CCDM dumps PDF, a desktop SCDM CCDM dummps practice
test, and a web-based SCDM CCDM dumps practice test. SCDM CCDM dumps is organized by experts while saving the furthest
down-the-line plan to them for the SCDM CCDM Exam. The sans bug plans have been given to you all to drift through the Certified
Clinical Data Manager certificate exam.

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

NEW QUESTION # 56
Which is the best reason why front-end checks are usually kept minimal, when compared to back-end checks, in a paper-based
clinical study?

A. There is no need to alert the site personnel immediately about a data issue, as the study has happened already
B. Data entry staff should be able to enter a value into the database just as it appears in the paper CRF

C. Data review can be performed at a later time due to the paper-based studies being smaller in size

D. There are approvals required to raise a Data Clarification Form which could take time

Answer: B

Explanation:

In paper-based clinical studies, front-end data checks (those performed during data entry) are intentionally kept minimal to ensure
that data are entered exactly as recorded on the paper CRF. This principle ensures data integrity by maintaining fidelity between
source and electronic records before any cleaning or edit validation occurs.

The GCDMP (Chapter: Data Validation and Cleaning) explains that data entry operators should input values as written, even if they
appear incorrect or inconsistent, because the purpose of front-end checks is not to interpret but to capture data faithfully. The back-
end edit checks-performed later by data managers-are designed to identify inconsistencies, out-of-range values, or logical errors that
require clarification through queries.

This approach separates data capture from data cleaning, minimizing bias and preserving original investigator input. Hence, option A
accurately states the rationale for keeping front-end checks minimal in paper-based studies.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Data Validation and Cleaning, Section 4.2 - Data Entry, Edit Checks, and Query Process ICH E6(R2)
GCP, Section 5.5.3 - Data Handling and System Controls FDA Guidance for Industry: Computerized Systens Used in Clinical
Investigations, Section 6.1 - Data Entry and Verification Processes

NEW QUESTION # 57
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. Document management system
B. Existing paper filing system

C. Learning managemment system
D. Customized Excel spreadsheet

Answer: A

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 Systens (C) track tramning, they are not intended for document control. Spreadsheets (B) and paper
systens (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
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NEW QUESTION # 58
ePRO data are collected for a study using study devices given to subjects. Which is the most appropriate quality control method for
the data?

A. Programmed edit checks to detect out of range values after submission to the database
B. Data visualizations to look for site-to-site variation

C. Programmed edit checks to detect out of range values upon data entry

D. Manual review of data by the site study coordinator at the next visit

Answer: C

Explanation:

When electronic patient-reported outcomes (ePRO) devices are used, data are captured directly by subjects through validated
devices and transmitted electronically to the study database. To ensure real-time data quality control, programmed edit checks
should be implemented at the point of data entry - that is, as subjects nput data into the device.

According to Good Clinical Data Management Practices (GCDMP, Chapter: Data Validation and Cleaning), front-end programmed
edit checks are the optimal method to prevent entry of mvalid or out-of-range values in ePRO systerms. This helps maintain data
accuracy at the source, minimizing downstream queries and data cleaning workload.

Options A and B mvolve post-submission or manual review, which is less efficient and not compliant with the principle of first-pass
data validation. Option C (visualization) is a valuable secondary QC method for trends, but not for immediate data validation.
Therefore, option D is correct - programmed edit checks upon data entry ensure immediate validation and higher data integrity.
Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Data Validation and Cleaning, Section 5.3 - Automated Edit Checks and Front-End Validation ICH
E6(R2) GCP, Section 5.5.3 - Computerized System Controls and Validation FDA Guidance for Industry: Electronic Source Data in
Clinical Investigations (2013), Section 6 - Real-Time Data Quality Control

NEW QUESTION # 59
A site study coordinator attempts to make an update in a study database in an EDC system after lock. What occurs?

A. The site study coordinator is not able to make the change

B. The change is logged as occurring after lock

C. The change is approved by the Data Manager before it is applied
D. The old value is replaced in all locations by the new value

Answer: A

Explanation:

Once a clinical database is locked, it becomes read-only - no further data modifications can be made by any users, including site
personnel. This ensures that the data are finalized, consistent, and auditable for statistical analysis and regulatory submission.
According to the GCDMP (Chapter: Database Lock and Archiving), the lock process mvolves freezing the database to prevent
accidental or unauthorized changes. After lock, access permissions are restricted, and all edit and update functions are disabled. If
any corrections are required post-lock, the database must be unlocked under controlled procedures (with full audit trail
documentation).

Thus, option C - The site study coordinator is not able to make the change - correctly reflects standard EDC functionality and
regulatory compliance.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Database Lock and Archiving, Section 5.2 - Database Lock Procedures and Controls ICH E6(R2)
GCP, Section 5.5.3 - Data Integrity and Audit Trail Requirements FDA 21 CFR Part 11 - Controls for Electronic Records and
System Lock Functions

NEW QUESTION # 60
An external organization has been hired to manage SAE follow-up for a large study. Which of the following would be used as
guidance for exchange of the SAE data between the EDC system and the vendor's safety management system?

¢ A. Medical Document for Regulatory Activities
¢ B. Biomedical Research Domain Model
e C. Individual Case Safety Report



e D. Submission Data Tabulation Model
Answer: C

Explanation:

The Individual Case Safety Report (ICSR) is the standard format used globally for the exchange of Serious Adverse Event (SAE)
data between clinical data management systens (EDC) and safety management systens.

According to ICH E2B(R3) and Good Clinical Data Management Practices (GCDMP, Chapter: Safety Data Management and
SAE Reconciliation), the ICSR provides the data structure and content standards for electronic transmission of safety data, including
patient demographics, event details, outcomes, and product information. It ensures interoperability between systems by defining
standardized message elements and controlled terminologies.

Other options are not applicable:

A . Medical Document for Regulatory Activities (MDRA) is not a recognized standard.

B . Biomedical Research Domain Model (BRIDG) provides conceptual modeling but not data exchange guidance.

D. SDTM is used for regulatory submission datasets, not real-time SAE exchange.

Thus, option C (Individual Case Safety Report) is correct, as it defines the internationally accepted electronic format for SAE data
exchange between safety and clinical databases.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Safety Data Management and SAE Reconciliation, Section 4.3 - SAE Data Exchange and Standards
ICH E2B(R3): Electronic Transmission of Individual Case Safety Reports FDA Guidance for Industry: Providing Regulatory
Submissions in Electronic Format - Postmarketing ICSRs (2014)

NEW QUESTION # 61

In accordance to the fast-pace changes of bank market, we follow the trend and provide the latest version of CCDM study
materials to make sure you learn more knowledge. And since our CCDM training quiz appeared on the market, so our professional
work team has years' of educational background and vocational training experience, thus our CCDM Preparation materials have
good dependability, perfect finction and strong practicability. So with so many advantages we can offer, why not get moving and
have a try on our CCDM training materials?
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