
CCDM Latest Dumps Files - New CCDM Test Questions

BTW, DOWNLOAD part of Pass4Test CCDM dumps from Cloud Storage: https://drive.google.com/open?
id=1lGO5K8T3qKU85nUm1AMUh-4xk-3uNk2i

With CCDM test guide, you only need a small bag to hold everything you need to learn. In order to make the learning time of the
students more flexible, CCDM exam materials specially launched APP, PDF, and PC three modes. With the APP mode, you can
download all the learning information to your mobile phone. In this way, whether you are in the subway, on the road, or even
shopping, you can take out your mobile phone for review. CCDM study braindumps also offer a PDF mode that allows you to print
the data onto paper so that you can take notes as you like and help you to memorize your knowledge. At the same time, regardless
of which mode you use, CCDM test guide will never limit your download times and the number of concurrent users. For the same
information, you can use it as many times as you want, and even use together with your friends.

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
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
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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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.
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If you have a strong desire to get the SCDM certificate, our CCDM study materials are the best choice for you. At present, the
certificate has gained wide popularity. So the official test syllabus of the CCDM exam begins to become complicated. So you must
accept professional guidance. After all, lots of people are striving to compete with many candidates. Powerful competitiveness is
crucial to pass the CCDM Exam. Maybe you think that our CCDM study materials cannot make a difference. But you must know
that if you do not have a try, your life will never be improved. It is useless that you speak boast yourself but never act. Please muster
up all your courage. No one will laugh at a hardworking person. Our CCDM study materials are your good study partner.

SCDM Certified Clinical Data Manager Sample Questions (Q42-Q47):
NEW QUESTION # 42 
If a data manager generated no additional manual queries on data in an EDC system and the data were deemed clean, why could the
data appear to be not clean during the next review?

A. The study coordinator can change the data due to re-review of the source.
B. The data manager may have accidentally changed the data.
C. The CRA can change the data during a quality review of source to database.
D. The medical monitor can override safety information entered in the system.

Answer: A

Explanation:
In an Electronic Data Capture (EDC) system, even after a data manager completes all manual queries and marks data as "clean," the
data may later appear unclean if the site (study coordinator) makes subsequent updates in the system after re-reviewing the source
documents.
According to the Good Clinical Data Management Practices (GCDMP, Chapter: Electronic Data Capture Systems), site users
maintain the authority to modify data entries as long as the system remains open for data entry. The EDC system audit trail captures
such changes, which can automatically invalidate prior data reviews, triggering new discrepancies or changing system edit-check
statuses.
This situation commonly occurs when the site identifies corrections in the source (e.g., wrong date or lab result) and updates the
EDC form accordingly. These post-cleaning changes require additional review cycles to ensure the database reflects accurate and
verified information before final lock.
Options B, C, and D are incorrect - CRAs and medical monitors cannot directly change EDC data; they can only raise queries or
request updates.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Electronic Data Capture Systems, Section 6.3 - Post-
Cleaning Data Changes and Audit Trails ICH E6 (R2) GCP, Section 5.5.3 - Data Integrity and Change Control FDA 21 CFR Part
11 - Electronic Records: Change Documentation Requirements

NEW QUESTION # 43 
The primary reason for system validation is to:

A. Allow a system to be used by its intended users.
B. Meet regulatory requirements.
C. Fulfill the validation plan.
D. Prove the system being tested works as intended.

Answer: D

Explanation:
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The primary purpose of system validation in clinical data management is to demonstrate and document that the computerized system
performs as intended-accurately, reliably, and consistently-throughout its lifecycle.
According to the Good Clinical Data Management Practices (GCDMP, Chapter on System Validation) and FDA 21 CFR Part 11,
validation ensures that all system functions (e.g., data entry, edit checks, audit trails, security) work as designed, providing data
integrity, traceability, and regulatory compliance. The focus is on fitness for intended use, meaning the system reliably produces
correct and reproducible results in the context of its operational environment.
While meeting regulatory requirements (option C) and fulfilling a validation plan (option B) are components of the process, they are
not the ultimate purpose. The essential goal is ensuring that the system performs as intended, maintaining accuracy and data integrity
for clinical trial operations.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Computerized Systems and System Validation, Section 5.2 - Purpose and Scope of System Validation
FDA 21 CFR Part 11 - Validation of Computerized Systems for Intended Use ICH E6(R2) GCP, Section 5.5.3 - Computerized
System Validation and Data Integrity

NEW QUESTION # 44 
In the EDC database, which factors are considered when defining user roles?

A. Data Entry and Data Review
B. Patient Recruitment and Protocol Review
C. Data Review and Analysis Programming
D. Protocol Review and Data Entry

Answer: A

Explanation:
In Electronic Data Capture (EDC) systems, user roles are defined based on the functions and permissions required for specific study
tasks. The most fundamental and universally applicable roles are Data Entry (performed by site staff) and Data Review (performed
by monitors or data managers).
According to the GCDMP (Chapter: Technology and Electronic Data Capture Systems), defining user roles involves:
Assigning functional access levels (e.g., entry, review, query resolution).
Ensuring role-based security to protect data integrity.
Complying with 21 CFR Part 11 and ICH E6(R2) access control standards.
Options B, C, and D include functions (protocol review, analysis programming) not directly controlled within an EDC system.
Thus, option A (Data Entry and Data Review) correctly represents the two core factors considered when defining user roles.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Technology and Electronic Data Capture Systems, Section 4.3 - User Access, Roles, and Permissions
ICH E6(R2) GCP, Section 5.5.3 - System Access and Security Controls FDA 21 CFR Part 11 - Access Control and Audit Trail
Requirements

NEW QUESTION # 45 
Which document describes what study subjects expect with respect to data disclosure during and after a study?

A. Study data sharing plan
B. Study protocol
C. Informed consent form
D. ICH essential documents

Answer: C

Explanation:
The Informed Consent Form (ICF) is the document that explicitly describes what study subjects can expect regarding data
disclosure, privacy, and confidentiality during and after participation in a clinical trial. According to ICH E6 (R2) Good Clinical
Practice and FDA Human Subject Protection Regulations (21 CFR Parts 50 and 56), participants must be fully informed about how
their personal and clinical data will be collected, used, stored, and shared - both during the study and in any subsequent data-sharing
or publication activities.
The GCDMP reiterates that clinical data managers must ensure that all data handling practices align with the privacy commitments
made in the ICF. This includes compliance with data protection regulations such as HIPAA (in the U.S.) and GDPR (in the EU).
The ICF defines the permissible scope of data use, ensuring ethical management and subject protection.
Documents like the protocol or data sharing plan may outline procedures and responsibilities but do not directly inform participants



of their rights and data use expectations. Only the ICF is designed for that ethical communication purpose.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Ethics, Privacy, and Data Security ICH E6 (R2) Good
Clinical Practice, Sections 4.8.10 & 4.8.12 FDA 21 CFR Part 50 - Protection of Human Subjects, Informed Consent
Requirements

NEW QUESTION # 46 
When implementing a study utilizing an EDC application, it would be appropriate to use free text fields for which of the following?

A. Date of birth
B. Urine sedimentation rate
C. Adverse event verbatim term
D. Body Mass Index

Answer: C

Explanation:
In Electronic Data Capture (EDC) systems, free text fields should be used only when a predefined list of acceptable responses
cannot accommodate the full variability of input data - most notably for Adverse Event (AE) verbatim terms.
According to the Good Clinical Data Management Practices (GCDMP, Chapter: CRF Design and Data Collection), AE verbatim
terms are initially entered as free text by site staff to accurately capture the investigator's exact medical description of the event.
These verbatim terms are later coded using standardized dictionaries such as MedDRA during medical coding, ensuring both
flexibility and standardization in reporting.
Conversely, fields such as urine sedimentation rate (A), date of birth (C), and Body Mass Index (D) require structured numeric or
date formats to enable validation, range checks, and consistency across datasets. Free text would compromise data integrity,
accuracy, and validation efficiency for these structured data elements.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: CRF Design and Data Collection, Section 4.3 - Use of
Free Text and Coded Fields ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Data Structure and Validation MedDRA
Introductory Guide, Section 2.3 - Verbatim Entry and Coding Requirements

NEW QUESTION # 47
......

Without bothering to stick to any formality, our CCDM learning quiz can be obtained within five minutes. No need to line up or
queue up to get our practice materials. No harangue is included within CCDM training materials and every page is written by our
proficient experts with dedication. Our website experts simplify complex concepts and add examples, simulations, and diagrams to
explain anything that might be difficult to understand. so even ordinary examiners can master all the learning problems without
difficulty. In addition, CCDM candidates can benefit themselves by using our test engine and get a lot of test questions like exercises
and answers.
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