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Taking the Certified Clinical Data Manager CCDM test and beginning Certified Clinical Data Manager CCDM exam preparation
with the suggested CCDM exam preparation materials is the best and quickest course of action. You can rely on SCDM CCDM
Exam Questio Certified Clinical Data Manager CCDM for thorough CCDM exam preparation.

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
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 3
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 4
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 5

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.
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We learned that a majority of the candidates for the exam are office workers or students who are occupied with a lot of things, and
do not have plenty of time to prepare for the CCDM exam. So we have tried to improve the quality of our training materials for all
our worth. Now, I am proud to tell you that our training materials are definitely the best choice for those who have been yearning for
success but without enough time to put into it. There are only key points in our CCDM Training Materials. That is to say, you can
pass the CCDM exam as well as getting the related certification only with the minimum of time and efforts under the guidance of our
training materials.

SCDM Certified Clinical Data Manager Sample Questions (Q64-Q69):
NEW QUESTION # 64 
The result set from the query below would be which of the following?
SELECT * FROM patient WHERE medical_record_number > 9000

A. Narrower than the patient table
B. Longer than the patient table
C. Wider than the patient table
D. Shorter or of equal length than the patient table

Answer: D

Explanation:
In Structured Query Language (SQL), the WHERE clause is used to filter records based on specified criteria. The query retrieves all
columns from the patient table (SELECT *) but only those rows where the medical_record_number value is greater than 9000.
This means:
The number of columns (fields) remains the same as the original table.
The number of rows (records) will be equal to or less than the number of rows in the patient table, depending on how many patients
meet the filter condition.
Hence, the result set can only be shorter or equal in length compared to the original table. It cannot be longer, wider, or narrower,
since no new rows or columns are created.
Therefore, option B - "Shorter or of equal length than the patient table" - is correct.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Database Design and Build, Section 5.2 - Relational Database Queries and Filtering Logic ICH E6(R2)
GCP, Section 5.5.3 - Data Retrieval, Filtering, and Storage Principles FDA Guidance for Industry: Computerized Systems Used in
Clinical Investigations, Section 6.4 - Query Logic and Record Subsetting

NEW QUESTION # 65 
What additional task does the site study coordinator role perform when utilizing an EDC application compared to paper CRF?

A. Resolving queries
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B. Data curation
C. Data entry
D. Medical record abstraction

Answer: C

Explanation:
In paper-based trials, site staff (e.g., study coordinators) record data manually on paper Case Report Forms (CRFs), which are
later transcribed by data entry personnel into an electronic database.
However, in EDC-based studies, the site coordinator is directly responsible for entering data into the EDC system. This eliminates
the need for centralized double data entry and shortens data cleaning timelines.
The GCDMP (Chapter: Electronic Data Capture Systems) states that EDC systems shift certain tasks, including data entry, initial
query response, and source verification preparation, to the site level. Yet, data entry remains the most significant additional
responsibility compared to paper-based studies.
Option A (Query resolution) is performed in both EDC and paper-based systems.
Option C (Data curation) is typically a Data Management function.
Option D (Medical record abstraction) is part of source documentation, not specific to EDC.
Thus, option B (Data entry) is correct - it is the additional site coordinator duty unique to EDC environments.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Electronic Data Capture (EDC) Systems, Section 5.3 - Site Responsibilities and Workflow Changes
ICH E6(R2) GCP, Section 5.5.3 - Data Entry and Role Delegation in Computerized Systems FDA Guidance for Industry:
Computerized Systems Used in Clinical Investigations, Section 6.2 - Site-Level Data Entry Controls

NEW QUESTION # 66 
Which document contains the details of when, to whom, and in what manner the vendor data will be sent?

A. Project Plan
B. Communication Plan
C. Data Transfer Agreement
D. Data Management Plan

Answer: C

Explanation:
A Data Transfer Agreement (DTA) defines the operational and technical details for transferring data between a sponsor and an
external vendor (e.g., central lab, ECG vendor). It is a formalized, controlled document specifying what data will be sent, when
transfers will occur, the transfer method, file structure, encryption or security protocols, and the recipients of the data.
The DTA is developed jointly by the sponsor and vendor before production data transfers begin. According to the GCDMP,
Chapter on External Data Transfers, this agreement ensures both parties share a clear understanding of timing, responsibility, and
data content to minimize errors and ensure regulatory compliance.
The Data Management Plan (DMP) outlines general data handling processes but does not capture the technical specifics of vendor
data transfer logistics. The Project Plan (A) and Communication Plan (B) are broader operational tools and not specific to data
transfer protocols.
Hence, option C (Data Transfer Agreement) is the correct answer, as it precisely governs the procedural and technical framework of
vendor data exchange.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: External Data Transfers, Section 4.1 - Data Transfer
Agreements and Specifications ICH E6(R2) Good Clinical Practice, Section 5.5 - Trial Management, Data Handling, and Record
Keeping

NEW QUESTION # 67 
Which metric will identify edit checks that may not be working properly?

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

Answer: C



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 # 68 
An organization has completed a study and wants to submit the data to the FDA using CDISC SDTM. Which of the following must
be done?

A. Map and transform the study data to SDTM
B. Provide a letter of intent to use SDTM to the FDA
C. SDTM cannot be used in this situation
D. Re-enter the data into an SDTM compliant system

Answer: A

Explanation:
To submit study data to the FDA in CDISC SDTM format, the sponsor must map and transform the collected data from the study's
operational database (e.g., EDC) into SDTM-compliant domains.
According to GCDMP (Chapter: Standards and Data Integration) and CDISC SDTM Implementation Guide, this process includes:
Mapping raw data elements from the clinical database to SDTM domains (e.g., DM, AE, VS).
Transforming data to comply with SDTM structural and naming conventions.
Validating the output using CDISC compliance tools (e.g., Pinnacle 21).
Re-entering data (B) is unnecessary, and a letter of intent (C) is not required. SDTM is explicitly accepted by FDA for both
retrospective and prospective submissions, so (D) is incorrect.
Thus, option A is correct - map and transform existing data to SDTM format for regulatory submission.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Standards and Data Integration, Section 5.3 - Data Transformation and CDISC Mapping CDISC
SDTM Implementation Guide, Version 3.4 - Data Conversion and Submission Requirements FDA Study Data Technical
Conformance Guide, Section 2.2 - SDTM Mapping and Validation

NEW QUESTION # 69
......

We all need some professional certificates such as CCDM to prove ourselves in different working or learning condition. So making
right decision of choosing useful practice materials is of vital importance. Here we would like to introduce our CCDM practice
materials for you with our heartfelt sincerity. With passing rate more than 98 percent from exam candidates who chose our CCDM
study guide, we have full confidence that your CCDM exam will be a piece of cake by them.
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