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Certified Clinical Data Manager (CCDM) Practice Exam

Question 12 What does Clinical Data Mapagement primarily involve?

A, Developing clinical prsogols

B. Ensuring sceurate asd timely collection, validation, and meponeng of trial dai

€. Markening elinical research lindings

D, Overseeing patient Recruiiment processes

Answer B

Explamation: Clinical Dala Management focuses on collecting, validating. and reperting trial dats
sccurstely and oa time, which s essentzal for reliable study outcomes

Question 2: Which stakeholder is primarily responsilde for overseeing regulatory
compliance of clinical trial data?

A. Clinical Data Manager

B. Spoasor

. Regulatory Bodies

0. Sie Investigsion

Amswer; C

Esplanation: Regulatory badies, such xs the FRAL are charged wilh ersuaring that clinical trial
data neeets regulstony stamlands.

Uhiestion 3: Which document oullines the procedure for dala collection and management
In clinical triak?

AL Informed Comsent Form

B. Data Masagensent Plan

€. Clindcal Study Repoa

D Investigstor Brochure

Answer: B

Explanation: The Data Management Plan (DMP) detals the procedures for data collection,
validation. cleaning. amd reporting throughout the trial

Cuestion 4: What is a key responsibility of a Clindeal Data Manager?

A I'}f.'\;; 1§ rluk.'ljns slrategies

B. Managing data validation and query resolution

C. Recruiting stady participaats

D. Developing new drigs

Answen B

Explanation: Clinical Dala Managers are responsible for data validation, ensuring data inlegnty,
and managing queries 1o resolve discrepancies

Questhon 5: Which gubicline & commonly followed to ensure data guality @n clinbcal trials?
A WCH-GCP
B 150 w00
. Six Si;“l_\
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To let the clients have an understanding of their mastery degree of our CCDM guide materials and get a well preparation for the test,
we provide the test practice software to the clients. The test practice software of CCDM practice guide is based on the real test
questions and its interface is easy to use. The test practice software boosts the test scheme which stimulate the real test and boost
multiple practice models, the historical records of the practice of CCDM Training Materials and the self-evaluation finction.

SCDM CCDM Exam Syllabus Topics:

Topic Details

e 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 1
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o 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
Topic 2 elements, CRF forms, edit checks, reports, database structure, and define standards and procedures for
traceability and auditability.

o 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

Topic 3
P systerms and processes perform reliably and according to specifications.
¢ Data Processing Tasks: This section measures skills of Clinical Systens Analysts and focuses on handling,
Topic 4 transforming, integrating, reconciling, coding, querying, updating, and archiving study data while maintaining
quality, consistency, and proper privileges over the data lifecycle.
¢ Coordination and Project Management Tasks: This domain evaluates the skills of a Clinical Systems
Topic 5 Analyst in coordinating data management workload, vendor selection, scheduling, cross-team

communication, project timeline management, risk handling, metric tracking, and preparing for audits.

>> CCDM Free Updates <<

Authorized CCDM Test Dumps - CCDM Practice Test Online

Our product boosts many merits and useful functions to make you to learn efficiently and easily. Our CCDM guide questions are
compiled and approved elaborately by experienced professionals and experts. The download and tryout of our CCDM torrent
question before the purchase are free and we provide free update and the discounts to the old client. Our customer service
personnel are working on the whole day and can solve your doubts and questions at any time. Our online purchase procedures are
safe and carry no viruses so you can download, install and use our CCDM Guide Torrent safely.

SCDM Certified Clinical Data Manager Sample Questions (Q67-Q72):

NEW QUESTION # 67
To ensure data quality and efficient integration of data, which of the following best describes the main topic that should be covered in
mnitial discussions with a vendor providing the external data?

A. Acceptable record, field, and file formats

B. Criteria to trigger audits based on performance-monitoring reports
C. Standard dictionary versioning and maintenance

D. Metrics that will be used to measure data quality

Answer: A

Explanation:

In initial vendor discussions for external data integration (e.g., central lab, ECG, imaging vendors), the most critical and foundational
topic is defining the acceptable record, field, and file formats.

According to the GCDMP (Chapter: External Data Transfers and Integration), establishing the Data Transfer Specifications (DTS)
early in the process ensures consistent structure, proper mapping, and compatibility between the vendor's system and the sponsor's
database. These specifications define:

Data structure (variable names, formats, delimiters)

File naming conventions

Frequency of transfers

Methods of secure data transmission

Discussing formats first allows later alignment on data validation, quality metrics, and dictionary standards (which occur in
subsequent stages). Without format agreement, all downstream processes risk misalignment, resulting in data incompatibility and
rework.

Thus, option C (Acceptable record, field, and file formats) correctly represents the foundational focus of initial vendor discussions
for ensuring data quality and integration efficiency.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: External Data Transfers and Integration, Section 4.1 - Data Transfer Planning and Specification
Development ICH E6(R2) GCP, Section 5.5.3 - Data Handling and System Validation FDA Guidance: Computerized Systems
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Used in Clinical Investigations, Section 6.3 - Data Import and Format Control

NEW QUESTION # 68
A study is using blood pressure as an efficacy measure. Which is the best way to collect the data?

A. Measurement using study-provisioned equipment

B. Asking the study subjects what their blood pressure usually runs
C. Collecting the data from the medical record

D. Measurement using existing equipment at sites

Answer: A

Explanation:

When a clinical study uses blood pressure (BP) as an efficacy endpoint, the most reliable and standardized method of data collection
is through study-provisioned equipment.

According to the GCDMP (Chapter: CRF Design and Data Collection), data collected for primary efficacy endpoints must be
consistent, accurate, and standardized across all investigative sites. Using study-provided calibrated equipment ensures that
measurements are taken under uniform conditions, elimnating inter-site variability due to differences in devices, calibration, or
measurement methods.

Collecting BP data from medical records (option A) risks inconsistent timing and techniques. Using each site's own equipment
(option B) introduces variability, while patient self-reports (option D) lack reliability and objectivity.

Thus, the best practice is to provision and standardize all equipment used to collect endpoint-related physiological data, ensuring
regulatory-quality results suitable for analysis.

Reference (CCDM-Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: CRF Design and Data Collection, Section 5.1 -
Standardization of Clinical Measurements ICH E6 (R2) GCP, Section 5.5.3 - Data Accuracy and Equipment Standardization FDA
Guidance for Industry: Electronic Source Data in Clinical Investigations, Section 4.3 - Data Capture and Standardization
Requirements

NEW QUESTION # 69
According to the FDA Guidance for Industry, Providing Regulatory Submissions in Electronic Format (April 2006) and Good
Clinical Data Management Practices (GCDMP, May 2007), which of the following is the most acceptable for a derived field?

A. Providing CRF annotation AVE next to the average score

B. Providing the algorithm for calculating the average score on the CRF

C. Providing CRF annotation "not entered in the database" next to the average score
D. Providing the algorithm for calculating the average score in the dataset definition file

Answer: D

Explanation:

In clinical data management, a derived field refers to any variable that is not directly collected from the Case Report Form (CRF) but
is instead calculated or inferred from one or more collected variables (for example, calculating an average blood pressure from
multiple readings). Proper documentation of derived fields is essential for ensuring data traceability, transparency, and compliance
with both FDA and SCDM guidelines.

According to the Good Clinical Data Management Practices (GCDMP, May 2007), all derivations and transformations applied to
clinical data must be clearly defined and documented in metadata such as the dataset definition file (also referred to as data
specifications, variable definition tables, or Define.xm files). The derivation algorithm should be explicitly stated in this documentation
to allow independent verification, regulatory review, and reproducibility of results.

The FDA Guidance for Industry (April 2006) on electronic submissions further emphasizes that derived fields must be supported by
comprehensive metadata that defines the computational method used. This documentation enables the FDA or any regulatory body
to audit and reproduce analytical results without ambiguity. Annotating or describing derivations directly on the CRF (as in options
A, B, or D) is not sufficient, as CRFs represent data collection instruments-not analytical documentation.

Therefore, the correct and regulatory-compliant practice is to provide the derivation algorithm for a calculated field within the dataset
definition file, aligning with both FDA and GCDMP expectations for data integrity and auditability.

Reference (CCDM- Verified Sources):

Society for Clinical Data Management (SCDM), Good Clinical Data Management Practices (GCDMP), Chapter: Data Handling
and Processing - Derived and Calculated Data Fields, Section 5.3.3 FDA Guidance for Industry: Providing Regulatory Submissions
in Electronic Format, April 2006, Section 3.2 on Dataset Documentation Requirements CDISC Define.xml Implementation Guide -



Metadata and Algorithm Documentation for Derived Variables

NEW QUESTION # 70
A study is collecting pain levels three times a day. Which is the best way to collect the data?

A. Study subjects calling into an IVRS three times a day to enter pain levels
B. Using paper pain diary cards completed by study subjects

C. Using ePRO with reminders for data collection at each time point

D. Sites calling patients daily and administering a pain questionnaire

Answer: C

Explanation:

The optimal method for collecting frequent patient-reported pain data is through electronic Patient-Reported Outcomes (ePRO) with
built-in reminder functionality.

According to the GCDMP (Chapter: Electronic Data Capture Systens), ePRO systems provide a validated, real-time, and user-
friendly interface for subjects to record time-sensitive data accurately. The use of automated reminders ensures compliance with
protocol-specified data collection times, improving data completeness and accuracy.

Paper diaries (option A) are prone to recall bias and backfilling, while daily site calls (option B) are resource-intensive and introduce
human error. IVRS systens (option C) are acceptable but less efficient and user-friendly than modern ePRO applications, which can
integrate timestamp validation, compliance monitoring, and real-time alerts.

ePRO systems also conply with FDA 21 CFR Part 11 and ICH E6 (R2) for audit trails, authentication, and validation, making them
the preferred solution for repeated PRO data collection.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Electronic Data Capture (EDC) Systens, Section 6.1 -
Use of ePRO for Repeated Measures FDA Guidance for Industry: Electronic Source Data in Clinical Investigations, Section 5 -
ePRO Compliance and Validation ICH E6 (R2) GCP, Section 5.5.3 - Electronic Data Systerms and Recordkeeping

NEW QUESTION # 71
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. Making changes only after data have been imported
C. Making changes only on the copy of the received data
D. Maintaining a copy of the data as received

Answer: D

Explanation:

Maintaining traceability of external data imports (such as laboratory results) is a findamental 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 mantains 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 Systens
Used in Clinical Investigations, Section 6.4 - Source Data Traceability and Archiving



NEW QUESTION # 72
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