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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 r}f."h;:llulll},' 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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On the one hand, our company hired the top experts in each qualification examination field to write the CCDM training materials, so
as to ensure that our products have a very high quality, so that users can rest assured that the use of our research materials. On the
other hand, under the guidance of high quality research materials, the rate of adoption of the CCDM Study Materials preparation is

up to 98% to 100%.

SCDM CCDM Exam Syllabus Topics:

Topic Details

¢ Coordination and Project Management Tasks: This domain evaluates the skills of a Clinical Systens
Analyst in coordinating data management workload, vendor selection, scheduling, cross-team

data handling definitions and regulatory requirements.

Topic 1
ope communication, project timeline management, risk handling, metric tracking, and preparing for audits.
o Review Tasks: This section measures the skills of Data Managers and involves reviewing protocols, CRFs,
Topic 2 data tables, listings, figures, and clinical study reports (CSRs) for consistency, accuracy, and alignment with
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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 3 elements, CRF forms, edit checks, reports, database structure, and define standards and procedures for

traceability and auditability.

¢ 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

Topic 4
P quality, consistency, and proper privileges over the data lifecycle.
¢ Testing Tasks: This section measures the skills of Data Managers and involves creating test plans,
Topic 5 generating test data, executing validation and user acceptance testing, and documenting results to ensure

systers and processes perform reliably and according to specifications.
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Before you place orders, you can download the free demos of CCDM practice test as experimental acquaintance. Once you decide
to buy, you will have many benefits like free update lasting one-year and convenient payment mode. We will inform you immediately
once there are latest versions of CCDM Test Question released. And if you get any questions, please get contact with us, our staff
will be online 24/7 to solve your problens all the way.

SCDM Certified Clinical Data Manager Sample Questions (Q32-Q37):

NEW QUESTION # 32

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 mmnutes during the study procedure.
Assuming that sending, receiving, and integrating these data are possible, what is the best response?

A. Manual recording is preferred because healthcare devices are not validated to 21 CFR Part 11 standards
B. Electronic acquisition is preferable because the chance for human error is removed

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
Iimit 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 mvolve 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 Systens and Electronic Data Sources FDA Guidance for Industry:
Computerized Systerms Used in Clinical Investigations, Section 6.3 - Direct Data Capture from Instruments and Devices

NEW QUESTION # 33

ACME Intervention Co. is testing a new carotid artery stent in patients with coronary artery disease, in hopes of proving superiority
over the current standard of care. After a subject signs consent, the surgeon enrolls the patient and retrieves information on which
stent to use, but the surgeon does not share this information with the subject. Yesterday, the surgeon was instructed to use the
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control stent. Today, the surgeon has completed two surgeries: the first one the surgeon was instructed to use the control stent; the
second one the surgeon was instructed to use the test stent. In what type of trial is the surgeon participating?

A. Open label
B. Double-blind
C. Single-blind
D. Cross-over

Answer: C

Explanation:

This scenario describes a single-blind trial, in which only one party-typically the subject-is unaware of the treatment assignment,
while the investigator or surgeon knows which intervention is being administered.

In this case, the surgeon receives instructions on which stent (test or control) to use, meaning they are aware of treatment allocation.
However, the subject is blinded to which device is being implanted. This setup minimizes subject bias while maintaining procedural
safety since the surgeon must know which product to use.

Double-blind (A): Neither subject nor investigator knows the treatment.

Open-label (B): Both subject and investigator know the treatment.

Cross-over (D): Each subject receives both treatments in different periods.

Thus, the correct answer is C. Single-blind, as only the participant remains blinded in this surgical device trial design.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Clinical Trial Phases and Protocols, Section 3.2 - Study Blinding and Randomization Concepts ICH
E6(R2) GCP, Section 1.10 - Definition of Blinding/Masking FDA Guidance for Industry: Design Considerations for Pivotal Clinical
Investigations for Medical Devices, Section 5.3 - Blinding in Device Studies

NEW QUESTION # 34
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. SDTM camnot be used i this situation

B. Provide a letter of intent to use SDTM to the FDA
C. Map and transform the study data to SDTM

D. Re-enter the data into an SDTM compliant system

Answer: C

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 conpliance 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 # 35
Which of the following is a best practice for creating eCRFs for a study?

A. Develop eCRFs with cross-functional team members

B. Develop eCRFs that closely follow paper CRF standards

C. Set up features that automatically enter data into fields when bypassed
D. Set up coded terns so they are available to the site user



Answer: A

Explanation:

The best practice for developing electronic Case Report Forms (eCRFs) is to involve cross-functional team members throughout the
design process.

According to the GCDMP (Chapter: CRF Design and Data Collection), €CRFs should be collaboratively developed by data
management, clinical operations, biostatistics, medical, and regulatory tearrs. Each function provides a unique perspective - data
managers focus on data capture and validation; statisticians ensure alignment with analysis requirements; clinicians ensure medical
relevance and protocol compliance.

Collaborative development ensures that the eCRFs are fit-for-purpose, capturing all required data accurately, minimizing
redundancy, and supporting downstream data analysis.

Options A and B violate good data management practice because sites should not directly access coded terns (to prevent bias), and
fields should never auto-populate without explicit source verification. Option D is outdated; while paper CRFs may inform structure,
EDC-optimized eCRFs should leverage system finctionality rather than mimic paper.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: CRF Design and Data Collection, Section 4.2 -
Collaborative CRF Development ICH E6 (R2) GCP, Section 5.5.3 - Data Collection and System Validation FDA Guidance for
Industry: Electronic Source Data in Clinical Investigations, Section 3.4 - CRF Design Considerations

NEW QUESTION # 36
What should be done if the site continues to provide inconsistent data after several re-queries?

A. Continue to re-query until the site changes the data

B. Escalate the issue to the appropriate site contact personnel
C. Do nothing, the data will remain inconsistent

D. Gently lead the site to the correct response

Answer: B

Explanation:

Ifa clinical site continues to provide inconsistent or illogical data after multiple queries, the correct course of action is to escalate the
issue to the appropriate site contact personnel, typically the Clinical Research Associate (CRA) or Site Monitor.

According to the Good Clinical Data Management Practices (GCDMP), persistent data discrepancies often indicate a
misunderstanding of the protocol, CRF instructions, or data entry procedures at the site level. Repeatedly re-querying the same data
without escalation wastes time and risks introducing bias or error. By escalating through formal communication channels, the issue
can be clarified through re-training, documentation review, or site monitoring visits.

The GCDMP emphasizes that escalation ensures data accuracy, site accountability, and protocol adherence, maintaining both data
quality and regulatory compliance. Data managers must document the escalation process in the Data Management Plan (DMP) and
ensure proper follow-up resolution is achieved.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Communication and Issue Escalation, Section 4.2 -
Handling Persistent Data Discrepancies ICH E6 (R2) Good Clinical Practice, Section 5.18 - Monitoring and Site Commumnication
FDA Guidance for Industry: Oversight of Clinical Investigations - Risk-Based Monitoring, Section on Issue Escalation

NEW QUESTION # 37

With our CCDM practice exam, you only need to spend 20 to 30 hours in preparation since there are all essence contents in our
CCDM study materials. And there is no exaggeration that with our CCDM training guide, you can get 100% pass guarantee. What's
more, if you need any after service help on our CCDM Exam Dumps, our after service staffs will always here to offer the most
thoughtful service for you.
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