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Certified Clinical Data Manager (CCOM) Practice Exam

Cuestion 1: What dees Clinical Dita Management primarily involve?

AL Developing clinical protogols

B. Ensuring sceurate asd tmely collection, validation, and reponing of tral daia

€. Markenting clindcal research findings

0. Overseeing palient recruilment processes

Amwer B

Explanation; Clinical Dala Management focuses on collecting. validating. and reporiing trial data
securately and on time, which s essenizal for reliable study outcomes

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

A. Clinical Data Manages

B. Sponsos

€. Regulatory Bodies

D. i

Amwer;
Explanation: Regulatory budses, such as the FIAL are charged wilh emsuring that clinical trial
data meects regulstory stamilards.

Dnvgstagaton

Cruestion 3: Which document owilines the procedures for data collection amd management
in clinical trinls?

A Informed Consent Form

B. Data Managensent Plan

. Climcad Study Repon

D Investigador Brochure

Apswer; B

Explanation: The Data Managensent Plan (DMP) details the procedunes for data collection,
validation. cheaning. amd reporting throughout the trial

Qriestion 4: What is a key responsibility of a Clinkeal Data Manager?

A, Deesagning markeling strategies

B .\l,:u;;;'_\; daty validation and query resolution

C. Recruiting study parlicipants

D. Developing new drugs

Amswer: B

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

Cuesthon 5: Which gubicline k& commaonly followed to ensure data guality [n clinfcal trials?
A ICH-GEP
B. 150 %001
C. Six Sigma
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SCDM Certified Clinical Data Manager Sample Questions (Q24-Q29):

NEW QUESTION # 24
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. There are approvals required to raise a Data Clarification Form which could take time

C. Data entry staff should be able to enter a value into the database just as it appears in the paper CRF

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

Answer: C

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 mtegrity by mamntaining 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 mput 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 Systems Used in Clinical
Investigations, Section 6.1 - Data Entry and Verification Processes

NEW QUESTION # 25
What are the first logical specifications that need approval when building an efficient EDC database?

A. Metric Reports
B. eCRF Guidelines
C. eCRF Fields

D. Edit Check Logic

Answer: C

Explanation:

In the EDC database build process, the first logical specifications that require approval are the electronic Case Report Form (eCRF)
fields.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: Database Design and Build), eCRF field
specifications define what data elements are collected, their data types, permitted values, field lengths, and any associated metadata.
Approval of these specifications forns the foundation for subsequent design components such as edit check programming, query
management rules, and data validation logic.

Edit checks (B) are developed only after fields and structures are finalized.

Metric reports (C) and eCRF guidelines (D) are downstream documentation or tools, not logical specifications required at the build
start.

Therefore, option A (eCREF fields) is correct, as their approval marks the first formal milestone in the EDC system development life
cycle.

Reference (CCDM-Verified Sources):


https://www.troytecdumps.com/CCDM-troytec-exam-dumps.html

SCDM GCDMP, Chapter: Database Design and Build, Section 4.2 - Logical Design and eCRF Field Specifications ICH E6(R2)
GCP, Section 5.5.3 - System Design and Validation Documentation FDA 21 CFR Part 11 - System Validation and Documentation
Controls

NEW QUESTION # 26
A study team member states that data entry can be done by clerical personnel at sites. Which are important considerations?

¢ A Historically in clinical research site study coordinator roles have been filled by people with clinical or clinical research
experience

¢ B. Itis possible that clerical personnel could be hired by sites because data entry requires little training and use of clerical
personnel would reduce burden on sites

e (. The person at the sites who enters the data usually also understands which data in the medical record are needed for the
study, where to find them and which value to choose

¢ D. Data entry at sites requires study-specific training on how to use the EDC system to enter data and respond to data
discrepancies identified by the system

Answer: D

Explanation:

Although clerical staff can technically perform data entry, data entry in clinical research requires study-specific training, particularly in
the use of the Electronic Data Capture (EDC) system and understanding data discrepancy resolution procedures.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: CRF Design and Data Collection) and ICH E6
(R2), individuals responsible for data entry at clinical sites must be qualified by education, traning, and experience. This includes
understanding how to navigate the EDC system, enter data according to CRF Conpletion Guidelines, and appropriately respond to
queries or systenm+generated edit checks.

Untrained clerical personnel may nadvertently introduce errors, violate Good Clinical Practice (GCP) standards, or fail to recognize
protocol-relevant data. Therefore, the Data Manager must ensure that site users receive study-specific and system training before
gaining access to the EDC environment.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: CRF Design and Data Collection, Section 5.2 -
Investigator Site Training and Data Entry Requirements ICH E6 (R2) Good Clinical Practice, Section 4.1.5 - Qualified Personnel
and Traning Requirements FDA 21 CFR Part 11 - User Access and Training Provisions for Electronic Records

NEW QUESTION # 27
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. Protocol Review and Data Entry

D. Data Review and Analysis Programming

Answer: A

Explanation:

In Electronic Data Capture (EDC) systemns, 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 Systens), defining user roles involves:

Assigning fnctional 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 Systens, 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 # 28
‘Which of the following roles commonly requires data entry and update privileges in an EDC application used in a clinical study?

A. Clinical Study Monitor

B. Study Statistician

C. EDC System Administrator
D. Site Study Coordinator

Answer: D

Explanation:

In an EDC system, Site Study Coordinators are typically responsible for data entry and updates, as they are the site-level personnel
who record subject data from source documents into the electronic CRFs (eCRFs).

The Good Clinical Data Management Practices (GCDMP, Chapter: EDC Systens) outlines that data entry and modification
privileges should only be granted to qualified site personnel who have completed EDC system training and are listed on the study
delegation log. These users directly handle patient-level data entry and correction.

In contrast:

Clinical Study Monitors (B) review and verify data but do not enter or modify it.

EDC System Administrators (C) manage user access and configuration settings, not study data.

Study Statisticians (D) work with extracted, cleaned datasets but never have data modification privileges.

Thus, option A (Site Study Coordinator) correctly identifies the role with authorized data entry and update privileges.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Electronic Data Capture (EDC) Systems, Section 5.2 - User Roles and Access Permissions [ICH
E6(R2) GCP, Section 4.1 - Investigator Responsibilities for Data Accuracy FDA 21 CFR Part 11 - User Access and
Accountability in Electronic Systems

NEW QUESTION # 29
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