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Z| &l Clinical Data Management CCDM FEMEEA (Q37-Q42):

HEE #37
A Data Manager is asked to manage SOPs for a department. Given equal availability of the following systems, which of the
following is the best choice for managing the organizational SOPs?

A. Learning management system
B. Document management system
C. Existing paper filing system

D. Customized Excel spreadsheet

HE: B

MY

The best choice for managing Standard Operating Procedures (SOPs) in a compliant and auditable manner is a Document
Management System (DMS).

According to the GCDMP (Chapter: Regulatory Requirements and Compliance) and ICH E6 (R2), SOPs must be version-
controlled, securely stored, retrievable, and auditable. A validated DMS supports controlled access, document lifecycle management
(draft, review, approval, and archival), and electronic audit trails, ensuring full compliance with FDA 21 CFR Part 11 and Good
Documentation Practices (GDP).

While Learning Management Systens (C) track tramning, they are not intended for document control. Spreadsheets (B) and paper
systers (D) cannot provide adequate version tracking, access security, or audit capability required for regulatory inspection
readiness.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Regulatory Requirements and Compliance, Section 5.2 -
SOP Management and Document Control ICH E6 (R2) GCP, Section 5.5.3 - Document and Record Management FDA 21 CFR
Part 11 - Electronic Records and Signatures, Section 11.10 - System Validation and Document Controls

EE #38
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. Data entry staff should be able to enter a value into the database just as it appears in the paper CRF

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

D. There are approvals required to raise a Data Clarification Form which could take time

e B

ME:

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 integrity by maintaining 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 input 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

EE #39
A study takes body-composition measurements at baseline using a DEXA scanner. Which information is needed to correctly
associate the body-composition data to the rest of the study data?

e A Subject number



¢ B. Subject number and visit number
¢ C. Study number and visit number
¢ D. Study number and subject number

HE: B

Y.

To properly associate body-composition data (from a DEXA scanner) with other study data, both the subject number and the visit
number are required.

According to the GCDMP (Chapter: Data Management Planning and Study Start-up), every clinical data record must be uniquely
identifiable and linkable to a specific subject and study event. The subject number identifies the participant, while the visit number
defines the temporal context in which the measurement was taken.

Without both identifiers, data integration becomes ambiguous-especially if multiple assessments occur over tire (e.g., baseline, week
12, end of study). Including both ensures data traceability, integrity, and alignment with the protocol-defined schedule of events.
Study number (option A) alone does not distinguish between visits or subjects, and visit number alone (option C) lacks linkage to the
individual participant.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Management Planning and Study Start-up, Section
4.4 - Data Linking and Identification Requirements [CH E6 (R2) GCP, Section 5.5.3 - Data Traceability Principles FDA Guidance
for Industry: Computerized Systerms Used in Clinical Investigations - Data Identification Requirements

EE #40
Which nformation is required by most systens to specify data entry screens?

A. Page number and total number of pages
B. User role, access level, and permissions
C. Data type, prompt, and response format
D. Help text, review parameters, and answers

e C

MH.

When designing or configuring data entry screens within an Electronic Data Capture (EDC) system, three critical components are
required for each field:

Data Type - Defines the nature of the data (e.g., text, numeric, date).

Pronpt - The label or question displayed to the user.

Response Format - Specifies how the user enters or selects data (e.g,, free text, drop-down, checkbox).

According to the GCDMP (Chapter: EDC Systenms and Database Design), these three attributes form the logical data structure
required to build and validate data entry interfaces. They ensure consistency in how information is captured, displayed, and validated
during data entry.

While user roles (A) and help text (D) are system-level configurations, not field-level specifications, page numbers (C) relate to
printed CRFs rather than digital data screens.

Therefore, option B (Data type, prompt, and response format) correctly identifies the essential information needed to define data
entry screens.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: EDC Systems and Database Design, Section 4.3 - Screen Design Specifications CDISC CDASH
Implementation Guide, Section 3.2 - Data Field Attributes ICH E6(R2) GCP, Section 5.5.3 - Data Capture and Input Standards

AE#41
A site study coordinator attempts to make an update in a study database in an EDC system after lock. What occurs?

A. The change is logged as occurring after lock

B. The change is approved by the Data Manager before it is applied
C. The old value is replaced in all locations by the new value

D. The site study coordinator is not able to make the change

: D

ool
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Once a clinical database is locked, it becomes read-only - no firther data modifications can be made by any users, including site
personnel. This ensures that the data are finalized, consistent, and auditable for statistical analysis and regulatory submission.
According to the GCDMP (Chapter: Database Lock and Archiving), the lock process involves freezing the database to prevent
accidental or unauthorized changes. After lock, access permissions are restricted, and all edit and update functions are disabled. If
any corrections are required post-lock, the database must be unlocked under controlled procedures (with full audit trail
documentation).

Thus, option C - The site study coordinator is not able to make the change - correctly reflects standard EDC functionality and
regulatory compliance.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Lock and Archiving, Section 5.2 - Database Lock Procedures and Controls ICH E6(R2)
GCP, Section 5.5.3 - Data Integrity and Audit Trail Requirements FDA 21 CFR Part 11 - Controls for Electronic Records and
System Lock Functions
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