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E R #105

For ease of data processing, the study team would like the database codes for a copyrighted rating scale preprinted on the CRF.
What is the most critical task that the CRF designer must do to ensure the data collected on the CRF for the scale are reliable and
will support the results of the final analysis?

¢ A Consult the study statistician regarding the change and determine that database codes will not influence the analysis.

¢ B. Consult the independent source of the rating scale for approval and document that continued validity of the tool is not
compromised.

e C. Consult the independent source and determine database codes will not influence subject responses.

e D. Complete the requested changes to the nstrument and ensure the correct database codes are associated with the
appropriate responses.

EfE: B

AR :

When using a copyrighted or validated rating scale (e.g., Hamilton Depression Scale, Visual Analog Pain Scale), any modification to
the original instrument, including preprinting database codes on the CRF, must be approved by the instrument's owner or licensing
authority to ensure the validity and reliability of the instrument are not compromised.

According to the GCDMP (Chapter: CRF Design and Data Collection), validated rating scales are psychometrically tested tools.
Any visual or structural modification (such as adding codes, changing layout, or rewording questions) can invalidate prior validation
results. Therefore, the CRF designer must consult the independent source (copyright holder) for approval and document that the
validity of the tool remains intact.

Merely consulting statisticians (option B) or verifying database alignment (option D) does not ensure compliance. Thus, Option C
ensures scientific and regulatory integrity.



Reference (CCDM-Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: CRF Design and Data Collection, Section 6.1 - Use of
Validated Instruments and Rating Scales ICH E6 (R2) GCP, Section 5.5.3 - Validation of Instruments and Data Capture Tools
FDA Guidance for Industry: Patient-Reported Outcome Measures - Use in Medical Product Development to Support Labeling
Clams, Section 4 - Instrument Modification and Validation

H #106
In a cross-functional team meeting, a monitor mentions performing source data verification (SDV) on daily diary data entered by
patients on mobile devices. Which of the following is the best response?

¢ A Diary data to be source data verified should be selected using a risk-based approach
¢ B. Diary data to be source data verified should be randomly selected

e C. All diary data should be source data verified

¢ D. The diary data should not be source data verified

EfE: A

A -

The best response is that diary data to be source data verified should be selected using a risk-based approach.

According to the GCDMP (Chapter: Data Quality Assurance and Control) and FDA Guidance on Risk-Based Monitoring (RBM),
not all data require full SDV. Electronic patient-reported outcome (ePRO) or mobile diary data are typically direct electronic source
data (eSource) captured at the time of entry, which already ensures authenticity and traceability.

A risk-based SDV approach focuses verification efforts on data critical to subject safety and primary efficacy endpoints, as defined
in the study's Risk Assessment Plan or Monitoring Plan. Random or full verification of low-risk data (like diary compliance metrics)
adds unnecessary effort and cost.

Thus, Option C aligns with current regulatory expectations and data management best practices.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Quality Assurance and Control, Section 7.3 - Risk-
Based Monitoring and SDV ICH E6 (R2) Good Clinical Practice, Section 5.18 - Risk-Based Quality Management FDA Guidance
for Industry: Oversight of Clinical Investigations - A Risk-Based Approach to Monitoring (2013)

R #107

A Clinical Data Manager is drafting data element definitions for a new study. One of the definitions provided is:

"Baby's crown to heel length measured lying on back, measured physical quantity, precision of 0.1." Which of the following is
missing from the definition?

A. Enumeration

B. Discrete values for a drop-down list
C. Data type of the data element

D. Unit or dimensionality of measure

IEf#: D

AR

A conplete data element definition in clinical data management should include:

Name and clear description of the data element,

Data type (e.g,, nureric, text, date),

Precision or scale (if numeric), and

Unit or dimensionality of measure (e.g., centimeters, inches).

In this example, while the data type ("measured physical quantity") and precision (0.1) are defined, the unit of measurement (e.g,,
centimeters or inches) is missing, This omission leads to ambiguity and could cause serious discrepancies when comparing or
analyzing measurements.

The GCDMP (Chapter: Database Design and Build) emphasizes that units and dimensionality must be explicitly defined and
consistently applied in all CRFs, metadata dictionaries, and data transformations.

Thus, option D (Unit or dimensionality of measure) is correct.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Database Design and Build, Section 5.2 - Metadata and Data Element Definitions CDISC CDASH
Implementation Guide, Section 3.3 - Data Element Metadata Requirements ICH E6(R2) GCP, Section 5.5.3 - Data Accuracy and
Standardized Definitions



HH #108
A study has an expected enrollment period of one year but has subject recruitment issues. Twelve new sites are added toward the

end of the expected enroliment period to help boost enrollment. What is the most likely impact on data flow?

¢ A. Additional sites will likely have increased query rates since site training is occurring closer to study close.

¢ B. A bolus of CRFs at the end of the study will result in the need to increase data entry and cleaning rates to meet existing
timelines.

¢ (. The database set-up will need to be changed to allow for additional sites as they are added to the study.

¢ D. The distribution of subjects selected for quality control will need to be stratified to allow for the twelve new sites.

IEf#: B

TR

Adding multiple new sites late in the enroliment period creates a concentrated influx of new data near the end of the study. These
sites typically start enrolling patients later, resulting in a "bolus" of Case Report Forns (CRFs) that must be entered, validated, and
cleaned within a shorter timeframe to meet database lock deadlnes.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: Project Management and Data Flow), late site
activation compresses the timeline for data management tasks, necessitating increased resources for data entry, query management,
and cleaning, Data management teams must anticipate this surge and plan accordingly-either by increasing staffing or revising
timelines to prevent bottlenecks and maintain quality.

While option D (increased query rates) can occur, it is a secondary effect. The most direct and consistent impact is the surge in data
volume requiring expedited processing near study end.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Project Management, Section 5.3 - Managing Changes in Site Activation and Data Flow ICH E6(R2)
GCP, Section 5.1 - Quality Management and Oversight

M #109
What significant difference is there in the DM role when utilizing an EDC application?

A. Database validation is not required

B. Data updates are implemented by the sites

C. Metrics generation is required

D. Tracking of eCRFs is a monitor’s responsibility

IEf#: B

fiR .-

The most significant difference in the Data Manager's role when using an Electronic Data Capture (EDC) system is that data updates
are implemented directly by site personnel (Option A).

According to the GCDMP (Chapter: Electronic Data Capture Systens), EDC technology shifts responsibility for data entry and
correction from the sponsor or CRO to the mvestigator site, enabling real-time data entry and validation. This eliminates the need for
double entry or remote data transcription, allowing Data Managers to focus on system validation, query management, and data
quality oversight rather than physical data handling,

However, the EDC system still requires full validation (contrary to Option B). Metrics generation (Option C) and CRF tracking
(Option D) are important but not unique to EDC-based workflows.

Thus, the correct answer is Option A - Data updates are implemented by the sites, reflecting the most fundamental operational shift
mtroduced by EDC systemns.

Reference (CCDM-Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Electronic Data Capture (EDC) Systens, Section 4.1 -
Role of the Data Manager in EDC ICH E6 (R2) GCP, Section 5.5.3 - Electronic Data Entry and Responsibilities FDA 21 CFR
Part 11 - Electronic Records and Signatures: Data Entry Responsibilities

ZR#110
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