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NEW QUESTION # 36
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Which statement is true regarding User Acceptance Testing (UAT) in an EDC application?

A. The extent of UAT (i.e., the number of test cases and rules) cannot be risk-based
B. Every rule should be tested with at least one "pass" and one "fail" scenario

C. Systemtools in EDC do not remove the need for UAT

D. Data should not be collected in a production environment until UAT is completed

Answer: D

Explanation:

In Electronic Data Capture (EDC) system validation, User Acceptance Testing (UAT) is a mandatory phase that must be completed
before data collection begins in the production environment.

According to the GCDMP (Chapter: Database Design, Validation, and Testing) and FDA 21 CFR Part 11, UAT ensures that the
EDC system meets all protocol-specific, functional, and regulatory requirements before it is deployed for live use. The goal is to
verify that the system performs exactly as intended by simulating real-world user interactions with test data in a validated test
environment.

Data collection prior to UAT completion would violate validation requirements and risk noncompliance with ICH E6 (R2) GCP
Section 5.5.3, which mandates that all computerized systens be validated and tested before use.

While options A and C describe correct components of testing strategy, the key regulatory requirement is that UAT must be
completed and approved before live data entry begins. Option D is incorrect - risk-based UAT is an accepted modern validation
approach under both FDA and GAMPS principles.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Database Design and Validation, Section 5.3 - User
Acceptance Testing FDA 21 CFR Part 11 - Validation of Electronic Systes (Section 11.10(a)) ICH E6 (R2) GCP, Section 5.5.3
- Validation Before Use in Production Environment

NEW QUESTION # 37
For clinical investigational sites on an EDC trial, which of the following archival options allows traceability of changes made to data?

A. ASCII files of the site's data and related audit trails

B. PDF images of the final eCRF screens for each patient

C. Storing the computer used at the clinical investigational site
D. Paper copies of the source documents

Answer: A

Explanation:

Regulatory agencies such as the FDA and ICH require that electronic data be retained in a format that preserves audit trails and
traceability.

While PDF images (option C) provide a static representation of data, they do not preserve the underlying audit trail (i.e., who
changed what, when, and why). The ASCII data files with corresponding audit trails (option D) provide complete transparency and
comply with 21 CFR Part 11 and GCDMP archival standards.

Option A (storing computers) is unnecessary and impractical, and Option B (paper source documents) are site records, not system
archives.

Hence, option D is correct - ASCII data files with audit trails meet traceability and compliance standards.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Database Lock and Archiving, Section 5.4 - Archival Formats and Audit Trail Retention ICH E6(R2)
GCP, Section 5.5.3 - Data Integrity, Audit Trails, and Record Retention FDA 21 CFR Part 11 - Electronic Records; Audit Trail
and Retention Requirements

NEW QUESTION # 38
Which is the best way to see site variability in eligibility screening?

A. List eligibility waivers by site

B. Graph enrollment by site

C. Summarize screening rate by site
D. Plot eligibility rate by site

Answer: D



Explanation:

To identify site variability in eligibility screening, the most effective approach is to plot eligibility rate by site. This allows visual
detection of differences in how well each site screens subjects according to protocol-defined inclusion and exclusion criteria.

The GCDMP (Chapter: Data Quality Assurance and Metrics) emphasizes the importance of graphical analysis for identifying
anomalies and site-level performance variability. By plotting the eligibility rate by site, data managers and clinical operations teams
can quickly identify outliers-sites that screen too many or too few eligible subjects-indicating potential training issues,
misunderstanding of inclusion/exclusion criteria, or even possible protocol deviations.

While summarizing screening rate (B) provides useful numeric data, it lacks visual comparability. Listing waivers (A) or enroliment
counts (C) provide limited insights into eligibility consistency.

Therefore, option D-Plot elighbility rate by site-is the best analytic and visualization practice to assess site variability in screening
outcores.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Data Quality Assurance and Control, Section 6.1 - Use of Metrics and Graphical Review for Site
Performance ICH E6(R2) GCP, Section 5.18.4 - Identification of Systematic or Site-Specific Issues

NEW QUESTION # 39
The result set from the query below would be which of the following?
SELECT Pt_ID, MRN, SSN FROM patient

A. Shorter than the patient table
B. Narrower than the patient table
C. Wider than the patient table

D. Longer than the patient table

Answer: B

Explanation:

Ina SQL (Structured Query Language) database, the SELECT statement specifies which columns to display froma table. In this
query, only three colummns - Pt 1D, MRN, and SSN - are being selected fiom the patient table.

This means the resulting dataset will contain:

The same number of rows (records) as the original table (assuming no WHERE filter), and Fewer columns than the full table.

In database terminology:

"Wider" refers to more colunmns (fields).

"Narrower" refers to fewer columns (fields).

Since this query retrieves only 3 columns (out of potentially many in the original table), the result set is narrower than the patient
table, making option D correct.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Design and Build, Section 5.1 - Relational Databases and Query Logic ICH E6(R2) GCP,
Section 5.5.3 - Data Retrieval and Integrity Principles FDA Guidance for Industry: Computerized Systems Used in Clinical
Investigations, Section 6.4 - Database Query Controls

NEW QUESTION # 40
Which type of edit check would be implemented to check the correctness of data present in a text box?

A. Manual Check

B. Programmed check
C. Front-end check
D. Back-end check

Answer: C

Explanation:

A front-end check is a type of real-time validation performed at the point of data entry-typically within an Electronic Data Capture
(EDC) system or data entry interface-designed to ensure that the data entered in a text box (or any input field) is valid, logically
correct, and within expected parameters before the user can proceed or save the record.

According to the Good Clinical Data Management Practices (GCDMP, Chapter on Data Validation and Cleaning), edit checks are
essential components of data validation that ensure data accuracy, consistency, and completeness. Front-end checks are
implemented within the data collection interface and are triggered immediately when data are entered. They prevent invalid entries
(such as letters in numeric fields, out-of-range values, or improper date formats) from being accepted by the system



Examples of front-end checks include:

Ensuring a numeric field accepts only numbers (e.g., weight cannot include text characters).

Validating that a date is within an allowable range (e.g., not before the subject's date of birth).

Requiring mandatory fields to be conpleted before moving forward.

This differs from back-end checks or programmed checks, which are typically run later in batch processes to identify data
inconsistencies after entry. Manual checks are human-performed reviews, often for context or data that cannot be validated
automatically (e.g,, narrative assessments).

Front-end edit checks are preferred wherever possible because they prevent errors at the source, reducing the number of
downstream data queries and cleaning cycles. They contribute significantly to data quality assurance, regulatory compliance, and
efficiency in data management operations.

Reference (CCDM- Verified Sources):

Society for Clinical Data Management (SCDM), Good Clinical Data Management Practices (GCDMP), Chapter: Data Validation
and Cleaning, Section 6.2 - Edit Checks and Real-Time Data Validation FDA Guidance for Industry: Computerized Systems Used
in Clinical Investigations, Section 6 - Data Entry and Verification Controls ICH E6 (R2) Good Clinical Practice, Section 5.5 - Data
Handling and Record Integrity CDISC Operational Data Model (ODM) Specification - Edit Check Implementation Standards

NEW QUESTION # 41
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