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SCDM Certified Clinical Data Manager 58 € CCDM & 5% [ &2 (Q32-Q37):

R #32
Which of the following is a best practice for creating eCRFs for a study?

e A. Setup features that automatically enter data into fields when bypassed
¢ B. Develop eCRFs with cross-functional team members

e C. Develop eCRFs that closely follow paper CRF standards

e D. Setup coded terns so they are available to the site user

EfE: B

A -

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), e€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
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relevance and protocol compliance.

Collaborative development ensures that the eCRF's 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 Option D is outdated; while paper CRFs may inform structure,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

HM #33
Which of the following factors can be tested through a second test transfer?

A. Change management
B. Transfer frequency
C. File format

D. Transfer method

EfE: C

A -

In the context of database design and external data management, a test data transfer (or trial data load) is performed to ensure the
proper configuration, structure, and integrity of data imported from an external vendor or system The second test transfer is
specifically useful to confirm that data structures and formats are consistently aligned between the sending and receiving systens after
mitial adjustments have been made from the first test.

According to the Good Clinical Data Management Practices (GCDMP), the file format - including variables, data types, field
lengths, delimiters, and encoding - must be validated during test transfers to confirm compatibility and ensure accurate loading into
the target database. Once the nitial test identifies and corrects errors (e.g,, mismatched variable names or data types), the second
transfer verifies that the corrections have been implemented correctly and that the file structure finctions as intended.

Testing change management (A) nvolves procedural controls, not data transfers. The transfer method (C) and transfer frequency (D)
are validated during mitial process setup, not during subsequent test transfers.

Therefore, option B (File format) is correct, as the second test transfer verifies the technical integrity of the file structure before live
production transfers begin.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: External Data Transfers and Data Integration, Section 5.2

- Test Transfers and File Validation FDA Guidance for Industry: Computerized Systems Used in Clinical Investigations, Section 6.3
- Data Inport and Validation Controls

E #34
It has been identified that ten adverse events were not reported in the trial prior to the database lock. What action should be taken to
determine the next step?

A. Notify upper management immediately so the monitor can contact the site.

B. Check the data fromall sites again before relocking the database.

C. Evaluate the potential effect of the omission on the validity of the safety and efficacy analysis.
D. Get the AE data entered immediately so the database can be locked again.

IEf: C

AR :

When adverse events (AEs) are discovered after a database lock, the appropriate first step is to evaluate the impact of the missing
data on the integrity, safety analysis, and regulatory validity of the study results.

According to GCDMP (Chapter: Data Quality Assurance and Control), any post-lock data discovery requires a root cause
assessment and impact analysis before deciding whether to unlock the database. The key question is whether the missing AEs:
Affect primary safety endpoints,

Introduce bias in safety reporting, or

Alter efficacy conclusions.

Based on the assessment, the Data Management and Biostatistics teams determine if unlocking and correction are justified. Simply



entering data immediately (A) or repeating checks (D) without analysis may violate data control procedures.

Hence, option B is correct - the first step is to assess the impact on data validity and analysis.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Data Quality Assurance and Control, Section 5.5 - Post-Lock Findings and Iimpact Assessment [CH
E6(R2) GCP, Section 5.1.1 - Quality Management and Risk Assessment FDA Guidance for Industry: Computerized Systerms Used
in Clinical Investigations, Section 6.5 - Post-Lock Data Management

H #35
What is the purpose of providing the central laboratory vendor with a complete listing of subjects’ demographic data?

e A. To assure that lab data for screening failure subjects have not been included in the lab data transmission
¢ B. To assure that all subjects have lab data for valid visits

¢ C. To provide for an independent reconciliation of the patient and remote databases during study conduct
¢ D. To provide for an independent reconciliation of the patient and remote databases after database lock

Ef: C

A -

Providing the central laboratory vendor with a complete subject demographic listing allows ongoing reconciliation between the
sponsor's EDC system and the vendor's laboratory database during study conduct.

The GCDMP (Chapter: External Data Transfers and Integration) emphasizes that subject reconciliation ensures that all laboratory
data correspond to valid enrolled subjects and visits. Regular reconciliation throughout the study prevents data mismatches, missing
results, or misassigned lab reports.

This proactive measure supports timely query resolution and data integrity across systerms. Waiting until after database lock (as in
option A) would delay corrections and risk inconsistencies. Options B and D address secondary benefits but not the primary
purpose-ongoing subject-level reconciliation.

Thus, option C is correct.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: External Data Transfers, Section 4.4 - Reconciliation and Vendor Communication ICH E6(R2) GCP,
Section 5.5.3 - Data Management, Reconciliation, and Integration FDA Guidance for Industry: Computerized Systers Used in
Clinical Investigations, Section 6.3 - External Data Management

HM #36
A Data Manager is importing data from an external facility. Which is commonly checked first?

A. Incoming files are conformant to the data transfer specifications

B. Data in the incoming files are internally consistent

C. Incoming files have the expected number of records

D. Data in incoming files are consistent with existing data in the study database

EfE: A

R

‘When importing external data (e.g., laboratory or imaging results) into a clinical database, the first step in data import quality control
is to verify that incoming files conform to the pre-specified data transfer specifications (DTS).

According to the GCDMP (Chapter: External Data Transfers and Integration), the Data Transfer Specification defines file structure,
variable names, data types, delimiters, record counts, and validation rules. The mitial import check confirms that the received file
matches the technical and structural requirements before content or record consistency is evaluated.

Subsequent checks-such as record counts (A), data consistency with existing database (C), and internal logical consistency (D)-are
performed only after the file structure is validated and confirmed to match the specifications. Failure to perform this first check may
cause import errors or corrupted data loads.

Thus, the first and most critical verification step is ensuring file conformity to the agreed data transfer specifications, making option B
correct.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: External Data Transfers, Section 4.2 - Data Transfer File Validation and Import Checks ICH E6(R2)
GCP, Section 5.5.3 - Validation of Computerized Systens and Data Imports
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