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H #87
A Data Manager is importing data from an external facility. Which is commonly checked first?

A. Incoming files have the expected number of records

B. Data in the incoming files are internally consistent

C. Incoming files are conformant to the data transfer specifications

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

IEf: C

AR :

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 initial 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

M #88
A Clinical Data Manager reads a protocol for a clinical trial to test the efficacy of an antiviral to counteract a new epidemic. The
stated primary efficacy endpoint is 3-month survival. Which data element is needed for the primary efficacy endpoint?

e A. Cause of death
¢ B. Birth date

e (. Death date

¢ D. Date of autopsy

Ef#: C

TR

When the primary efficacy endpoint in a clinical trial is 3-month survival, the key data element required is the death date. This is
because the survival endpoint is determined by calculating whether the subject lived or died within a defined time frame from study
enrollment or randomization.

According to the GCDMP (Chapter: Data Management Planning and Study Start-up), the Clinical Data Manager (CDM) must
identify and ensure the capture of all critical data elements necessary to evaluate the study endpoints. For time-to-event analyses
(e.g., survival studies), accurate event dates (death date) are essential for endpoint derivation and statistical analysis.

Other data elements such as cause of death or date of autopsy (options B and C) may support secondary analyses or safety reviews
but are not necessary to determine the survival endpoint itself. Similarly, birth date (option D) contributes to demographic data but is
unrelated to the primary efficacy outcome.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Management Planning and Study Start-up, Section
4.4 - Critical Data Identification for Endpomnts ICH E9 - Statistical Principles for Clinical Trials, Section 2.2.3 - Time-to-Event Data
Considerations FDA Guidance for Industry: Clinical Trial Endpomts for Drug Development


https://www.mogiexam.com/CCDM-exam.html

HR #89
‘Which of the following tasks would be reasonable during a major upgrade of a clinical data management system?

A. All of the data formats in the archive should be updated to new standards.
B. All of the case report forns should be pulled and compared to the archive.
C. The ability to access and read the clinical data archive should be tested.
D. The data archive should be migrated to an offsite database server.

Ef#: C

TR

During a major system upgrade, it is critical to verify that archived data remain accessible, readable, and intact following the
implementation.

According to the GCDMP (Chapter: Database Lock and Archiving), regulatory requirements such as 21 CFR Part 11 and ICH
E6(R2) mandate that archived data must remain retrievable in a human-readable format for the duration of retention (often years
after study completion).

Therefore, as part of validation and verification testing, organizations must confirm that existing archives can still be accessed using
the upgraded system or compatible tools.

Option A: Updating archive formats could alter original data integrity (noncompliant).

Option C: Migration offsite is an IT infrastructure task, not directly tied to the upgrade process.

Option D: Comparing CRFs to archives is unnecessary unless data corruption is suspected.

Hence, option B (testing archive accessibility) is the correct and compliant approach.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Lock and Archiving, Section 5.4 - System Upgrades and Archive Validation ICH E6(R2)
GCP, Section 5.5.3 - System Validation and Data Retention FDA 21 CFR Part 11 - Data Archiving, Retention, and Retrieval
Requirements

R #90
A study is collecting pain levels three times a day. Which is the best way to collect the data?

e A Sites calling patients daily and administering a pain questionnaire

¢ B. Study subjects calling into an IVRS three times a day to enter pain levels
e C. Using paper pain diary cards completed by study subjects

¢ D. Using ePRO with reminders for data collection at each time point

IEf#: D

fiR .-

The optimal method for collecting frequent patient-reported pain data is through electronic Patient-Reported Outcomes (ePRO) with
built-in reminder functionality.

According to the GCDMP (Chapter: Electronic Data Capture Systens), ePRO systems provide a validated, real-time, and user-
friendly interface for subjects to record time-sensitive data accurately. The use of automated reminders ensures compliance with
protocol-specified data collection times, improving data completeness and accuracy.

Paper diaries (option A) are prone to recall bias and backfilling, while daily site calls (option B) are resource-intensive and introduce
human error. IVRS systens (option C) are acceptable but less efficient and user-friendly than modern ePRO applications, which can
integrate timestamp validation, compliance monitoring, and real-time alerts.

ePRO systens also conply with FDA 21 CFR Part 11 and ICH E6 (R2) for audit trails, authentication, and validation, making them
the preferred solution for repeated PRO data collection.

Reference (CCDM-Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Electronic Data Capture (EDC) Systens, Section 6.1 -
Use of ePRO for Repeated Measures FDA Guidance for Industry: Electronic Source Data in Clinical Investigations, Section 5 -
ePRO Compliance and Validation ICH E6 (R2) GCP, Section 5.5.3 - Electronic Data Systens and Recordkeeping

B #91
An organization is using an international data exchange standard and a new version is released. Which of the following should be

assessed first?

e A Availability of other standards covering the same content
e B. Cost of migrating to the new version



e C. Existence of backwards compatibility
¢ D. Content coverage of the new version

IEf: C

fEERA -

‘When an updated version of a data exchange standard (such as CDISC SDTM, ADaM, or ODM) is released, the first factor that
should be assessed is backwards compatibility. This determines whether the new version can interoperate with or accept data from
prior versions without significant reconfiguration or data loss.

According to the Good Clinical Data Management Practices (GCDMP) and CDISC Implementation Guides, assessing backwards
compatibility ensures that historical or ongoing study data remain valid and usable within the updated environment. If the new version
introduces structural or semantic changes (such as variable name modifications or controlled terminology updates), it could impact
mapping, validation, or regulatory submissions.

Once backward compatibility is confirmed, secondary assessments such as content coverage, availability of overlapping standards,
and migration cost can be considered. However, ensuring that the new version supports existing infrastructure and data continuity is
the first critical step before adoption.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Standards and Data Integration, Section 4.2 - Data Standards Updates and Compatibility
Considerations CDISC SDTM Implementation Guide, Section 1.5 - Backward Compatibility and Version Control ICH E6(R2)
GCP, Section 5.5 - Data Handling and Standardization
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