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SCDM Certified Clinical Data Manager Sample Questions (Q34-Q39):
NEW QUESTION # 34 
Which metric reveals the timeliness of the site-work dimension of site performance?

A. Time from Last Patient Last Visit to database lock
B. Time from final protocol to first patient enrolled
C. Median and range of time from query generation to resolution
D. Time from site contract execution to first patient enrolled

Answer: C

Explanation:
The site-work dimension of site performance evaluates how efficiently sites manage and resolve data-related tasks - particularly
query resolution, data entry, and correction timelines. Among the given metrics, the median and range of time from query generation
to resolution (D) directly measures the site's responsiveness and data management efficiency.
According to the GCDMP (Chapter on Metrics and Performance Measurement), this indicator helps identify sites that delay query
resolution, which can impact overall study timelines and data quality. Tracking this metric allows the data management team to
proactively provide additional training or communication to underperforming sites.
Other options measure different aspects of project progress:
A reflects overall database closure speed.
B and C relate to study startup and enrollment readiness, not ongoing data work.
Thus, option D accurately represents a site performance timeliness metric, aligning with CCDM principles for operational
performance measurement.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Metrics and Performance Management, Section 5.4 - Site
Query Resolution Metrics ICH E6(R2) Good Clinical Practice, Section 5.18 - Monitoring and Site Performance Oversight

NEW QUESTION # 35 
During a database audit, it was determined that there were more errors than expected. Who is responsible for assessing the overall
impact on the analysis of the data?

A. Investigator
B. Statistician
C. Quality Auditor
D. Data Manager

Answer: B

Explanation:
The Statistician is responsible for assessing the overall impact of data errors on the analysis and study results.
According to the Good Clinical Data Management Practices (GCDMP, Chapter: Data Quality Assurance and Control) and ICH E9
(Statistical Principles for Clinical Trials), while the Data Manager ensures data accuracy and completeness through cleaning and
validation, the Statistician determines whether the observed data discrepancies are statistically significant or if they may affect the
validity, power, or interpretability of the study's outcomes.
The Quality Auditor (C) identifies and reports issues but does not quantify analytical impact. The Investigator (D) is responsible for
clinical oversight, not statistical assessment. Thus, after a database audit, the Statistician (B) performs a formal evaluation to
determine whether the magnitude and nature of the errors could bias results or require reanalysis.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Quality Assurance and Control, Section 7.3 - Data
Audit and Impact Assessment ICH E9 - Statistical Principles for Clinical Trials, Section 3.2 - Data Quality and Analysis Impact
Assessment FDA Guidance for Industry: Computerized Systems Used in Clinical Investigations - Data Validation and Analysis
Review

NEW QUESTION # 36 
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Which method would best identify inaccuracies in safety data tables for an NDA?

A. Review the line listings to identify any values that look odd
B. Compare counts of appropriate patients from line listings of CRF data to counts in table cells
C. Compare counts of appropriate patients from manual CRFs to counts in table cells
D. Review the tables to identify any values that look odd

Answer: B

Explanation:
The best method for identifying inaccuracies in safety data tables prepared for a New Drug Application (NDA) is to compare counts
of appropriate patients from line listings of CRF data to the counts in table cells.
According to the GCDMP (Chapter: Data Quality Assurance and Control), line listings represent raw, patient-level data extracted
directly from the clinical database, whereas summary tables are aggregated outputs used for reporting and submission. Comparing
these two sources ensures data traceability and accuracy, verifying that tabulated results correctly reflect the underlying patient data.
Manual CRF checks (option A) are less efficient and error-prone, as data entry is typically already validated electronically. Simply
reviewing tables or listings for "odd values" (options C and D) lacks the systematic verification necessary for regulatory data integrity.
Thus, comparing line listings to tables (option B) provides a quantitative cross-check between the database and output deliverables,
a standard practice in NDA data validation and statistical quality control.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Quality Assurance and Control, Section 5.2 -
Validation of Tables, Listings, and Figures (TLFs) FDA Guidance for Industry: Submission of NDA Safety Data, Section on Data
Verification and Accuracy ICH E6 (R2) GCP, Section 5.5.3 - Validation of Derived Data Outputs

NEW QUESTION # 37 
All range and logic checks have been resolved in a study. An auditor found discrepancies between the database and the source.
Which reason is most likely?

A. The auditor made an error
B. Data were not abstracted correctly from the source
C. The discrepant data values were logical and in range
D. Data were changed after the checks were run

Answer: B

Explanation:
Even when all range and logic checks are successfully resolved, discrepancies may still exist between the clinical database and the
source documents. This typically indicates an error in data abstraction or transcription, meaning that data were incorrectly entered or
extracted from the source records during the data entry or verification process.
According to the Good Clinical Data Management Practices (GCDMP, Chapter on Data Validation and Cleaning), data validation
rules such as range and logic checks are designed to identify inconsistencies, missing data, or out-of-range values within the database
itself. However, they do not verify the accuracy of data entry against the original source documents - that responsibility falls under
source data verification (SDV), typically conducted by clinical monitors or auditors.
When an auditor detects discrepancies between source and database values after all edit checks have passed, the most probable
explanation is that data were not transcribed correctly from the source, rather than a failure in programmed edit checks. This could
occur due to human error during manual data entry, misinterpretation of the source document, or oversight during SDV.
Option C (Data were changed after checks were run) might occur in rare cases but would normally be documented in an audit trail
per 21 CFR Part 11 and ICH E6 (R2) standards. Option B misinterprets the issue, since "logical and in range" values can still be
incorrect relative to the source. Option A (Auditor error) is possible but statistically less likely, as source data verification follows
strict, documented audit procedures.
Therefore, the most likely reason for such discrepancies is Option D: Data were not abstracted correctly from the source,
emphasizing the importance of robust data entry training, dual data entry, and verification procedures.
Reference (CCDM-Verified Sources):
Society for Clinical Data Management (SCDM), Good Clinical Data Management Practices (GCDMP), Chapter: Data Validation
and Cleaning, Section 6.5 - Source Data Verification and Reconciliation ICH E6 (R2) Good Clinical Practice, Section 5.18 -
Monitoring and Source Data Verification FDA Guidance for Industry: Computerized Systems Used in Clinical Investigations,
Section 6 - Source Data Accuracy and Audit Trails
21 CFR Part 11 - Electronic Records and Electronic Signatures, Subpart B: Audit Trails and Record Accuracy



NEW QUESTION # 38 
The best example of a protocol compliance edit check is:

A. An edit check that fires when a field is left blank
B. An edit check that fires when a value is outside of the normal range for vital signs
C. An edit check that fires when an invalid date is entered
D. An edit check that fires when a visit date is outside the specified window

Answer: D

Explanation:
A protocol compliance edit check is designed to ensure that the data collected adheres to the specific requirements defined in the
study protocol, such as visit timing, procedure windows, and eligibility criteria.
The example in option A - an edit check that triggers when a visit date falls outside the protocol-specified window - directly verifies
compliance with the study design. This type of check supports real-time monitoring of protocol adherence, a critical quality and
regulatory requirement under GCDMP and ICH E6(R2).
Other options are examples of general data validation checks, not protocol compliance:
B: Ensures clinical plausibility (data range check).
C: Ensures completeness (missing data check).
D: Ensures format correctness (system validation check).
Thus, option A best represents a protocol compliance edit check, confirming that collected data conform to the visit schedule
defined in the protocol.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Data Validation and Cleaning, Section 5.4 - Protocol Compliance Edit Checks ICH E6(R2) GCP,
Section 5.1.1 - Quality Management and Compliance Controls FDA Guidance for Industry: Computerized Systems Used in Clinical
Investigations, Section 6.3 - Edit Check Design and Validation

NEW QUESTION # 39
......

Perhaps you still feel confused about our Certified Clinical Data Manager test questions when you browse our webpage. There must
be many details about our products you would like to know. Do not hesitate and send us an email. Gradually, the report will be
better as you spend more time on our CCDM exam questions. As you can see, our system is so powerful and intelligent. What most
important it that all knowledge has been simplified by our experts to meet all people’s demands. So the understanding of the CCDM
Test Guide is very easy for you. Our products know you better.
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