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Each of the PrepAwayTest SCDM CCDM exam dumps formats excels in its way and carries actual Certified Clinical Data
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test too much. We provide free tryout before the purchase to let you decide whether it is valuable or not by yourself. To further
understand the merits and features of our CCDM Practice Engine you could free download the free demo of our CCDM exam
questions, or visit our web page to know more related information. And you can pass your CCDM exam with the least time and
energy with our wonderful CCDM exam questions.

SCDM Certified Clinical Data Manager Sample Questions (Q75-Q80):
NEW QUESTION # 75 
If database auditing is used for data quality control during a study, which is the optimal timing of the audits?

A. Periodically throughout the study
B. After the first few cases have been entered
C. Immediately following database lock
D. A week or two before database lock

Answer: A

Explanation:
Database audits are conducted to ensure ongoing data accuracy, completeness, and compliance throughout the lifecycle of a clinical
trial. According to the Good Clinical Data Management Practices (GCDMP, Chapter: Data Quality Assurance and Control), quality
audits are most effective when performed periodically during study conduct, rather than waiting until study completion.
Performing audits periodically allows early detection of data entry errors, protocol deviations, and system inconsistencies, thereby
reducing the risk of large-scale data issues before database lock. This proactive approach aligns with risk-based quality management
principles outlined in ICH E6(R2) and ensures corrective actions are implemented in real time.
Options A and B represent reactive quality control, which occurs too late to prevent data issues. Option C (after first few cases)
provides initial validation but does not ensure continuous oversight.
Therefore, option D - "Periodically throughout the study" - represents the optimal and compliant timing for quality audits of the
database.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Data Quality Assurance and Control, Section 5.3 - Ongoing Quality Control and Auditing ICH E6(R2)
GCP, Section 5.1.1 - Quality Management System and Risk-Based Monitoring FDA Guidance for Industry: Computerized Systems
Used in Clinical Investigations, Section 6.5 - Data Review and Auditing Practices

NEW QUESTION # 76 
A Data Manager is establishing a timeline for database lock for a 100-person study where the data have been maintained almost all
clean throughout the study. All data from external labs have been received and reconciled. Which is the best estimate of the amount
of time needed to lock the database after Last Patient Last Visit?

A. A few months
B. A few days
C. A few weeks
D. A few hours

Answer: B

Explanation:
For a well-maintained 100-subject study with ongoing data cleaning and completed reconciliations, the database lock process
typically takes a few days after the Last Patient Last Visit (LPLV).
According to the GCDMP (Chapter: Database Lock and Archiving), the duration of the lock process depends on the level of data
cleanliness at LPLV. If the study team has conducted continuous data cleaning, query resolution, and external data reconciliation
throughout the trial, then the final lock steps (e.g., final data review, documentation, and approvals) can be completed in 2-5 days.
However, if significant cleaning or reconciliation remains outstanding, lock may take several weeks. Since the question states that
data are "maintained almost all clean," Option B - a few days - is the appropriate estimate.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Database Lock and Archiving, Section 6.2 - Database
Lock Preparation and Timelines ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Data Quality and Lock Procedures FDA
Guidance for Industry: Computerized Systems Used in Clinical Investigations - Data Lock and Archiving Procedures
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NEW QUESTION # 77 
Which of the following scenarios requires a query to be sent to the central lab first when there is a discrepancy between the final lab
data transfer and the CRF?

A. Both the central lab and the CRF have data present for a visit
B. The central lab has data for a visit but the CRF has missing data for the visit
C. The CRF has data for a visit but the central lab has missing data for the visit
D. Both the central lab and the CRF data have missing data for a visit

Answer: B

Explanation:
During data reconciliation between a central laboratory and CRF data, the source of truth is typically the central lab database, as it
provides directly measured, vendor-generated results.
When the central lab has data but the CRF does not (option C), the Data Manager must first query the central lab to confirm that the
result was transmitted correctly, since discrepancies may stem from data processing or timing issues. Once confirmed, a secondary
query may be issued to the site to ensure CRF completion and alignment.
Conversely, if the CRF contains data but the central lab is missing results (option B), the issue is site-level, not vendor-level.
According to the GCDMP (Chapter: External Data Transfers and Reconciliation), priority for querying depends on the authoritative
source - for lab data, the central lab is considered the source of record.
Therefore, option C is correct.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: External Data Transfers and Reconciliation, Section 6.1 - Reconciliation of Central Lab and CRF Data
ICH E6(R2) GCP, Section 5.5.3 - Source Data Verification and Vendor Reconciliation FDA Guidance for Industry: Computerized
Systems Used in Clinical Investigations, Section 6.4 - Data Reconciliation and Traceability

NEW QUESTION # 78 
Which information should be communicated by the Data Manager at regular intervals throughout a study?

A. Planned versus actual enrollment
B. Serious and unexpected safety events
C. Site staffing changes
D. Percent data entered and clean

Answer: D

Explanation:
The Data Manager (DM) plays a critical role in maintaining transparent communication with the clinical study team regarding data
quality and study progress. One of the most essential metrics regularly reported by the DM is the percentage of data entered and
cleaned.
According to the Good Clinical Data Management Practices (GCDMP, Chapter: Communication and Study Reporting), these
metrics provide insight into study status, data readiness for interim analysis, and timeline predictability for database lock. Regular
communication includes:
Percent of CRFs entered and verified
Percent of queries resolved
Outstanding data issues or missing pages
Other options fall outside the Data Manager's direct responsibility:
A (Enrollment) is typically reported by clinical operations.
B (Staffing changes) are handled by site management.
D (Safety events) are communicated by the safety/pharmacovigilance team.
Thus, option C correctly reflects the Data Manager's responsibility for ongoing study communication.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Communication and Study Reporting, Section 5.3 - Study Metrics and Status Updates ICH E6(R2)
GCP, Section 5.1.1 - Communication and Oversight in Quality Management FDA Guidance for Industry: Computerized Systems
Used in Clinical Investigations, Section 6.5 - Data Status Reporting

NEW QUESTION # 79 
A study uses and collects pacemaker interrogation data for each patient weekly by selecting and downloading the data from the
manufacturer's website. There are 200 patients in the study and it takes the Data Manager 30 minutes per file to download, import,



and process the dat a. Assuming that the distribution of work is uniform over the six-month trial, how many Data Managers are
needed for the activity data alone?

A. Fifty percent of a Data Manager per month
B. Two Data Managers per month
C. One Data Manager per month
D. Two and a half Data Managers per month

Answer: A

Explanation:
Let's calculate the workload:
200 patients × 30 minutes = 6,000 minutes/week
6,000 minutes ÷ 60 = 100 hours/week
Over 6 months (~26 weeks): 100 × 26 = 2,600 hours total
Assuming a full-time Data Manager works approximately 160 hours/month, over 6 months (960 hours) per full-time equivalent
(FTE):
2,600 ÷ 960 ≈ 2.7 FTEs total for the entire study period
To find the average per month, we divide evenly over 6 months:
2.7 ÷ 6 ≈ 0.45 FTE per month, or approximately 50% of a Data Manager per month.
Thus, the correct answer is B. Fifty percent of a Data Manager per month.
This estimate follows GCDMP best practices in resource planning, ensuring adequate data management capacity for ongoing
external data handling activities.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Project Management, Section 5.3 - Resource Estimation and Workload Planning ICH E6(R2) GCP,
Section 5.1.1 - Quality Systems and Adequate Staffing

NEW QUESTION # 80
......
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