Study CCDM Materials - CCDM Latest Mock Exam

CCDM Exam
Preparation

e e e m—

ww-*m_

DEpcusion FonsTi

B e IS

T
H
Z:'

DOWNLOAD the newest Actuaddump CCDM PDF dumps from Cloud Storage for fiee: https:/drive.google.com/open?
id=1ZAFezvSh6DkamMoYkc39v_0Oqew-Inzp6

Our CCDM study materials selected the most professional team to ensure that the quality of the CCDM learning guide is absolutely
leading in the industry, and it has a perfect service system. The focus and seriousness of our study materials gives it a 99% pass rate.
Using our products, you can get everything you want, including your most important pass rate. CCDM Actual Exam is really a good
helper on your dream road.

SCDM CCDM Exam Syllabus Topics:

Topic Details

¢ Data Processing Tasks: This section measures skills of Clinical Systens Analysts and focuses on handling,
transforming, integrating, reconciling, coding, querying, updating, and archiving study data while maintaining
quality, consistency, and proper privileges over the data lifecycle.

Topic 1

o Testing Tasks: This section measures the skills of Data Managers and involves creating test plans,
generating test data, executing validation and user acceptance testing, and documenting results to ensure

Topic 2
P systerms and processes perform reliably and according to specifications.

¢ Coordination and Project Management Tasks: This domain evaluates the skills of'a Clinical Systerms
Analyst in coordinating data management workload, vendor selection, scheduling, cross-team

Topic 3
ol commumnication, project timeline management, risk handling, metric tracking, and preparing for audits.

¢ Design Tasks: This section of the CCDM Exam measures skills of Data Managers and covers how to

design and document data collection instruments, develop workflows and data flows, specify data
Topic 4 elements, CRF forms, edit checks, reports, database structure, and define standards and procedures for
traceability and auditability.

o Review Tasks: This section measures the skills of Data Managers and involves reviewing protocols, CRFs,
data tables, listings, figures, and clinical study reports (CSRs) for consistency, accuracy, and alignment with

Topic 5
Pl data handling definitions and regulatory requirements.
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Salient Features of Desktop CCDM Certified Clinical Data Manager Practice
Tests Software

If'you always feel that you can't get a good performance when you come to the exam room. There is Software version of our
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CCDM exam braindumps, it can simulate the real exam environment. If you take good advantage of this CCDM practice materials
character, you will not feel nervous when you deal with the Real CCDM Exam. Furthermore, it can be downloaded to all electronic
devices so that you can have a rather modern study experience conveniently. Why not have a try?

SCDM Certified Clinical Data Manager Sample Questions (Q151-Q156):

NEW QUESTION # 151
Which statement applies to the CRF Completion Guidelines (CCGs) for a multinational study?

A. CCGs nust be translated and back-translated in each local language used in the study

B. CCGs nust contain the list of acceptable abbreviations to be used in the CRF

C. CCGs can instruct sites to use any abbreviations if they are documented in the subject source notes
D. CCGs can instruct sites to write in their local language as long as the CRA is fluent in this language

Answer: B

Explanation:

The Case Report Form (CRF) Completion Guidelines (CCGs) are critical documents that guide site staff on how to accurately and
consistently record data on CRFs across all participating sites, especially in multinational trials.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: CRF Design and Data Collection), one of the key
components of the CCGs is a list of acceptable abbreviations and conventions to be used during CRF entry. This standardization
ensures data consistency across languages and countries, reduces ambiguity during data review, and facilitates database design and
coding accuracy.

While translation (A) may be useful for traning materials, it is not required for CCGs unless specified by regulatory bodies. Options
C and D are incorrect because data collection should adhere to standardized terns in English (or the study's official language) -
allowing free use of local languages or arbitrary abbreviations introduces inconsistencies.

Hence, option B - "CCGs must contain the list of acceptable abbreviations to be used in the CRF" - is correct.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: CRF Design and Data Collection, Section 5.3 - CRF Completion Guidelines and Standardization [CH
E6(R2) GCP, Section 5.5.3 - Consistency and Data Recording Requirements FDA Guidance for Industry: Computerized Systens
Used in Clinical Investigations, Section 6.2 - Data Entry Conventions and Documentation

NEW QUESTION # 152
‘Which metric will identify edit checks that may not be working properly?

A. Average number of edit check identified discrepancies per form
B. Count by edit check of the number of times the check fired

C. Count by site of the number of times any edit check fired

D. Average number of times each edit check has fired

Answer: B

Explanation:

The best metric to identify malfunctioning or ineffective edit checks is the count by edit check of the number of times the check fired.
This allows data managers to assess whether specific edit checks are performing as intended.

According to the GCDMP, Chapter: Data Validation and Cleaning, edit checks are programmed logic conditions that identify data
inconsistencies or potential errors during data entry. A properly functioning edit check should trigger only when data falls outside
acceptable or logical limits. If an edit check fires too frequently or not at all, it may indicate a logic error in the check's programming
or configuration.

By analyzing counts by individual edit checks, data managers can:

Identify checks that never trigger (potentially inactive or incorrectly written), Detect overactive checks (poorly designed parameters
causing excessive false positives), and Optimize system performance and review efficiency.

This metric supports continuous improvement in data validation logic and contributes to cleaner, higher-quality clinical databases.
Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Validation and Cleaning, Section 6.2 - Edit Check
Design and Performance Metrics FDA Guidance: Computerized Systens Used in Clinical Investigations - Section on Validation of
Electronic Data Systers
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NEW QUESTION # 153
An external organization has been hired to manage SAE follow-up for a large study. Which of the following would be used as
guidance for exchange of the SAE data between the EDC system and the vendor's safety management system?

A. Medical Document for Regulatory Activities
B. Submission Data Tabulation Model

C. Individual Case Safety Report

D. Biomedical Research Domain Model

Answer: C

Explanation:

The Individual Case Safety Report (ICSR) is the standard format used globally for the exchange of Serious Adverse Event (SAE)
data between clinical data management systens (EDC) and safety management systens.

According to ICH E2B(R3) and Good Clinical Data Management Practices (GCDMP, Chapter: Safety Data Management and
SAE Reconciliation), the ICSR provides the data structure and content standards for electronic transmission of safety data, including
patient demographics, event details, outcomes, and product information. It ensures interoperability between systerms by defining
standardized message elements and controlled terminologies.

Other options are not applicable:

A . Medical Document for Regulatory Activities (MDRA) is not a recognized standard.

B . Biomedical Research Domain Model (BRIDG) provides conceptual modeling but not data exchange guidance.

D . SDIM is used for regulatory submission datasets, not real-time SAE exchange.

Thus, option C (Individual Case Safety Report) is correct, as it defines the nternationally accepted electronic format for SAE data
exchange between safety and clinical databases.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Safety Data Management and SAE Reconciliation, Section 4.3 - SAE Data Exchange and Standards
ICH E2B(R3): Electronic Transmission of Individual Case Safety Reports FDA Guidance for Industry: Providing Regulatory
Submissions in Electronic Format - Postmarketing ICSRs (2014)

NEW QUESTION # 154
In a cross-functional team meeting, a monitor mentions performing source data verification (SDV) on daily diary data entered by
patients on mobile devices. Which of the following is the best response?

A. All diary data should be source data verified

B. Diary data to be source data verified should be selected using a risk-based approach
C. Diary data to be source data verified should be randomly selected

D. The diary data should not be source data verified

Answer: B

Explanation:

The best response is that diary data to be source data verified should be selected using a risk-based approach.

According to the GCDMP (Chapter: Data Quality Assurance and Control) and FDA Guidance on Risk-Based Monitoring (RBM),
not all data require full SDV. Electronic patient-reported outcome (ePRO) or mobile diary data are typically direct electronic source
data (eSource) captured at the time of entry, which already ensures authenticity and traceability.

A risk-based SDV approach focuses verification efforts on data critical to subject safety and primary efficacy endpoints, as defined
in the study's Risk Assessment Plan or Monitoring Plan. Random or fulll verification of low-risk data (like diary compliance metrics)
adds unnecessary effort and cost.

Thus, Option C aligns with current regulatory expectations and data management best practices.

Reference (CCDM-Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Quality Assurance and Control, Section 7.3 - Risk-
Based Monitoring and SDV ICH E6 (R2) Good Clinical Practice, Section 5.18 - Risk-Based Quality Management FDA Guidance
for Industry: Oversight of Clinical Investigations - A Risk-Based Approach to Monitoring (2013)

NEW QUESTION # 155
‘When reviewing local lab data froma paper study, a Data Manager notices there are lab values not entered. What should the Data
Manager request data-entry personnel do?

¢ A Flag the module for review



¢ B. Call the patient to verify the mformation
¢ C. Nothing
e D. Issue a query

Answer: D

Explanation:

‘When laboratory data are missing from a paper-based clinical study, the Data Manager should direct data-entry personnel to issue a
query to the investigative site for clarification or correction.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: Data Validation and Cleaning), every missing,
inconsistent, or out-of-range data point must be reviewed and, if necessary, resolved through the formal query management process.
This ensures that all discrepancies between the source documents and database entries are properly documented, traceable, and
auditable.

Data-entry staff are not authorized to infer or fill in missing information. They must escalate such discrepancies to the site via query,
preserving data integrity and regulatory compliance with ICH E6 (R2) and FDA 21 CFR Part 11. Calling the patient directly (option
B) would violate confidentiality and site commumication protocol, while simply flagging or ignoring the issue (options A and D) would
not meet GCDMP query resolution standards.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Validation and Cleaning, Section 5.2 - Query
Management and Resolution ICH E6 (R2) Good Clinical Practice, Section 5.18.4 - Communication of Data Discrepancies FDA 21
CFR Part 11 - Electronic Records; Query Audit Trails Requirements

NEW QUESTION # 156

The Certified Clinical Data Manager (CCDM) exam questions can help you gain the high-in-demand skills and credentials you need
to pursue a rewarding career. To do this you just need to pass the Certified Clinical Data Manager (CCDM) certification exam
which is not easy to crack. You have to put in some extra effort, and time and prepare thoroughly to pass the SCDM CCDM Exam.
For the quick, complete, and comprehensive Certified Clinical Data Manager (CCDM) exam dumps preparation you can get help
from top-notch and easy-to-use CCDM Questions.
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