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It would take a lot of serious effort to pass the Certified Clinical Data Manager (CCDM) exam, therefore it wouldn't be simple. So,
you have to prepare yourself for this. But since we are here to assist you, you need not worry about how you will study for the
Certified Clinical Data Manager (CCDM) exam dumps. You can get help fromus on how to get ready for the Certified Clinical
Data Manager (CCDM) exam questions. We will accomplish this objective by giving you access to some excellent CCDM practice
test material that will enable you to get ready for the Certified Clinical Data Manager (CCDM) exam dumps.

SCDM CCDM Exam Syllabus Topics:

Topic Details
o Testing Tasks: This section measures the skills of Data Managers and involves creating test plans,
Topic 1 generating test data, executing validation and user acceptance testing, and documenting results to ensure

systerrs and processes performreliably 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 2
o commumnication, project timeline management, risk handling, metric tracking, and preparing for audits.
e Review Tasks: This section measures the skills of Data Managers and involves reviewing protocols, CRFs,
Topic 3 data tables, listings, figures, and clinical study reports (CSRs) for consistency, accuracy, and alignment with

data handling definitions and regulatory requirements.
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o 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.

¢ Data Processing Tasks: This section measures skills of Clinical Systems Analysts and focuses on handling,
transforming, integrating, reconciling, coding, querying, updating, and archiving study data while maintaining

Topic 5
P quality, consistency, and proper privileges over the data lifecycle.
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You should not register for the SCDM Certified Clinical Data Manager certification exam without proper preparation. Passing the
Certified Clinical Data Manager examis quite a challenging task. This difficult task becomes easier if you use valid SCDM CCDM
Exam Dumps of RealValidExam Don't forget that the Certified Clinical Data Manager (CCDM) test registration fee is hefty and
your money will go to waste if you don't crack this exam.

SCDM Certified Clinical Data Manager Sample Questions (Q17-Q22):

NEW QUESTION # 17
The Medical Dictionary for Regulatory Activities (MedDRA) structure is in which of the following hierarchical orders, from most
specific to least specific?

A. LLT, HLGT, PT, HLT, SOC
B. LLT, HLGT, HLT, PT, SOC
C. LLT, PT, HLGT, HLT, SOC
D. LLT, PT, HLT, HLGT, SOC

Answer: D

Explanation:

The MedDRA (Medical Dictionary for Regulatory Activities) is a standardized medical terminology used for coding and analyzing
adverse event (AE) and medical history data in clinical trials. Its hierarchical structure supports aggregation, analysis, and reporting
across varying levels of medical specificity.

Frommost specific to least specific, the hierarchy is as follows:

Lowest Level Term (LLT): The most granular term, often reflecting the verbatim text reported by the nvestigator.

Preferred Term (PT): The standardized medical concept representing one or more LLTs describing the same condition.

High Level Term (HLT): A grouping of related PTs describing similar medical conditions.

High Level Group Term (HLGT): A broader grouping of related HLTs.

System Organ Class (SOC): The highest level of classification, grouping HLGTs by body system or etiology (e.g., cardiac disorders,
infections).

Thus, the correct order - from most specific to least specific - is:

LLT — PT — HLT — HLGT — SOC, which corresponds to option D.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Medical Coding and Dictionaries, Section 5.2 - MedDRA Hierarchical Structure ICH M1 MedDRA
Terminology Guide, Version 26.0 - Hierarchy Overview ICH E2B(R3) Guidelines - Clinical Safety Data Management

NEW QUESTION # 18
Who has primary responsibility for ensuring accurate conpletion of the CRF?

A. Clinical Data Manager

B. Site Coordmator

C. Investigator

D. Clinical Research Associate
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Answer: C

Explanation:

The Investigator holds the primary responsibility for ensuring the accuracy, completeness, and timeliness of Case Report Form
(CREF) entries. This responsibility is mandated by regulatory requirements under ICH E6(R2) Good Clinical Practice (GCP).

The investigator may delegate CRF completion to a qualified designee (e.g,, site coordinator), but the ultimate accountability remains
with the nvestigator. The investigator's signature (electronic or manual) on the CRF serves as certification that the data accurately
reflect the source documents and the patient's participation.

The GCDMP (Chapter: CRF Design and Data Collection) reinforces this by stating that while data managers ensure design quality
and CRAs verify consistency with source data, the investigator is legally responsible for CRF accuracy.

Thus, option D (Investigator) is correct, as it aligns with both GCP and CCDM standards.

Reference (CCDM- Verified Sources):

ICH E6(R2) GCP, Section 4.9 - Records and Reports (Investigator Responsibilities) SCDM GCDMP, Chapter: CRF Design and
Data Collection, Section 5.1 - Investigator's Role in Data Accuracy FDA 21 CFR Part 312.62 - Investigator Recordkeeping and
Record Retention

NEW QUESTION # 19
A study numbers subjects sequentially within each site and does not reuse site numbers. Which information is required when joining
data across tables?

A. Subject number

B. Study number and subject number
C. Subject number and site number
D. Site number

Answer: C

Explanation:

When subjects are numbered sequentially within each site, it means that the subject identification numbers (Subject IDs) restart from
001 at each site. For example, Site 101 may have Subject 001, and Site 102 may also have a Subject 001. In such cases, the
subject number alone is not globally unique across the entire study. Therefore, when integrating or joining data across multiple
database tables (for example, linking demographic, adverse event, and laboratory data), both the site number and the subject
number are required to create a unique key that accurately identifies each record.

According to the Good Clinical Data Management Practices (GCDMP, Chapter on CRF Design and Data Collection), every data
record in a clinical trial database must be uniquely and unambiguously identified. This is typically achieved through a composite key,
combining identifiers such as site number, subject number, and sometimes study number. The GCDMP specifies that a robust data
structure must prevent duplication or mislinking of records across domains or tables.

Furthermore, FDA and CDISC standards (SDTM model) also emphasize the importance of unique subject identifiers (USUBIJID),
which are derived from concatenating the study ID, site ID, and subject ID. This ensures traceability, integrity, and accuracy of
subject-level data during database joins, data exports, and regulatory submissions.

Thus, in the described scenario, since subject numbering restarts at each site, both the site number and subject number are required
to uniquely identify and correctly join subject data across different datasets or tables.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: CRF Design and Data Collection, Section 4.1 - Unique
Subject Identification CDISC SDTM Implementation Guide, Section 5.2 - Subject and Site Identification (Variable: USUBJID)
FDA Guidance for Industry: Computerized Systens Used in Clinical Investigations, Section 6 - Data Integrity and Record
Identification

NEW QUESTION # 20
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 ofthe SAE data between the EDC system and the vendor's safety management system?

A. Biomedical Research Domain Model

B. Submission Data Tabulation Model

C. Medical Document for Regulatory Activities
D. Individual Case Safety Report

Answer: D



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 systerns.

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, ncluding
patient demographics, event details, outcomes, and product information. It ensures interoperability between systenms by defining
standardized message elements and controlled terminologies.

Other options are not applicable:

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

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

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

Thus, option C (Individual Case Safety Report) is correct, as it defines the internationally 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 I[CSRs (2014)

NEW QUESTION # 21
‘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 manual CRF's to counts in table cells

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

Answer: C

Explanation:

The best method for identifying naccuracies 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
Vertfication and Accuracy ICH E6 (R2) GCP, Section 5.5.3 - Validation of Derived Data Outputs

NEW QUESTION # 22

Now is not the time to be afaid to take any more difficult Certified Clinical Data Manager CCDM certification exams. Our CCDM
learning quiz can relieve you of the issue within limited time. Our website provides excellent CCDM learing guidance, practical
questions and answers, and questions for your choice which are your real strength. You can take the SCDM CCDM Training
Materials and pass it without any difficulty.
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