
Real And Valid CCDM Exam Questions & Answers

P.S. Free 2026 SCDM CCDM dumps are available on Google Drive shared by BraindumpsIT: https://drive.google.com/open?
id=1OnN2q_mnuADiPxyEJXn2v07-13ecRPvg

Professional ability is very important both for the students and for the in-service staff because it proves their practical ability in the
area they major in. Therefore choosing a certificate exam which boosts great values to attend is extremely important for them and the
test CCDM Certification is one of them. Passing the test certification can prove your outstanding major ability in some area and if
you want to pass the test smoothly you’d better buy our CCDM study materials.

In a knowledge-based job market, learning is your quickest pathway, your best investment. Knowledge is wealth. Modern society
needs solid foundation, broad knowledge, and comprehensive quality of compound talents. It is our goal that you study for a short
time but can study efficiently. At present, thousands of candidates have successfully passed the CCDM Exam with less time input. In
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certificate of the business, and you not just have a more certificate than others, it's not only a skill, but also a chance. With the
certificate for the CCDM exam, you are aproved by the professionals and you are also a professional in this industry.

SCDM Certified Clinical Data Manager Sample Questions (Q98-Q103):
NEW QUESTION # 98 
A CRF was approved by the Sponsor and development of a clinical database has been started according to the data management
plan. What is the next responsibility of the Data Manager?

A. Prepare system requirements specification
B. Prepare a communications plan
C. Prepare a data validation plan for the clinical database
D. Plan the timelines to ensure a clinical database is ready before the first screening

Answer: C

Explanation:
Once the Case Report Form (CRF) has been finalized and database development has begun, the next primary responsibility of the
Data Manager is to prepare a Data Validation Plan (DVP) for the clinical database.
According to the GCDMP (Chapter: Database Design and Build), the DVP documents all planned validation procedures - including
edit checks, cross-form validations, discrepancy management workflows, and system testing requirements. This ensures that data
entry, processing, and cleaning are consistent with protocol requirements and that the database will produce reliable, auditable data
for analysis.
While system requirement specifications (option B) are prepared before database development begins, and timeline planning (option
C) occurs during the study startup phase, the DVP is the critical next step post-CRF approval to define and validate system logic
before user acceptance testing (UAT).
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Database Design and Build, Section 6.4 - Data Validation
Plan (DVP) Development ICH E6 (R2) GCP, Section 5.5.3 - Validation of Computerized Systems FDA 21 CFR Part 11 - System
Validation Requirements for Electronic Records

NEW QUESTION # 99 
During testing of an ePRO system, a test fails. Which information should be found in the validation documentation?

A. Expected and actual results
B. Training requirements
C. Reconciliation datapoints
D. Root cause analysis of the system errors

Answer: A

Explanation:
When a system validation test fails during Electronic Patient-Reported Outcome (ePRO) system testing, the validation
documentation must record the expected results (what should have occurred) and the actual results (what occurred).
According to the GCDMP (Chapter: Database Validation and Testing), proper system validation documentation ensures traceability,
reproducibility, and compliance with FDA 21 CFR Part 11 and ICH E6 (R2). Each test case must include:
Test objective,
Preconditions,
Test steps,
Expected results,
Actual results, and
Pass/fail status.
If a test fails, this documentation provides the objective evidence necessary for deviation handling, issue resolution, and re-testing.
While a separate root cause analysis may be performed later (option D), the validation record itself must focus on verifying outcomes
against predefined expectations.
Therefore, the correct answer is B - Expected and actual results.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Database Validation and Testing, Section 4.4 -
Documentation of Test Results FDA 21 CFR Part 11 - Validation Requirements (Section 11.10(a)) ICH E6 (R2) GCP, Section
5.5.3 - Computer System Validation and Documentation



NEW QUESTION # 100 
The Scope of Work would answer which of the following information needs?

A. To determine the number of database migrations budgeted for a project
B. To look up which visit PK samples are taken
C. To look up the date of the next clinical monitoring visit for a specific site
D. To find the name and contact information of a specific clinical data associate

Answer: A

Explanation:
The Scope of Work (SOW) is a contractual document that outlines the specific deliverables, responsibilities, timelines, and
budgetary details for a given project between the sponsor and the contract research organization (CRO).
According to the Good Clinical Data Management Practices (GCDMP, Chapter: Project Management and Communication), the
SOW defines what work will be performed, how many resources are allocated, and the expected deliverables. This includes
detailed information such as:
The number of database builds or migrations,
Timelines for deliverables (e.g., database lock),
Responsibility distribution between sponsor and CRO, and
Budget parameters for defined activities.
Therefore, if a Data Manager needs to determine how many database migrations are budgeted for a project, the SOW is the correct
document to reference.
Information such as PK sample scheduling (option A), site monitoring dates (option B), or staff contact details (option D) would be
found in operational plans or contact lists, not in the SOW.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Project Management and Communication, Section 6.2 -
Scope of Work Definition and Deliverables ICH E6 (R2) GCP, Section 5.5.3 - Documentation and Responsibilities for Data
Management Tasks FDA Guidance for Industry: Oversight of Clinical Investigations - Sponsor and CRO Agreements

NEW QUESTION # 101 
Which of the following roles commonly requires data entry and update privileges in an EDC application used in a clinical study?

A. Clinical Study Monitor
B. Site Study Coordinator
C. EDC System Administrator
D. Study Statistician

Answer: B

Explanation:
In an EDC system, Site Study Coordinators are typically responsible for data entry and updates, as they are the site-level personnel
who record subject data from source documents into the electronic CRFs (eCRFs).
The Good Clinical Data Management Practices (GCDMP, Chapter: EDC Systems) outlines that data entry and modification
privileges should only be granted to qualified site personnel who have completed EDC system training and are listed on the study
delegation log. These users directly handle patient-level data entry and correction.
In contrast:
Clinical Study Monitors (B) review and verify data but do not enter or modify it.
EDC System Administrators (C) manage user access and configuration settings, not study data.
Study Statisticians (D) work with extracted, cleaned datasets but never have data modification privileges.
Thus, option A (Site Study Coordinator) correctly identifies the role with authorized data entry and update privileges.
Reference (CCDM-Verified Sources):
SCDM GCDMP, Chapter: Electronic Data Capture (EDC) Systems, Section 5.2 - User Roles and Access Permissions ICH
E6(R2) GCP, Section 4.1 - Investigator Responsibilities for Data Accuracy FDA 21 CFR Part 11 - User Access and
Accountability in Electronic Systems

NEW QUESTION # 102 
According to the FDA Guidance for Industry, Providing Regulatory Submissions in Electronic Format (April 2006) and Good



Clinical Data Management Practices (GCDMP, May 2007), which of the following is the most acceptable for a derived field?

A. Providing the algorithm for calculating the average score on the CRF
B. Providing the algorithm for calculating the average score in the dataset definition file
C. Providing CRF annotation "not entered in the database" next to the average score
D. Providing CRF annotation AVE next to the average score

Answer: B

Explanation:
In clinical data management, a derived field refers to any variable that is not directly collected from the Case Report Form (CRF) but
is instead calculated or inferred from one or more collected variables (for example, calculating an average blood pressure from
multiple readings). Proper documentation of derived fields is essential for ensuring data traceability, transparency, and compliance
with both FDA and SCDM guidelines.
According to the Good Clinical Data Management Practices (GCDMP, May 2007), all derivations and transformations applied to
clinical data must be clearly defined and documented in metadata such as the dataset definition file (also referred to as data
specifications, variable definition tables, or Define.xml files). The derivation algorithm should be explicitly stated in this documentation
to allow independent verification, regulatory review, and reproducibility of results.
The FDA Guidance for Industry (April 2006) on electronic submissions further emphasizes that derived fields must be supported by
comprehensive metadata that defines the computational method used. This documentation enables the FDA or any regulatory body
to audit and reproduce analytical results without ambiguity. Annotating or describing derivations directly on the CRF (as in options
A, B, or D) is not sufficient, as CRFs represent data collection instruments-not analytical documentation.
Therefore, the correct and regulatory-compliant practice is to provide the derivation algorithm for a calculated field within the dataset
definition file, aligning with both FDA and GCDMP expectations for data integrity and auditability.
Reference (CCDM-Verified Sources):
Society for Clinical Data Management (SCDM), Good Clinical Data Management Practices (GCDMP), Chapter: Data Handling
and Processing - Derived and Calculated Data Fields, Section 5.3.3 FDA Guidance for Industry: Providing Regulatory Submissions
in Electronic Format, April 2006, Section 3.2 on Dataset Documentation Requirements CDISC Define.xml Implementation Guide -
Metadata and Algorithm Documentation for Derived Variables

NEW QUESTION # 103
......
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