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Being anxious for the exam ahead of you? Have a look of our CCDM training engine please. Presiding over the line of our CCDM
practice materials over ten years, our experts are proficient as elites who made our CCDM learning questions, and it is their job to
officiate the routines of offering help for you. And i can say no people can know the CCDM exam braindumps better than them
since they are the most professional.

Living in such a world where competitiveness is a necessity that can distinguish you from others, every one of us is trying our best to
improve ourselves in every way. It has been widely recognized that the CCDM exam can better equip us with a newly gained
personal skill, which is crucial to individual self-improvement in today’s computer era. With the certified advantage admitted by the
test SCDM certification, you will have the competitive edge to get a favorable job in the global market. Here our CCDM Study
Materials are tailor-designed for you.
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PassSureExam is also offering 90 days free CCDM updates. You can update your CCDM study material for one year from the date
of purchase. The CCDM updated package will include all the past questions from the past papers. You can pass the CCDM exam
easily with the help of the PDF dumps included in the package. It will have all the questions that you should cover for the CCDM
CCDM exam. If you are facing any issues with the products you have, then you can always contact our 24/7 support to get
assistance.

SCDM Certified Clinical Data Manager Sample Questions (Q59-Q64):
NEW QUESTION # 59 
A study is collecting pain levels three times a day. Which is the best way to collect the data?

A. Using ePRO with reminders for data collection at each time point
B. Study subjects calling into an IVRS three times a day to enter pain levels
C. Using paper pain diary cards completed by study subjects
D. Sites calling patients daily and administering a pain questionnaire

Answer: A

Explanation:
The optimal method for collecting frequent patient-reported pain data is through electronic Patient-Reported Outcomes (ePRO) with
built-in reminder functionality.
According to the GCDMP (Chapter: Electronic Data Capture Systems), ePRO systems provide a validated, real-time, and user-
friendly interface for subjects to record time-sensitive data accurately. The use of automated reminders ensures compliance with
protocol-specified data collection times, improving data completeness and accuracy.
Paper diaries (option A) are prone to recall bias and backfilling, while daily site calls (option B) are resource-intensive and introduce
human error. IVRS systems (option C) are acceptable but less efficient and user-friendly than modern ePRO applications, which can
integrate timestamp validation, compliance monitoring, and real-time alerts.
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ePRO systems also comply with FDA 21 CFR Part 11 and ICH E6 (R2) for audit trails, authentication, and validation, making them
the preferred solution for repeated PRO data collection.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Electronic Data Capture (EDC) Systems, Section 6.1 -
Use of ePRO for Repeated Measures FDA Guidance for Industry: Electronic Source Data in Clinical Investigations, Section 5 -
ePRO Compliance and Validation ICH E6 (R2) GCP, Section 5.5.3 - Electronic Data Systems and Recordkeeping

NEW QUESTION # 60 
A Clinical Data Manager reads a protocol for a clinical trial to test the efficacy of an antiviral to counteract a new epidemic. The
stated primary efficacy endpoint is 3-month survival. Which data element is needed for the primary efficacy endpoint?

A. Death date
B. Cause of death
C. Birth date
D. Date of autopsy

Answer: A

Explanation:
When the primary efficacy endpoint in a clinical trial is 3-month survival, the key data element required is the death date. This is
because the survival endpoint is determined by calculating whether the subject lived or died within a defined time frame from study
enrollment or randomization.
According to the GCDMP (Chapter: Data Management Planning and Study Start-up), the Clinical Data Manager (CDM) must
identify and ensure the capture of all critical data elements necessary to evaluate the study endpoints. For time-to-event analyses
(e.g., survival studies), accurate event dates (death date) are essential for endpoint derivation and statistical analysis.
Other data elements such as cause of death or date of autopsy (options B and C) may support secondary analyses or safety reviews
but are not necessary to determine the survival endpoint itself. Similarly, birth date (option D) contributes to demographic data but is
unrelated to the primary efficacy outcome.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Management Planning and Study Start-up, Section
4.4 - Critical Data Identification for Endpoints ICH E9 - Statistical Principles for Clinical Trials, Section 2.2.3 - Time-to-Event Data
Considerations FDA Guidance for Industry: Clinical Trial Endpoints for Drug Development

NEW QUESTION # 61 
When a data manager runs a report on resolution types of discrepancy status, which of the following would NOT be a part of
resolution types?

A. Data management - self evident corrections
B. Received from site and not yet reviewed
C. Resolved with data/confirmed as is (non problematic)
D. Cannot be resolved (but data incorrect)

Answer: B

Explanation:
In a discrepancy management workflow, "Received from site and not yet reviewed" is not a resolution type - it represents a status,
not a final resolution outcome.
According to the GCDMP (Chapter: Data Validation and Cleaning), resolution types describe how a data discrepancy was finalized
or addressed, such as:
Resolved with data correction,
Confirmed as correct (no change required),
Self-evident correction applied by data management, or
Unresolvable discrepancies documented.
In contrast, statuses describe the stage of the query (e.g., open, sent, answered, pending review, closed). "Received from site and
not yet reviewed" indicates an intermediate workflow state where the response awaits validation by data management.
Proper classification of resolution types is essential for performance reporting, audit readiness, and ensuring the traceability of query
management actions under ICH E6 (R2) and FDA 21 CFR Part 11.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Validation and Cleaning, Section 5.3 - Discrepancy



Resolution Lifecycle ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Data Handling and Record Management FDA 21 CFR
Part 11 - Electronic Records; Audit Trails and Discrepancy Tracking Requirements

NEW QUESTION # 62 
Which Clinical Study Report section would be most useful for a Data Manager to review?

A. Rationale for the study design
B. Description of how data were processed
C. Clinical narratives of adverse events
D. Description of statistical analysis methods

Answer: B

Explanation:
The section of the Clinical Study Report (CSR) most useful for a Data Manager is the description of how data were processed.
According to the GCDMP (Chapter: Data Quality Assurance and Control), this section details the data handling methodology -
including data cleaning, coding, transformation, and derivation procedures - all of which are core responsibilities of data
management. Reviewing this section ensures that the data processing methods documented in the CSR align with the Data
Management Plan (DMP), Data Validation Plan (DVP), and database specifications.
The statistical methods section (option A) is primarily for biostatistics, and the rationale for study design (option B) pertains to clinical
and regulatory affairs. Clinical narratives (option D) are used by medical reviewers, not data managers.
By reviewing how data were processed, the Data Manager verifies that the study data lifecycle-from collection to analysis-was
conducted in compliance with regulatory and GCDMP standards.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Quality Assurance and Control, Section 6.3 -
Documentation of Data Processing in Clinical Study Reports ICH E3 - Structure and Content of Clinical Study Reports, Section
11.3 - Data Handling and Processing FDA Guidance for Industry: Clinical Study Reports and Data Submission - Data Traceability
and Handling Documentation

NEW QUESTION # 63 
Query rules were tested with test data for each logic condition within each rule. Which of the following types of testing was
conducted?

A. Black box testing
B. T box testing
C. User box testing
D. White box testing

Answer: A

Explanation:
Testing query rules with test data inputs to confirm expected outputs without examining the underlying program logic is an example of
black box testing.
According to the GCDMP (Chapter: Data Validation and System Testing), black box testing is a functional testing approach used to
verify that the system performs correctly from the end-user's perspective. In this method, testers input various conditions and
observe outputs to ensure the system behaves as intended - for instance, that edit checks trigger correctly when data fall outside
predefined limits.
In contrast, white box testing involves examining internal logic, code, and algorithm structures. Because data managers typically
validate edit checks through data-driven test cases rather than code inspection, black box testing is the appropriate and industry-
standard method. This ensures compliance with validation documentation standards as outlined in FDA 21 CFR Part 11, Section
11.10(a) and ICH E6 (R2) system validation expectations.
Reference (CCDM-Verified Sources):
SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Database Validation and Testing, Section 4.1 - Testing
Approaches (Black Box and White Box) FDA 21 CFR Part 11 - System Validation Requirements ICH E6 (R2) GCP, Section
5.5.3 - Computerized Systems Validation

NEW QUESTION # 64



......

The proper answer to your questions is PassSureExam. When studying for the Certified Clinical Data Manager (CCDM)
certification exam, PassSureExam is one of the most helpful resources. PassSureExam guarantees success on the first try by
providing you with actual Certified Clinical Data Manager (CCDM) exam questions in PDF, desktop practice exam software, and a
web-based practice exam.
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