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Agcrss Control - Policy and procedurne that defines accessibdity 1o a physical space or electronic
source of nformation. The polky usuadly includies the concept of audit trals, either paper
{ie sigrature log) of electranic.

Adverse Drug Reaction [ADR] - In the pre-agpeoval clinical experience with a new medicinal
product of its new usages, particularly as the therapeutic dosels) may not be estabiished: all
noxiows and unintended responscs to o modicenal product related o any dose should be
considered adverse drug reactions.

Adverse Event (AE) - In 3 subject or chinical-investigation subject administered a pharmaceutical
product, any untowand medical occurrence which doed not necessarily have a relationship with
the treatment

Analysis Dataset) Anakysis Fide - The final data set, induding derived tems and excluding
redundant data points, which B wsed to perform the analyses required for safety assessmaent,
efficacy assessment, subimission to regulatory autherities, or other review. {Can be 1 or more
Hiles)

Annotated CRF - A docurment that maps the names of collected items o their corrésponding
databrase tables, variabbe item names, forms, visits and any other objects necded for someans Lo
correctly analyze data collected in a trial. Required for someond to urderstand where variables
for asabys ks originate.

Applicable Regulatory Reguiremenis - Any law(s) and regulation(s) addressing the conduct of
clindcal trials af imvestigational products.

Applecation Service Provider [ASP] - & vendor who provides, manages and distributes software
based services to customers over a network

BONUS!!! Download part of Realexams CCDM dumps for free: httpsz/drive.google.com/open?
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Someone always asks: Why do we need so many certifications? One thing has to admit, more and more certifications you own, it
may bring you more opportunities to obtain better job, earn more salary. This is the reason that we need to recognize the importance
of getting the test CCDM certifications. More qualified certification for our fiture employment has the effect to be reckoned with,
only to have enough qualification certifications to prove their ability, can we win over rivals in the social competition. Therefore, the
CCDM Guide Torrent can help users pass the qualifying examinations that they are required to participate in faster and more
efficiently.

SCDM CCDM Exam Syllabus Topics:

Topic Details

¢ Coordination and Project Management Tasks: This domain evaluates the skills of a Clinical Systens
Analyst in coordinating data management workload, vendor selection, scheduling, cross-team
commumnication, project timeline management, risk handling, metric tracking, and preparing for audits.

Topic 1
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¢ 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
o systers and processes perform reliably and according to specifications.

¢ 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 3 . . 2. .
quality, consistency, and proper privileges over the data lifecycle.

o Design Tasks: This section of the CCDM Exammeasures 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.

e 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
ope data handling definitions and regulatory requirements.
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As long as you follow the steps of our CCDM quiz torrent, your mastery of knowledge will be very comprehensive and you will be
very familiar with the knowledge points. This will help you pass the exam more smoothly. The CCDM learning materials are of high
quality, mainly reflected in the adoption rate. As for our CCDM exam question, we guaranteed a higher passing rate than that of
other agency. More importantly, we will promptly update our CCDM Quiz torrent based on the progress of the letter and send it to
you. 99% of people who use our CCDM quiz torrent has passed the exam and successfully obtained their certificates, which
undoubtedly show that the passing rate of our CCDM exam question is 99%. So our product is a good choice for you. Choose our
CCDM learning materials, you will gain a lot and lay a solid foundation for success.

SCDM Certified Clinical Data Manager Sample Questions (Q31-Q36):

NEW QUESTION # 31
A Data Manager receives an audit finding of three different nstances of simultaneous log-ins to the EDC system by the same site
user. This was observed at three different sites. Which of the following is the best long-term response to the audit finding?

e A Refresher training for the offending users, re-commumication of the binding nature of e-signatures to all users, routine
monitoring for simultaneous log-ins from the same user

¢ B. Removing all access to the system until the situation is resolved

e C. Acquiring technical controls from the same or a different system vendor that prevent simultaneous log-ins from the same
user

¢ D. Requesting that the sites fire the offending users for a HIPAA violation and increasing the monitoring for the offending sites

Answer: A

Explanation:

The best long-term corrective and preventive action (CAPA) in this situation is a combination of user re-training, communication,
and routine monitoring - as described in Option B.

According to the GCDMP (Chapter: Electronic Data Capture Systems) and FDA 21 CFR Part 11, user credentials and electronic
signatures in clinical systens are legally binding and must be used only by the assigned individual. Simultaneous log-ins under the
same credentials often indicate credential sharing, a compliance violation that must be addressed through user education, reinforced
security policies, and ongoing system oversight.

While technical controls (option A) may be considered, behavioral and procedural reinforcement are the first lines of defense.
Options C and D are excessive and not aligned with proportional CAPA practices.

Reference (CCDM-Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Electronic Data Capture (EDC) Systens, Section 7.1 -
User Access, Authentication, and Training FDA 21 CFR Part 11 - Electronic Records and Electronic Signatures, Sections 11.10(i)
and 11.200(a) ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Access Control and Audit Trail Requirements
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NEW QUESTION # 32
An organization conducts over fifty studies per year. Currently each study is specified and set-up from scratch. Which of the
following organizational infrastructure options would streamline database set-up and study-to-study consistency?

A. Implementing controlled termnology for adverse events
B. Maintaining a library of form or screen modules

C. Adopting an ODM compliant database system

D. Improving the form or screen design process

Answer: B

Explanation:

To improve efliciency and ensure consistency across multiple studies, the most effective infrastructure solution is to maintain a
centralized library of standardized forms or screen modules (e.g., CRF/eCRF templates).

According to the Good Clinical Data Management Practices (GCDMP, Chapter: Database Design and Build), using a form library
allows reuse of validated data collection modules for commonly collected domains such as demographics, adverse events, and vital
signs. This reduces database setup time, enhances uniformity in data definitions, and ensures alignment with standards such as
CDISC CDASH and SDTM.

While adopting ODM (A) provides standardized data exchange and interoperability, it does not inherently reduce setup workload.
Improving design processes (C) enhances efficiency but doesn't guarantee consistency, and implementing controlled terminology (D)
helps with coding standardization, not database structure.

Therefore, option B - maintaining a library of form or screen modules - provides the most direct and sustainable improvement for
scalability and quality.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Design and Build, Section 5.3 - Use of Standard Libraries and Templates CDISC CDASH
Implementation Guide, Section 3.2 - Reusable CRF Modules and Standardization ICH E6(R2) GCP, Section 5.5.3 -
Standardization and Reuse in Data Collection Systems

NEW QUESTION # 33
Which of the following statements would be BEST included in a data management plan describing the process for making self-
evident corrections in a clinical database?

A. No changes will be made in the database without a query response signed by the investigator.

B. Self-evident changes may be made per the listed conventions and documented to the investigative site.

C. A senior level data manager may make audited changes to the database without firther documentation.

D. Self-evident corrections made in the database will be reviewed and approved by a team leader or manager.

Answer: B

Explanation:

A self-evident correction (SEC) refers to a data correction that is obvious, logical, and unambiguous - such as correcting an
impossible date (e.g.,, 31-APR-2024) or standardizing a known abbreviation (e.g., "BP" to "Blood Pressure"). According to the
Good Clinical Data Management Practices (GCDMP), SECs can be applied by data management staff following pre-approved
conventions defined in the Data Management Plan (DMP).

The DMP should explicitly describe the criteria for SECs, including the types of errors eligible for this correction method, the
required documentation, and the communication procedure to inform the mnvestigative site. The process must maintain audit trail
transparency and ensure that all changes are traceable and justified.

Options A and B suggest unauthorized or informal change procedures, which violate audit and compliance standards. Option C is
too restrictive, as it prevents the efficient correction of non-clinical transcription or formatting errors.

Therefore, option D is correct: "Self-evident changes may be made per the listed conventions and documented to the mvestigative
site." This approach aligns with CCDM expectations for balancing efficiency, accuracy, and regulatory compliance.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Data Validation and Cleaning, Section 6.2 - Self-Evident Corrections FDA 21 CFR Part 11 -
Electronic Records; Audit Trails and Traceability Requirements

NEW QUESTION # 34
The best example of a protocol compliance edit check is:



A. An edit check that fires when an invalid date is entered

B. An edit check that fires when a value is outside of the normal range for vital signs
C. Anedit check that fires when a visit date is outside the specified window

D. An edit check that fires when a field is left blank

Answer: C

Explanation:

A protocol compliance edit check is designed to ensure that the data collected adheres to the specific requirements defined in the
study protocol, such as visit timing, procedure windows, and eligibility criteria.

The exanple in option A - an edit check that triggers when a visit date falls outside the protocol-specified window - directly verifies
compliance with the study design. This type of check supports real-time monitoring of protocol adherence, a critical quality and
regulatory requirement under GCDMP and ICH E6(R2).

Other options are examples of general data validation checks, not protocol compliance:

B: Ensures clinical plausibility (data range check).

C: Ensures completeness (missing data check).

D: Ensures format correctness (system validation check).

Thus, option A best represents a protocol compliance edit check, confirming that collected data conform to the visit schedule
defined in the protocol.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Data Validation and Cleaning, Section 5.4 - Protocol Compliance Edit Checks ICH E6(R2) GCP,
Section 5.1.1 - Quality Management and Compliance Controls FDA Guidance for Industry: Computerized Systerms Used in Clinical
Investigations, Section 6.3 - Edit Check Design and Validation

NEW QUESTION # 35
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. Submission Data Tabulation Model

B. Biomedical Research Domain Model

C. Medical Documment 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 systems (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 systems 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. 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 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 # 36

ReaMexams SCDM exam study material can simulate the actual test and give you an interactive experience during the practice.
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