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Wollen Sie die Fragenkataloge zur SCDM CCDM Zertifizierungspriifung haben, die Thre Zeit und Energie sparen konnen? Dann
wihlen Sie ZertSoft. Unsere Fragenkataloge fir SCDM CCDM Zertifizierungspriifing werden Ihnen einjahriger Aktualisierung
kostenlos bieten, damit Sie die neulich aktualisierten Informationen tiber SCDM CCDM Zertifizierungspriifung erhalten kénnen. Wir
versprechen Thnen, dass wir Ihnen alle Thre bezahlten Summe zurtickgeben werden, wenn Sie die Zertifizierungspriifung nicht
bestehen, nachdem Sie unsere Produkte gekauft haben.

Mit der SCDM CCDM Zertifizierungspriifung werden Sie sicher bessere BerufSaussichten haben. Die SCDM CCDM
Zertifizierangspriifing kann nicht nur Thre Fertigkeiten, sondern auch Thre Zertifikate und Fachkenntnisse beweisen. Die den
Schulungsunterlagen zir SCDM CCDM Zertifizierungspriifing von ZertSoft sind eine von der Praxis bewihrte Software. Mit ihr
koénnen Sie eine bessere Theorie bekommen. Vorm Kauf kénnen Sie eine kostenlose Probeversion bekommen. So kennen Sie die
Qualitit unserer Prifimgsmaterialien. ZertSoft ist [hnen die beste Wahl.

>> CCDM Tests <<

Echte und neueste CCDM Fragen und Antworten der SCDM CCDM
Zertifizierungspriifung


https://www.pass4test.de/CCDM.html
https://www.pass4test.de/CCDM.html
https://www.zertsoft.com/CCDM-pruefungsfragen.html

Die Produkte von ZertSoft werden von den erfahrungsreichen IT-Fachleuten nach ihren Kenntnissen und Erfahrungen bearbeitet.
Wenn Sie sich an der SCDM CCDM Zertifizierungspriifing beteiligen wollen, wahlen Sie doch ZertSoft. ZertSoft bietet Thnen
umfassende Priifingsmaterialien von guter Qualitéit, so dass Sie sich besser auf die fachliche SCDM CCDM Priifing vorbereiten und
das CCDM Zertifikat erhalten.

SCDM Certified Clinical Data Manager CCDM Priifungsfragen mit
Losungen (Q134-Q139):

134. Frage
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. A senior level data manager may make audited changes to the database without further documentation.

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

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

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

Antwort: B

Begrindung;

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 staft 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 mvestigative site. The process must mamntain 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 nvestigative
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

135. Frage
For a study, body mass index is calculated from weight and height. Which information is needed to document the transformation?

A. Algorithm associated with the calculated value

B. Algorithm and algorithm version associated with the calculated value
C. Algorithm documented in the Data Management Plan

D. User ID making the change and reason for change

Antwort: B

Begriindung;

When derived or calculated variables (like Body Mass Index) are created, it is essential to document the algorithm used and its
version to ensure full data traceability and reproducibility.

According to GCDMP (Chapter: Database Design and Derived Data), every derived field must include metadata describing:

The derivation algorithm (e.g., BMI = weight [kg] / height® [n?])

The version of the algorithm (if updates or revisions occur)

Any associated data sources or transformation rules

This ensures consistent calculation across systems, prevents discrepancies during regulatory submissions, and aligns with FDA and
CDISC documentation expectations.

Option B lacks version control, which is critical for traceability. Option C describes audit trail data (not derivation metadata), and
option D refers to broader documentation, not specific algorithm traceability.

Hence, option A (Algorithm and algorithm version associated with the calculated value) is the correct and compliant answer.
Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Derived Data and Algorithirs, Section 5.3 - Documentation and Metadata Requirements [CH E6(R2)
GCP, Section 5.5.3 - Derived Data and Validation Traceability FDA Guidance for Industry: Providing Regulatory Submissions in


https://www.deutschpruefung.com/CCDM-deutsch-pruefungsfragen.html

Electronic Format - Data Definitions (Define.xml)

136. Frage
In development of CRF Completion Guidelines (CCGs), which is a mmnimum requirement?

A. CCGs must include a version control on the updated document

B. CCGs are developed with representatives of Data Management, Biostatistics, and Marketing departments

C. CCGs must be signed before database closure to include all possible protocol changes affecting CRF completion

D. CCGs are designed from the perspective of the Study Biostatistician to ensure that the data collected can be analyzed

Antwort: A

Begriindung;

Case Report Form Completion Guidelines (CCGs) are essential study documents that instruct site staff on how to complete each
field of the CRF correctly. A mnimum requirement for CCGs, according to Good Clinical Data Management Practices (GCDMP,
Chapter: CRF Design and Data Collection), is that they must include version control.

Option A describes an important design consideration but not a minimum compliance requirement. Option B is inaccurate, as CCGs
nmust be approved and implemented before data collection begins, not after. Option D includes an irrelevant stakeholder
(Marketing).

Therefore, option C-"CCGs nwst include a version control on the updated document'is correct and compliant with CCDM and
GCP standards.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: CRF Design and Data Collection, Section 4.3 - Development and Maintenance of CRF Completion
Guidelines ICH E6(R2) GCP, Section 8.2.1 - Essential Documents and Version Control Requirements

137. Frage
‘What action should a data manager take if an mvestigator retires in the middle of an EDC trial and the replacement does not agree to
use EDC for the remainder of the trial?

A. Explore other options for the site with the study team.

B. Talk with the clinical research associate to identify alternative sites.
C. Notify the project manager and request that the site be closed.

D. Discuss the use of'the site's data with the project statistician.

Antwort: A

Begrindung;

When an investigator retires mid-study and the replacement refuses to use the Electronic Data Capture (EDC) system, the data
manager must not take unilateral action but rather collaborate with the study team to explore acceptable solutions.

Per the GCDMP (Chapter: Project Management in Data Management), any deviation from the established data capture method -
particularly a change that affects regulatory compliance, data consistency, or site operations - requires a cross-flnctional assessment.
The study team, which includes clinical operations, project management, regulatory affairs, and data management, should evaluate
feasible alternatives such as:

Allowing paper CRF entry followed by centralized data transcription,

Retraining site staff on EDC use, or

Temporarily suspending data entry until conpliance can be restored.

Immediate site closure (option A) or unilateral decisions by data management (options C and D) violate escalation and
communication protocols. Collaborative decision-making ensures continuity, compliance, and data integrity, in line with ICH E6 (R2)
GCP and FDA 21 CFR Part 11.

Reference (CCDM-Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Project Management and Communication, Section 5.2 -
Handling Site and Investigator Changes ICH E6 (R2) Good Clinical Practice, Section 4.1 - Investigator Responsibilities FDA
Guidance for Industry: Computerized Systems Used in Clinical Investigations - Section on EDC Operations and Site Management

138. Frage
A protocol is updated mid-study to add an additional procedure about which data needs to be collected. Which of these statements
applies?



A. The DMP does not need to be updated until the end of the trial and all updates are included in the DMP to indicate what
happened in the trial

B. The DMP does not need to be updated as it represents the data at the beginning of the trial only

C. The DMP should be updated to reflect the changes to the protocol and stakeholders notified

D. The DMP should be updated to reflect the changes to the protocol, but this update does not need to be commumicated

Antwort: C

Begrindung;

When a protocol is amended mid-study, resulting in additional data collection requirements, the Data Management Plan (DMP) must
be updated accordingly and all relevant stakeholders must be notified.

According to the GCDMP (Chapter: Data Management Planning and Study Start-up), the DMP is a living document that defines all
data management processes for a clinical study. It must accurately reflect the current data flow, CRF design, validation procedures,
and reporting structure. Any protocol amendments affecting data capture, structure, or analysis require immediate DMP revision and
distribution to ensure alignment across data management, clinical, and biostatistics teams.

Failure to update and communicate DMP changes can lead to misalignment in data handling and introduce compliance risks during
audits or inspections. Therefore, Option B is correct: the DMP must be updated and the change commumicated to all stakeholders
(e.g., sponsor, CRO, clinical operations, biostatistics).

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Management Plan (DMP), Section 5.3 - Maintaining
and Updating the DMP ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Documentation of Protocol Changes and Data
Handling Procedures FDA Guidance for Industry: Computerized Systerms Used in Clinical Investigations - Section on Data
Management Documentation

Es ist unnétig flir Sie, zu viel Zeit eine Priifing vorzubereiten. Kaufen Sie bitte SCDM CCDM Dumps von ZertSoft. Mit diesen
Dumps kénnen Sie wissen, wie SCDM CCDM Priifing hocheffektiv vorzubereiten. Das ist ein seltenes Geriit, das Thnen helfen,
sehr einfach die SCDM CCDM Priifing zu bestehen. Sie werden bereuen, dass Sie diese Chance verlieren. So handeln Sie bitte
schnell damit.

CCDM Priifungsinformationen: https://www.zertsoft.com/ CCDM-pruefingsfragen. html

Mithilfe der Unterstiitzung der technischen Programme unserer CCDM Ubungswerkstatt, bieten wir qualitative Ubungen und einen
auverlissigen Service flir unsere Kunden an, SCDM CCDM Tests Aufunserer Websette bieten wir 24/7 Onlineservice, SCDM
CCDM Tests Solange das Priifingszel geéndert wird, &ndern wir unsere Lernmaterialien entsprechend, SCDM CCDM Tests Mit
den Optionen, um verpasste Fragen hervorzuheben, kannst du deine Fehler analysieren und immer wieder iiben, bis Sie sich wirklich
daran erinnern.

Wichtiges Zitat: Plstzlich scheinen sowohl CCDM Tests Silicon Valley als auch Detrott ihre Wetten auf selbstfahrende Autos zu
verdoppeln, Als sie uns klimmen sahn, ward Stillestand; CCDM Priifungsinformationen Drei traten vor mit ausgesuchten Pfeilen Und
schuBSbereit den Bogen in der Hand.

SCDM CCDM: Certified Clinical Data Manager braindumps PDF &
Testking echter Test

Mithilfe der Unterstiitzung der technischen Programme unserer CCDM Ubungswerkstatt, bieten wir qualitative Ubungen und einen
mverldssigen Service flir unsere Kunden an.

Aufunserer Webseite bieten wir 24/7 Onlineservice, CCDM Schulungsangebot Solange das Priifingsziel geéindert wird, &ndern wir
unsere Lernmaterialien entsprechend, Mitden Optionen, um verpasste Fragen hervorzuheben, CCDM Schulungsangebot kannst du
deine Fehler analysieren und immer wieder tiben, bis Sie sich wirklich daran erinnern.

Empfangen wir Ihre E-mail oder CCDM Nachricht, antworten wir Thnen so fitih wie moglich.

¢ Die seit kurzem aktuellsten SCDM CCDM Priifungsunterlagen, 100% Garantie fiir Then Erfolg in der Certified Clinical Data
Manager Priifingen! [1= www.zertpruefing.ch < ist die beste Webseite um den kostenlosen Download von [ CCDM
1 zu erhalten [JCCDM Zertifizierungspriifung
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CCDM Deutsch Priifing [ 1 CCDM Ausbildungsressourcen [ | CCDM Zertifizierungspriifing [ Suchen Sie auf >
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