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Niemand will ein ganz ein leichtes Leben flihren und in einer niedrigen Position weniges Gehalt beziehen. Eines Tages wird man
vielleicht gekiindigt oder in die Rente treten. Dieses Leben ist wirklich langweilig. Wollen Sie nicht ein vielféiltiges Leben fiihren? Das
macht nichts. Heute sage ich Thnen eine Abkiirzung zum Erfolg, ndmlich, die SCDM CCDM Zertifizierungspriifung zu bestehen. Mit
dem Zertifikat konnen Sie ein besseres Leben fiihren und ein exzellenter I'T-Expert werden und von anderen akzeptiert werden. Die
Schulungsunterlagen zur SCDM CCDM Zertifizierungspriifung von Fast2test konnen ganz leicht Thren Traum verwirklichen. Zogem
Sie noch? Schicken Sie doch schnell Schulungsunterlagen zur SCDM CCDM Zertifizierungspriifung von Fast2test in den

Warenkorb.

SCDM CCDM Priifungsplan:

Thema

Einzelheiten

Thema 1

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

Thema 2

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
quality, consistency, and proper privileges over the data lifecycle.

Thema 3

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
data handling definitions and regulatory requirements.

Thema 4

Testing Tasks: This section measures the skills of Data Managers and nvolves creating test plans,
generating test data, executing validation and user acceptance testing, and documenting results to ensure
systers and processes performreliably and according to specifications.

Thema 5

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
elements, CRF forms, edit checks, reports, database structure, and define standards and procedures for
traceability and auditability.
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Neueste CCDM Pass Guide & neue Priifung CCDM braindumps & 100%
Erfolgsquote

Fast2test verspricht den Kunden, dass Sie die SCDM CCDM IT-Zertifizierungspriifing 100% bestehen konnen. Die Qualitét von
Fast2test wird nach den I'T-Experten tiberpriift. Das wichtigste Merkmal unserer Produkte ist thre Relevanz. Der Schulungskurs
dauert nur 20 Stunden. Und Sie werden die SCDM CCDM Zertifizierungspriifung dann miihlos bestehen. Wenn Sie Fast2test
wihlen, werden Sie dann sicher nicht bereuen. Denn es wird Thnen Erfolg bringen.

SCDM Certified Clinical Data Manager CCDM Priifungsfragen mit
Losungen (Q59-Q64):

59. Frage
When implementing a study utilizing an EDC application, it would be appropriate to use fiee text fields for which of the following?

A. Adverse event verbatim term
B. Body Mass Index

C. Urine sedimentation rate

D. Date of birth

Antwort: A

Begrindung;

In Electronic Data Capture (EDC) systens, free text fields should be used only when a predefined list of acceptable responses
cannot accommodate the full variability of input data - most notably for Adverse Event (AE) verbatim terms.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: CRF Design and Data Collection), AE verbatim
terms are initially entered as fiee text by site staff'to accurately capture the investigator's exact medical description of the event.
These verbatim terms are later coded using standardized dictionaries such as MedDRA during medical coding, ensuring both
flexibility and standardization in reporting.

Conversely, fields such as urine sedimentation rate (A), date of birth (C), and Body Mass Index (D) require structured nurmeric or
date formats to enable validation, range checks, and consistency across datasets. Free text would compromise data integrity,
accuracy, and validation efficiency for these structured data elements.

Reference (CCDM-Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: CRF Design and Data Collection, Section 4.3 - Use of
Free Text and Coded Fields ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Data Structure and Validation MedDRA
Introductory Guide, Section 2.3 - Verbatim Entry and Coding Requirements

60. Frage
‘Which of the following laboratory findings is a valid adverse event reported term that facilitates auto coding?

A. Abnormal SGOT

B. Elevated HDL

C. Increased alkaline phosphatase, increased SGPT, increased SGOT, and elevated LDH
D.ALT

Antwort: B

Begrindung;

‘When coding adverse events (AEs) using MedDRA (Medical Dictionary for Regulatory Activities), valid AE terms must correspond
to specific, medically meaningful concepts that match directly to a Preferred Term (PT) or Lowest Level Term (LLT) in the
dictionary.

Among the options, "Elevated HDL" (High- Density Lipoprotein) represents a single, medically interpretable, and standard term that
can directly match to a MedDRA LLT or PT. This makes it suitable for auto-coding, where the system automatically maps verbatim
terms to MedDRA entries without manual intervention.

In contrast:

ALT (B) and Abnormal SGOT (C) are incomplete or nonspecific; they describe test names or qualitative interpretations rather than
events.
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Option D lists multiple findings, making it too complex for automatic mapping. Such compound entries would require manual coding
review.

According to GCDMP (Chapter: Medical Coding and Dictionaries), a valid AE term should be:

Clinically interpretable (not just a lab test name)

Unambiguous

Single-concept based, not a collection of results

Thus, option A (Elevated HDL) is correct, as it aligns with MedDRA's single-concept, standard terminology structure suitable for
auto-coding,

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Medical Coding and Dictionaries, Section 5.3 - Auto-coding and Verbatim Term Management ICH M1
MedDRA Term Selection: Points to Consider, Section 2.1 - Coding Principles ICH E2B(R3) - Clinical Safety Data Management:
Data Elements for Transmission of Individual Case Safety Reports

61. Frage
There is a modification to the CRF and a sudden increase in the number of queries generated in the EDC system. Which action is
most likely to reduce the number of queries?

A. Review the edit checks for correctness

B. Have the monitor close the queries

C. Make some of the existing edit checks manually
D. Introduce a source data verification process

Antwort: A

Begrindung;

When a CRF modification leads to a sudden increase in EDC queries, the most likely cause is an error or misconfiguration in the edit
checks introduced during or after the change. Therefore, the first step should be to review the edit checks for correctness.

The GCDMP (Chapter: Database Design and Validation) emphasizes that any database or CRF modification should trigger retesting
of affected validation rules. Incorrect logic, thresholds, or missing conditional statements in automated edit checks can cause false or
redundant queries, leading to unnecessary data management burden and site frustration.

Manually handling edit checks (option A) or adding SDV (option B) does not address the root cause. Having monitors close queries
(option D) would mask the problem rather than resolve it.

Thus, the correct corrective measure is Option C - review and validate the edit checks to ensure proper finctionality.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Database Design and Validation, Section 5.5 - Edit Check
Testing and Review ICH E6 (R2) GCP, Section 5.5.3 - Validation and Change Control for Electronic Systems FDA 21 CFR Part
11 - System Validation and Change Documentation

62. Frage
Which mode of data entry is most commonly used in EDC systems?

A. Third party compare
B. Double entry

C. Blind verification

D. Single entry

Antwort: D

Begriindung;

The most common mode of data entry in Electronic Data Capture (EDC) systems is single data entry.

According to the GCDMP (Chapter: Electronic Data Capture Systems), EDC systens have built-i edit checks, validation rules,
and audit trails that ensure data accuracy and integrity at the point of entry. These real-time validation capabilities make double data
entry (a legacy practice from paper studies) unnecessary.

EDC systems automatically verify data as they are entered by site staff, generating queries for nconsistencies or out-of-range values
immediately. Blind verification (option B) and third-party comparisons (option D) are not standard data entry modes but may be
used for specialized reconciliation or external data imports.

Thus, single data entry (Option C) is the industry standard approach, ensuring both efficiency and compliance with FDA 21 CFR
Part 11 and ICH E6 (R2) data integrity requirerments.

Reference (CCDM-Verified Sources):



SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Electronic Data Capture (EDC) Systens, Section 5.4 -
Data Entry and Verification Processes ICH E6 (R2) Good Clinical Practice, Section 5.5.3 - Computerized Systens and Data
Validation FDA 21 CFR Part 11 - Electronic Records and Electronic Signatures: Validation and Data Entry Requirements

63. Frage
A study has an expected enrollment period of one year but has subject recruitment issues. Twelve new sites are added toward the
end of'the expected enroliment period to help boost enrollment. What is the most likely impact on data flow?

¢ A. Additional sites will likely have increased query rates since site training is occurring closer to study close.

¢ B. The database set-up will need to be changed to allow for additional sites as they are added to the study.

¢ C. Abolus of CRFs at the end of the study will result in the need to increase data entry and cleaning rates to meet existing
timelines.

¢ D. The distribution of subjects selected for quality control will need to be stratified to allow for the twelve new sites.

Antwort: C

Begrindung;

Adding multiple new sites late in the enroliment period creates a concentrated influx of new data near the end of the study. These
sites typically start enrolling patients later, resulting in a "bolus" of Case Report Forns (CRFs) that must be entered, validated, and
cleaned within a shorter timeframe to meet database lock deadlnes.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: Project Management and Data Flow), late site
activation compresses the timeline for data management tasks, necessitating increased resources for data entry, query management,
and cleaning. Data management teans must anticipate this surge and plan accordingly-either by increasing staffing or revising
timelines to prevent bottlenecks and maintain quality.

While option D (increased query rates) can occur, it is a secondary effect. The most direct and consistent impact is the surge in data
volume requiring expedited processing near study end.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Project Management, Section 5.3 - Managing Changes in Site Activation and Data Flow ICH E6(R2)
GCP, Section 5.1 - Quality Management and Oversight

Um der Anforderung des aktuellen realen Test gerecht zu werden, aktualisiert das Technik-Team von Fast2test rechtzeitig die
Fragen und Antworten zur SCDM CCDM Zertifizierungspriifing. Wir akzeptieren immer Riickmeldungen von Benutzern und
nehmen viele ihre Vorschlige an, was zu einer perfekten Schulungsmaterialien zur SCDM CCDM Priifing macht. Dies ermbglicht
Fast2test, immer Produkte von bester Qualitit zu besitzen.
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