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SCDM CCDM % 3 K4 :
F&E LLEL
¢ Coordination and Project Management Tasks: This domain evaluates the skills of a Clinical Systens
T | Analyst in coordinating data management workload, vendor selection, scheduling, cross-team

communication, project timeline management, risk handling, metric tracking, and preparing for audits.

o Review Tasks: This section measures the skills of Data Managers and involves reviewing protocols, CRFs,
1D data tables, listings, figures, and clinical study reports (CSRs) for consistency, accuracy, and alignment with
data handling definitions and regulatory requirements.
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¢ Testing Tasks: This section measures the skills of Data Managers and involves creating test plans,
13 generating test data, executing validation and user acceptance testing, and documenting results to ensure
systers and processes perform reliably and according to specifications.

¢ 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

FE 4 elements, CRF forms, edit checks, reports, database structure, and define standards and procedures for

traceability and auditability.

¢ Data Processing Tasks: This section measures skills of Clinical Systems Analysts and focuses on handling,

TEE 5 transforming, integrating, reconciling, coding, querying, updating, and archiving study data while maintaining
quality, consistency, and proper privileges over the data lifecycle.

B # I Clinical Data Management CCDM % & % 3 K &H (Q22-Q27):

=8 #22
Which of the following roles commonly requires data entry and update privileges in an EDC application used in a clinical study?

A. Study Statistician

B. EDC System Admmistrator
C. Site Study Coordinator

D. Clinical Study Monitor

ZR: C

fE A -

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 Systerms) 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) Systens, 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

FIRE #23
A site study coordinator attempts to make an update in a study database in an EDC system after lock. What occurs?

A. The change is logged as occurring after lock

B. The change is approved by the Data Manager before it is applied
C. The site study coordinator is not able to make the change

D. The old value is replaced in all locations by the new value

BR: C

fE RSB«

Once a clinical database is locked, it becomes read-only - no further data modifications can be made by any users, including site
personnel. This ensures that the data are finalized, consistent, and auditable for statistical analysis and regulatory submission.
According to the GCDMP (Chapter: Database Lock and Archiving), the lock process involves freezing the database to prevent
accidental or unauthorized changes. After lock, access permissions are restricted, and all edit and update functions are disabled. If
any corrections are required post-lock, the database must be unlocked under controlled procedures (with full audit trail



documentation).

Thus, option C - The site study coordinator is not able to make the change - correctly reflects standard EDC functionality and
regulatory compliance.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Lock and Archiving, Section 5.2 - Database Lock Procedures and Controls ICH E6(R2)
GCP, Section 5.5.3 - Data Integrity and Audit Trail Requirements FDA 21 CFR Part 11 - Controls for Electronic Records and
System Lock Functions

i 8 #24

A study uses and collects pacemaker interrogation data for each patient weekly by selecting and downloading the data from the
manufacturer's website. There are 200 patients in the study and it takes the Data Manager 30 minutes per file to download, import,
and process the dat a. Assuming that the distribution of work is uniform over the six-month trial, how many Data Managers are
needed for the activity data alone?

A. One Data Manager per month

B. Fifty percent of a Data Manager per month
C. Two and a half Data Managers per month
D. Two Data Managers per month

ZX: B

BB«

Let's calculate the workload:

200 patients x 30 minutes = 6,000 minutes/week

6,000 minutes + 60 = 100 hours/week

Over 6 months (~26 weeks): 100 x 26 = 2,600 hours total

Assuming a full-time Data Manager works approximately 160 hours/month, over 6 months (960 hours) per full-time equivalent
(FTE):

2,600 + 960 = 2.7 FTEs total for the entire study period

To find the average per month, we divide evenly over 6 months:

2.7+ 6= 0.45 FTE per month, or approximately 50% of a Data Manager per month.

Thus, the correct answer is B. Fifty percent of a Data Manager per month.

This estimate follows GCDMP best practices in resource planning, ensuring adequate data management capacity for ongoing
external data handling activities.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Project Management, Section 5.3 - Resource Estimation and Workload Planning ICH E6(R2) GCP,
Section 5.1.1 - Quality Systems and Adequate Staffing

P& #25
Which of'the following tasks would be reasonable during a major upgrade of a clinical data management system?

A. All of the case report forms should be pulled and compared to the archive.
B. The data archive should be migrated to an offsite database server.

C. The ability to access and read the clinical data archive should be tested.

D. All of the data formats in the archive should be updated to new standards.

ZER: C

fE R A -

During a major system upgrade, it is critical to verify that archived data remain accessible, readable, and intact following the
implementation.

According to the GCDMP (Chapter: Database Lock and Archiving), regulatory requirements such as 21 CFR Part 11 and ICH
E6(R2) mandate that archived data must remain retrievable in a human-readable format for the duration of retention (often years
after study completion).

Therefore, as part of validation and verification testing, organizations must confirm that existing archives can still be accessed using
the upgraded system or compatible tools.

Option A: Updating archive formats could alter original data ntegrity (noncompliant).

Option C: Migration offsite is an IT infrastructure task, not directly tied to the upgrade process.

Option D: Comparing CRFs to archives is unnecessary unless data corruption is suspected.



Hence, option B (testing archive accessibility) is the correct and compliant approach.

Reference (CCDM-Verified Sources):

SCDM GCDMP, Chapter: Database Lock and Archiving, Section 5.4 - System Upgrades and Archive Validation ICH E6(R2)
GCP, Section 5.5.3 - System Validation and Data Retention FDA 21 CFR Part 11 - Data Archiving, Retention, and Retrieval
Requirements

i =8 #26
During a database audit, it was determined that there were more errors than expected. Who is responsible for assessing the overall
impact on the analysis of the data?

A. Data Manager
B. Investigator

C. Quality Auditor
D. Statistician

ZX: D

i REES B -

The Statistician is responsible for assessing the overall impact of data errors on the analysis and study results.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: Data Quality Assurance and Control) and ICH E9
(Statistical Principles for Clinical Trials), while the Data Manager ensures data accuracy and completeness through cleaning and
validation, the Statistician determines whether the observed data discrepancies are statistically significant or if they may affect the
validity, power, or interpretability of the study's outcomes.

The Quality Auditor (C) identifies and reports issues but does not quantify analytical impact. The Investigator (D) is responsible for
clinical oversight, not statistical assessment. Thus, after a database audit, the Statistician (B) performs a formal evaluation to
determine whether the magnitude and nature of the errors could bias results or require reanalysis.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Quality Assurance and Control, Section 7.3 - Data
Audit and Impact Assessment ICH E9 - Statistical Principles for Clinical Trials, Section 3.2 - Data Quality and Analysis Inpact
Assessment FDA Guidance for Industry: Computerized Systems Used in Clinical Investigations - Data Validation and Analysis
Review

R RE #27

A T Testpdfif) CCOME 7, B4R R FIRAE AR ) SR EAS 53K, ARt vl DUEAEE B K. B & Testpdfit = i E &
& TEREER P RN ERE, Frolr AR ERLAECCDME B B R FEME R, /R DR

WIRER. BRBEREHRBRRETERL T . WRER TR RAERT R HEFER, EREREFCCOMIRER

¥, MR, VRAEHBEEEIA TestpdfICCDME 8. Bl 2iE R~ FEEEAKBRITFH, HEME—KTTE.

CCDM ¥} : https://www.testpdfnet/CCDM. html

e CCDMiHIER5% [ CCDM*% EH #t [| CCDM%E & EHE [ [ www.pdfexamdumps.com ] E# % [ CCDM
1 BEREE S & T B CCDM#A M B

o HEHFISCDM CCDM: Certified Clinical Data Manager#4 9% & & - & F i Newdumpspdf CCDM¥& %} [ 37 Bp
#TBA= www.newdumpspdf.com €3t # 2 > CCDM [ LAJE B 4 # T 8 CCDME &

o CCDME¥iEJE (| CCOM&#i &) [ CCOM%E E R # [ 8] ( www.newdumpspdf.com) 1 &“CCDM "bA
WY 5 B T B35 A BOEHCCDM T 8k

e CCDM#&#i %% | CCOMEEZ ¥ [| CCOMZR TS [ SLAIFTE [ www.newdumpspdfcom 1 4% (
CCDM ) LAEU 4 & T 8 CCDMBIR 5] %

o YEME T4 I CCDMEA T2 1 R % S B SR SE AT RHR L7 & ¥ERERCCDME AL [ 5578 ( www.kaoguti.com
) #9314 & &= CCDM [ B CCDME 7% &

e CCDM* i 4r % [ CCOMAEAREE (| CCDMBIEA T % [ 7E> www.newdumpspdf.com <4835 T & 5 [
CCDM & JE £ CCDME fE 5 3

o BHFEHAKISCDM CCDM: Certified Clinical Data Manager#4 2% o %8 - W & ftw.fast2test.com CCODM& K} b 3k
B &% ( tw.fast2test.com ) FTBH 1:48 2 = CCDM [ 111 14 & F#HCCDME R %5

e CCDM*% i jE#ER (| CCDMREE [ CCOMEEZ R [ [ www.newdumpspdfcom 1 L#Z» CCDM [
REEU & T 8CCDME ¥ % /8

o HZENICCOMAFIE L E, % & FHRCCDMEAE EB B AR ERSCDMRE S [ 7£> www.testpdfnet <


https://www.newdumpspdf.com/CCDM-exam-new-dumps.html
https://www.testpdf.net/CCDM.html
https://www.pdfexamdumps.com/CCDM_valid-braindumps.html
https://www.pdc.edu/?URL=https%253a%252f%252fwww.testpdf.net%252fCCDM.html
https://www.newdumpspdf.com/CCDM-practice-test.html
https://www.northwestu.edu/?URL=https%253a%252f%252fwww.testpdf.net%252fCCDM.html
https://www.kaoguti.com/CCDM_exam-pdf.html
https://bbs.pku.edu.cn/v2/jump-to.php?url=https%253a%252f%252fwww.testpdf.net%252fCCDM.html
https://tw.fast2test.com/CCDM-practice-test.html
https://3d-tissuemodels.com/?s=CCDM%25e8%2580%2583%25e5%258f%25a4%25e9%25a2%2598%25e6%258e%25a8%25e8%2596%25a6%20%25f0%259f%25a7%259e%20CCDM%25e9%25a1%258c%25e5%25ba%25ab%20%25f0%259f%2599%258e%20CCDM%25e9%25a1%258c%25e5%25ba%25ab%25e8%25b3%2587%25e6%2596%2599%20%25e2%258f%25aa%20%25e3%2580%2590%20www.newdumpspdf.com%20%25e3%2580%2591%25e4%25b8%258a%25e6%2590%259c%25e7%25b4%25a2%25e2%259e%25bd%20CCDM%20%25f0%259f%25a2%25aa%25e8%25bc%2595%25e9%25ac%2586%25e7%258d%25b2%25e5%258f%2596%25e5%2585%258d%25e8%25b2%25bb%25e4%25b8%258b%25e8%25bc%2589CCDM%25e6%259c%2580%25e6%2596%25b0%25e8%2580%2583%25e9%25a1%258c
https://www.testpdf.net/CCDM.html

R BH > CCDM [ 8 JE CCDME ¥ 8

o YEME T4 I CCDMEA T T R B 4 5 S I SR SE A RHR L 7 & ¥ERERCCDME AL (1 > www.newdumpspdf.com
A b4E R = CCDM [0 B R0 B 5 & T B CCDMRE & 58 37 4 A

o FYERCCOM#AME LE, HEERNEAEHEHRIUEERCCDMER [ = www.pdfexamdumps.com
OO0 R % & TE { CCDM | B 7Bl 3T B CCDMAE 45 f8 &

o www.stes.tyc.edu.tw, bbs.t-firefly.com, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, myportal.utt.edu.tt, myportal.utt.edu.tt,
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportalutt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt,
myportal.utt.edu.tt, myportal.utt.edu.tt, www.stes.tyc.edu.tw, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal utt.edu.tt,
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt,
myportal.utt.edu.tt, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, bbs.t-firefly.com, Disposable vapes

BeAh, 18 L Testpdf CCOM™ i RE i #8 r WA BRAE R S & 1 httpsy/drive.google.conmyopen?id=1FyHasfMU-
59RbippEdu bKINVeYKYZd


https://www.george.gov.za/?s=%25e6%25ba%2596%25e5%2582%2599%25e5%2585%2585%25e5%2588%2586%25e7%259a%2584CCDM%25e7%2586%25b1%25e9%2596%2580%25e8%2580%2583%25e5%258f%25a4%25e9%25a1%258c%25e5%2592%258c%25e8%25b3%2587%25e6%25a0%25bc%25e8%2580%2583%25e8%25a9%25a6%25e7%259a%2584%25e9%25a0%2598%25e5%2585%2588%25e6%259d%2590%25e6%2596%2599%25e6%258f%2590%25e4%25be%259b%25e5%2595%2586%25ef%25bc%2586%25e6%25ba%2596%25e7%25a2%25ba%25e7%259a%2584CCDM%25e8%25b3%2587%25e6%2596%2599%20%25f0%259f%25a7%2596%20%25e2%2596%25b7%20www.newdumpspdf.com%20%25e2%2597%2581%25e4%25b8%258a%25e6%2590%259c%25e7%25b4%25a2%25e2%259e%25a1%20CCDM%20%25ef%25b8%258f%25e2%25ac%2585%25ef%25b8%258f%25e8%25bc%2595%25e9%25ac%2586%25e7%258d%25b2%25e5%258f%2596%25e5%2585%258d%25e8%25b2%25bb%25e4%25b8%258b%25e8%25bc%2589CCDM%25e9%25a1%258c%25e5%25ba%25ab%25e6%259b%25b4%25e6%2596%25b0%25e8%25b3%2587%25e8%25a8%258a
https://www.pdfexamdumps.com/CCDM-practice-test.html
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3870817
https://bbs.t-firefly.com/home.php?mod=space&uid=687321
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3870360
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3871425
https://myportal.utt.edu.tt/ICS/icsfs/030e2b86-1325-440a-a181-97bcea8e367d.pdf?target=2d92abb1-8f88-4705-bfcf-5d3c777dd4c0
https://myportal.utt.edu.tt/ICS/icsfs/051a8c83-36b3-4004-9ee0-d37dae4c0041.pdf?target=e3105dff-64e7-4497-9977-7da6176c5bb5
https://myportal.utt.edu.tt/ICS/icsfs/0632095d-4b8a-46fd-a3bd-a2dc91c541ce.pdf?target=37037070-6404-422a-bb6e-da6a8083a8b8
https://myportal.utt.edu.tt/ICS/icsfs/2780d32f-4928-4224-bb43-15c197b7a1d4.pdf?target=caa56c17-a7dc-4add-af83-bee6ca1ce833
https://myportal.utt.edu.tt/ICS/icsfs/3ec38331-ab77-4ab3-9161-164e3526da20.pdf?target=33bd7f89-d0d5-4b7d-ae71-9c49beafa733
https://myportal.utt.edu.tt/ICS/icsfs/623c9ef6-ce36-4d4f-8440-94a8e76f8e0a.pdf?target=7c35e82a-a825-46a8-9727-95599ac52c58
https://myportal.utt.edu.tt/ICS/icsfs/9773939e-07bc-4a6b-a4e4-c99d6493c282.pdf?target=b6ad8af3-a56e-4c71-98b1-e9123b103028
https://myportal.utt.edu.tt/ICS/icsfs/bb873a0b-2e1e-495e-9d8f-c88b8494286e.pdf?target=7e2e44df-22eb-49b6-b258-32e17a7c986f
https://myportal.utt.edu.tt/ICS/icsfs/c3870e15-ca3d-44c1-854e-a90c6b7f2721.pdf?target=09cf74e3-5a43-4385-8105-0b8d1f3d1097
https://myportal.utt.edu.tt/ICS/icsfs/edee6112-7e01-4862-b0a5-1e6c1ea9a2fe.pdf?target=b6d52a3c-22b3-4694-96b5-502f9dbcf804
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3869477
https://myportal.utt.edu.tt/ICS/icsfs/12b0d707-3f39-464f-9acd-1b265b78f6c3.pdf?target=4c3af72e-808c-42d0-8a24-3944e82f9334
https://myportal.utt.edu.tt/ICS/icsfs/1ac47d42-e26f-4ef8-adfb-9562baa08c8b.pdf?target=291c53a1-730d-488c-b487-7c2c6138db93
https://myportal.utt.edu.tt/ICS/icsfs/2515a1c3-1d61-4425-a502-912e5318e732.pdf?target=dfc33489-b0b5-4db2-9d23-113680b6ce82
https://myportal.utt.edu.tt/ICS/icsfs/587bd1d7-183c-44b5-a1b2-6b831bb0bc92.pdf?target=0a5b3996-6485-4d32-9cee-66e80f7271a0
https://myportal.utt.edu.tt/ICS/icsfs/6938801c-401e-4d9b-9407-412987e96186.pdf?target=7f953fe9-8616-413a-9ecb-8afa46e6d655
https://myportal.utt.edu.tt/ICS/icsfs/6ae927f3-40ee-4e1e-bca6-09351c535513.pdf?target=5a471e6c-8406-46e6-b249-e59059b19c8a
https://myportal.utt.edu.tt/ICS/icsfs/98717b72-5ad8-4d4a-954f-e7d06b941f70.pdf?target=b9765690-8d2e-49ee-bffc-1cb342205c24
https://myportal.utt.edu.tt/ICS/icsfs/98ee8ff2-ce03-454b-9308-92988eb20979.pdf?target=b02ae69b-5917-4db0-a8f1-b8d12944baf2
https://myportal.utt.edu.tt/ICS/icsfs/b7073f34-e349-45ae-92c7-434b98deea00.pdf?target=50a272d8-2316-4d01-9b5c-0283dbc49ec7
https://myportal.utt.edu.tt/ICS/icsfs/be9c30bb-ef20-41f3-a5ba-2c22b0bd6a0c.pdf?target=755248a2-40fb-4259-8d6b-666723fea87b
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3869519
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3870227
https://bbs.t-firefly.com/home.php?mod=space&uid=687385
https://frvape.com
https://drive.google.com/open?id=1FyHasfMU-g59RbippEdu_bKINVgYKYZd

