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SCDM Certified Clinical Data Manager 5% CCDM & 5% 5 /& (Q140-
Q145):

H #140
A study numbers subjects sequentially within each site and does not reuse site numbers. Which information is required when joining
data across tables?

¢ A, Study number and subject number
¢ B. Site number

e C. Subject number

¢ D. Subject number and site number

Ef#: D

fERHL:

‘When subjects are numbered sequentially within each site, it means that the subject identification numbers (Subject IDs) restart from
001 at each site. For example, Site 101 may have Subject 001, and Site 102 may also have a Subject 001. In such cases, the
subject number alone is not globally unique across the entire study. Therefore, when integrating or joining data across muiltiple
database tables (for example, linking demographic, adverse event, and laboratory data), both the site number and the subject
number are required to create a unique key that accurately identifies each record.

According to the Good Clinical Data Management Practices (GCDMP, Chapter on CRF Design and Data Collection), every data
record in a clinical trial database must be uniquely and unambiguously identified. This is typically achieved through a composite key,
combining identifiers such as site number, subject number, and sometimes study number. The GCDMP specifies that a robust data
structure must prevent duplication or mislinking of records across domains or tables.

Furthermore, FDA and CDISC standards (SDTM model) also emphasize the importance of unique subject identifiers (USUBIJID),
which are derived from concatenating the study ID, site ID, and subject ID. This ensures traceability, integrity, and accuracy of
subject-level data during database joins, data exports, and regulatory submissions.

Thus, in the described scenario, since subject numbering restarts at each site, both the site number and subject number are required
to uniquely identify and correctly join subject data across different datasets or tables.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: CRF Design and Data Collection, Section 4.1 - Unique
Subject Identification CDISC SDTM Implementation Guide, Section 5.2 - Subject and Site Identification (Variable: USUBJID)
FDA Guidance for Industry: Computerized Systens Used in Clinical Investigations, Section 6 - Data Integrity and Record
Identification

R #141
Which competency is necessary for EDC system use in a study using the medical record as the source?

A. Resolving discrepant data

B. Screening study subjects

C. Tramning on how to log into Medical Records system
D. Using ePRO devices

Ef: C

A -
In studies where the medical record serves as the source document, the Electronic Data Capture (EDC) system users (typically
study coordinators or site personnel) must have appropriate training on how to access and log into the medical record system. This
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competency ensures that data abstracted from the electronic medical record (EMR) are complete, accurate, and verifiable in
compliance with Good Clinical Practice (GCP) and Good Clinical Data Management Practices (GCDMP).

According to the GCDMP (Chapter: EDC Systems and Data Capture) and ICH E6(R2), all personnel involved in data entry and
verification must be trained in both the EDC and the primary source systens (e.g., EMR). This ensures that the integrity of data
flow-from source to EDC-is maintained, and that personnel understand system access controls, audit trails, and proper
documentation of source verification.

While resolving discrepant data (C) and screening subjects (A) are part of study operations, the competency directly related to EDC
systemuse in EMR-based studies is the ability to properly log into and navigate the medical records system to extract source data.
Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Electronic Data Capture (EDC), Section 5.1 - Source Data and System Access Requirements [CH
E6(R2) Good Clinical Practice, Section 4.9 - Source Documents and Data Handling FDA Guidance: Use of Electronic Health
Record Data in Clinical Investigations, Section 3 - Investigator Responsibilities

HMA #142

A relational database has tables for PATIENT DEMOGRAPHY and VITAL SIGNS data collected during a visit. The primary
key for the VITAL SIGNS table is a composite key that includes the unique patient identifier, visit number, and vital signs parameter
name. The two tables are joined on the patient identifier. What will be the number of records in the result set?

¢ A. One record per patient per visit per vital sign parameter
¢ B. One record per patient per visit

e C. One record per visit

¢ D. One record per patient

Ef: A

BRI :

In a relational database structure, each record in a table is uniquely identified by a primary key. In this case, the VITAL _SIGNS
table uses a composite primary key consisting of

Patient Identifier,

Visit Number, and

Vital Signs Parameter Name.

This means each record represents a unique measurement of a specific parameter (e.g., blood pressure, pulse) for a patient at a
specific visit.

When joining PATIENT DEMOGRAPHY and VITAL SIGNS tables on the patient identifier, the result set will include one record
for every combination of patient, visit, and parameter - i.e., one record per patient per visit per vital sign parameter.

Therefore, option C correctly describes the expected number of records.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Database Design and Build, Section 5.2 - Primary and Foreign Key Relationships in Relational Models
CDISC SDTM Implementation Guide, Section 5.3 - Observation-Level Data Structures ICH E6(R2) GCP, Section 5.5.3 - Data
Organization and Integration Principles

B #143

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. Two Data Managers per month

B. Fifty percent of a Data Manager per month
C. One Data Manager per month

D. Two and a half Data Managers per month

IEf#: B

it A«

Let's calculate the workload:

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

6,000 mnutes -+ 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 Systens and Adequate Staffing

H #144
What does 21 CFR Part 11 dictate in regards to a minimum expectation of EDC training prior to access?

A. Training must be performed

B. Training must be in the user's native language
C. Training must include an exam

D. Training must be face to face

EfE: A

A -

Under FDA 21 CFR Part 11, organizations using electronic systerms must ensure that all system users are trained to perform their
assigned functions before gaining access to the system. The regulation requires documented evidence of training but does not specify
how it should be conducted (e.g., exambased, in person, or language-specific).

The GCDMP (Chapter: Computerized Systerms and Compliance) further clarifies that personnel training should include mnstruction on
system functionality, audit trails, data entry procedures, and electronic signatures to maintain compliance and data integrity. Training
nmust be performed and documented but does not require a specific format or delivery method.

Therefore, option A-Tramning must be performed-is correct, as it reflects the mmimum regulatory expectation per FDA and SCDM
standards.

Reference (CCDM- Verified Sources):

FDA 21 CFR Part 11, Section 11.10(i) - Personnel Training Requirements

SCDM GCDMP, Chapter: Computerized Systens and Compliance, Section 5.4 - System Training and Documentation ICH
E6(R2) GCP, Section 2.8 - Qualified Personnel and Training Requirements

W #145

MogiExam & B 4E i ITE Y % #3SCDM® CCDM [ Certified Clinical Data Manager | BREsRBR 1 D v T H 5 O FIaH & 4%
BEFMALTHAELLZLDTIE W & . MogExam®D BJEE I HERBOMBEC L T BT T, O F—
LGEPORMAEFERF> T &9, MogExampS iR 1ol 2 CHAL TSRS v, LERBMLIS., &
BCTREFMRIEOTL £ 7.

CCDM #% %] ’E £ : hitps//www.mogiexam.conYCCDM-exam html

o CCDMHIH & #5FIRELE (1 CCOMZBAE R EHML [ CCDM b L — Y > 7 %% [ URL » www.xhs1991.com
Za2E—LCH&. [CCDM | ##ERL TH/ATK 7> r—FL TL £ & »CCDMK H BE R E

o {SHEMI % CCOMEHE [ & Kl — [ A 4% - R BE % CCOME M B4 (| v www.goshiken.com [1v/ [ 1iZ (& K}
@ [ CCDM ] MfEEH & 9 & 3 CCOMM K[ RE

o CCDM¥+ BIE & (| CCOMBIE Z#EABd s || CCOMEZBEREHR [ = CCDM % R TX v
v o —F [ www.it-passports.com] 7 = 74 A & NJ1¥ % 1213 CCOMEZ B & KL 5 Hihi

e CCDMERRIE [ CCOMIEE x$5kF 1 CCDM7 A b4 > 7 )V ERE [ [ www.goshiken.com [ D R} &
7> o — F= CCDM (00— 438 & & 3+ CCODMAR B xi 5 &

o FM & CCOMBH i [ jE 3 ) 5 B - 5 B D ¥4 5 vE- IERE ) 2 CCDME % B4R (11 4 ¢ < [ www.passtest.jp []
T{CCDM } &L . ERTKX v > o—FL T &WCCDMEZEE R EHR

o Rz CCOMBIEREE AL - B X 4 —X CCDME #% REL | B s D CCOMABBIERFR (1 57 <»
www.goshiken.com [ 1T [ CCDM [1# &L T. BRI TK 7> o — FL TK £ & »wCCDMPBEE & #% 3 Boxd i

o EEOCCDMEEMEEE - A A 4 —XCCDME % R ELE | B O & 2 CCOMARBBIEE IR (| URL w


https://www.goshiken.com/SCDM/CCDM-free-shiken.html
https://www.mogiexam.com/CCDM-exam.html
https://www.xhs1991.com/CCDM.html
https://www.pdc.edu/?URL=https%253a%252f%252fwww.mogiexam.com%252fCCDM-exam.html
https://www.it-passports.com/CCDM.html
https://www.northwestu.edu/?URL=https%253a%252f%252fwww.mogiexam.com%252fCCDM-exam.html
https://www.passtest.jp/CCDM-mondaishuu.html
https://bbs.pku.edu.cn/v2/jump-to.php?url=https%253a%252f%252fwww.mogiexam.com%252fCCDM-exam.html

jp-fast2testcom 1% 2 E—L T &, {CCDM }#BREL TERTK V> o—FL TL £ & WCCDMER R
&

e SCDM CCDMEH i# [ 78 % %} : Certified Clinical Data Manager - GoShiken 14Ef O #8 7 v 77— b 1>
www.goshikencom<# Bl & . ¢ CCDM [/ [ 1# AJIL T, BBRITKL 7> o—FL T 7 & WCCDMBI#EE#%
A BN IS

e CCDM b L —VY > 7 %¥ [ CCOMEEREE [ CCODME E 315K & 2 [ www.passtest.jp [1T { CCDM } #
BEL. BHTKx v > o—FL T2 & WCCDMH A EAR B B i

o Eix CCOMEERIEE Rl - 4% A 4 — X CCDME #% R4 | B O CCDMA BRI EE R (1 0
www.goshiken.com (12 &L . {CCDM } # &L T, ERTL vy o— FARE2RBER 2R £+
CCDM/E 3t s &

o H¥ D SCDM CCOMB BB B (& EEM K} - A58 & i 7z CCDM: Certified Clinical Data Manager [ |
www.goshiken.com™4 4 M2 TH&FT I CCDM &K %E# X 7> 0 —FCCDM?2 7 A AT 4 T

¢ 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, tayalngh967987.verybigblog.com,
nanobookmarking,com, cheapbookmarking.com, www.fotor.com, maciekpwa924225.wikigiogio.com,
jesseuspd927802.wikitelevisions.com, violagdegl 53885.theideasblog.com, sairaabmt509631.bloggerchest.com,
harmonyvuki960955.bloggosite.com, Disposable vapes

& 512+ MogiExam CCDMK > 7° D — o3 BIE MRl TR S h Tw & 97: hitpsy/drive.google.comyopen?
id=lygachal. HR-KBAWOmMCeEJAN8hOoDcIOvh


https://jp.fast2test.com/CCDM-premium-file.html
http://ourmchl.com/?s=SCDM%20CCDM%25e9%2596%25a2%25e9%2580%25a3%25e5%2595%258f%25e9%25a1%258c%25e8%25b3%2587%25e6%2596%2599:%20Certified%20Clinical%20Data%20Manager%20-%20GoShiken%201%25e5%25b9%25b4%25e9%2596%2593%25e3%2581%25ae%25e7%2584%25a1%25e6%2596%2599%25e3%2582%25a2%25e3%2583%2583%25e3%2583%2597%25e3%2583%2587%25e3%2583%25bc%25e3%2583%2588%20%25f0%259f%25a6%25bc%20%25e2%2596%25b7%20www.goshiken.com%20%25e2%2597%2581%25e3%2582%2592%25e9%2596%258b%25e3%2581%258d%25e3%2580%2581%25e2%259c%2594%20CCDM%20%25ef%25b8%258f%25e2%259c%2594%25ef%25b8%258f%25e3%2582%2592%25e5%2585%25a5%25e5%258a%259b%25e3%2581%2597%25e3%2581%25a6%25e3%2580%2581%25e7%2584%25a1%25e6%2596%2599%25e3%2581%25a7%25e3%2583%2580%25e3%2582%25a6%25e3%2583%25b3%25e3%2583%25ad%25e3%2583%25bc%25e3%2583%2589%25e3%2581%2597%25e3%2581%25a6%25e3%2581%258f%25e3%2581%25a0%25e3%2581%2595%25e3%2581%2584CCDM%25e9%2596%25a2%25e9%2580%25a3%25e8%25b3%2587%25e6%25a0%25bc%25e8%25a9%25a6%25e9%25a8%2593%25e5%25af%25be%25e5%25bf%259c
https://www.passtest.jp/SCDM/CCDM-shiken.html
https://swann-vincent.fr/?s=%25e7%25b4%25a0%25e6%2595%25b5%25e3%2581%25aaCCDM%25e9%2596%25a2%25e9%2580%25a3%25e5%2595%258f%25e9%25a1%258c%25e8%25b3%2587%25e6%2596%2599%20-%20%25e5%2590%2588%25e6%25a0%25bc%25e3%2582%25b9%25e3%2583%25a0%25e3%2583%25bc%25e3%2582%25baCCDM%25e8%25b3%2587%25e6%25a0%25bc%25e5%2595%258f%25e9%25a1%258c%25e9%259b%2586%20%7C%20%25e6%259c%2580%25e9%25ab%2598%25e3%2581%25aeCCDM%25e8%25a9%25a6%25e9%25a8%2593%25e9%2596%25a2%25e9%2580%25a3%25e6%2583%2585%25e5%25a0%25b1%20%25f0%259f%2594%258a%20%25e2%25ae%2586%20www.goshiken.com%20%25e2%25ae%2584%25e3%2581%25ab%25e7%25a7%25bb%25e5%258b%2595%25e3%2581%2597%25e3%2580%2581%7B%20CCDM%20%7D%25e3%2582%2592%25e6%25a4%259c%25e7%25b4%25a2%25e3%2581%2597%25e3%2581%25a6%25e3%2580%2581%25e7%2584%25a1%25e6%2596%2599%25e3%2581%25a7%25e3%2583%2580%25e3%2582%25a6%25e3%2583%25b3%25e3%2583%25ad%25e3%2583%25bc%25e3%2583%2589%25e5%258f%25af%25e8%2583%25bd%25e3%2581%25aa%25e8%25a9%25a6%25e9%25a8%2593%25e8%25b3%2587%25e6%2596%2599%25e3%2582%2592%25e6%258e%25a2%25e3%2581%2597%25e3%2581%25be%25e3%2581%2599CCDM%25e5%25be%25a9%25e7%25bf%2592%25e5%25af%25be%25e7%25ad%2596%25e6%259b%25b8
https://www.goshiken.com/SCDM/CCDM-mondaishu.html
https://myportal.utt.edu.tt/ICS/icsfs/04cb75c8-2aff-4ded-8f1c-4e6d3d7c83ef.pdf?target=d45dbe7c-b819-4f6e-831b-c761fe20fc32
https://myportal.utt.edu.tt/ICS/icsfs/23e3b1b0-52d8-427b-99ce-6e2a2d31e1cf.pdf?target=8473d834-c3cb-41d1-af89-7746dd48c88d
https://myportal.utt.edu.tt/ICS/icsfs/54d4d8d3-f378-4b94-a3db-fcec1eaec3ec.pdf?target=0aa79969-74f7-4005-97c4-970a88ebcfa9
https://myportal.utt.edu.tt/ICS/icsfs/6799e925-5da0-4fa9-b691-991d5f726d63.pdf?target=4d26955b-fb30-4b08-b489-d6ccfa785d42
https://myportal.utt.edu.tt/ICS/icsfs/952b0587-48f3-4b31-8ad6-4991f4d5a42e.pdf?target=112f42ca-afd4-44a7-897f-6183f817c74d
https://myportal.utt.edu.tt/ICS/icsfs/d23fab5c-538d-4e5a-b242-b8fcb9b040c9.pdf?target=9c9fdc79-2790-49f5-a96c-635be3b6958f
https://myportal.utt.edu.tt/ICS/icsfs/dda517d5-a153-4bdb-a612-6314099c9ff6.pdf?target=6c9eb788-bfd4-4e3c-ab1a-0097e6b38a3b
https://myportal.utt.edu.tt/ICS/icsfs/f759f3ef-3130-4466-a48b-80824981c0e9.pdf?target=a3186d1d-5110-4436-92bc-30b02e72b0a6
https://myportal.utt.edu.tt/ICS/icsfs/f92d0b5d-185e-4527-8272-04ed83856081.pdf?target=0322a692-f657-4d18-8902-68bbf87ec65c
https://myportal.utt.edu.tt/ICS/icsfs/fe43891c-330a-4090-9e03-aac21240bb48.pdf?target=afe0db1f-6a0d-4803-adc5-cc5abdf126f1
https://tayalngh967987.verybigblog.com/40437171/sap-c-bcfin-exam-assessment-c-bcfin-official-practice-test
https://nanobookmarking.com/story21488532/cisi-ifc-mock-exams
https://cheapbookmarking.com/story21479041/exam-nbcc-nce-abe-questions-fee
https://www.fotor.com/explore/p/a663a7198a3a4cd4a11f9172a552bc6c/
https://maciekpwa924225.wikigiogio.com/2417459/l4m4_free_study_material_pass_certify_reliable_l4m4_test_passing_score_ethical_and_responsible_sourcing
https://jesseuspd927802.wikitelevisions.com/9640259/300_120_pr%25C3%25BCfungsfrage_300_120_zertifikatsfragen
https://violaqdeg153885.theideasblog.com/42117992/pass-guaranteed-scdm-ccdm-pass-sure-100-certified-clinical-data-manager-correct-answers
https://sairaabmt509631.bloggerchest.com/41778093/mb-800-latest-test-simulator-new-mb-800-test-discount
https://harmonyvuki960955.bloggosite.com/49588299/valid-test-ex-con-101-experience-ex-con-101-test-study-guide
https://frvape.com
https://drive.google.com/open?id=1ygachaLHR-KB4WOmCeEJAN8hOoDcI0vh

