CCODMBERZE 2 %FE & CCDM H AGEX K

ELWEEOSERICHD BUHREELVWEEOMEETRETAE
BRICEEMA0ONTSTHEEMTOCTETES |

{REORUNRL EVTAGEC L. SRR 2 NAIGET SN L BN I T ORENTT. \-_
HENAFINEE AN E L BN RS AAIPRETEANEE > TERY,. EREPRENAY LSS OO E
AEAEEEOEOTEDPRELTHTINIW, IDEBLTRLGEELTH, BRES, B2, EXNE (NFE)
SRWHERERI BT IR TUEUHETABSZONNEL T L AN SUG T, Themzmnvsu
LRIV, EEEBEE SRR S TUC BARREESELTLEDT. ANENTPERREE LiRiirsE

: 2 e |
= el I R
Tﬁ?ﬁ;kﬁiﬁl il

& 512+ Japancert CCDMK > 7' O — A IRAEER CREE S 1L T £ 9: hitpsy/drive.google.conm/open?
id=1LOO8SwzK dK B2q28QoIPICrX_91yOFOw

BRYEORETHSOITRAEZHEBEL VIR E, BEORVWEEEMA L VO THRATH E T, TORE
<+ Japancert® SCOMO CCDMiRER F v —=> 7 &R EFuc AN 2256, ITCHT 2R ERBRE LA THLRICE
T & £ 7. Japancert® SCDMODCCDMRER b L —= > 7 &R FE R & N 2 ITAEIR O B R O &85 & Alig
EFHTOBHDTT, Japancertid B2 &> Ty RAMZRBRLZEVS>THRVLTT.

SCDM CCDM B ERAB D HEHH .

fEY 7 R i B

o HBL IOV  EHARI:CONAA Y TR, T—REHY—/p—F, Rv&—
DER, ArVa—i, F—LllOa3a=r—yvar, 7uvz2 b R4 L5734 %

bEY 71 B, YRAZME, X Yy 2 DB, BEOBBOFEBCIBTIHBKRYAFL TFY R

FDRXFLEFML & 7.

o REH XA/ CCDMMBRO DL/ a>Tld. 7— R v 32—V v —DAFVEHEL .

7 KNERBORE L XEN, 770 —EF—& 7u—OMR%. 7 —XEX. CRF
FEw 22 Tr—b. BTy . LA b, F—RN—AMEOME. B ALY & B A A
DOREL FIFEORRITTECOOCTEEL &7,

¢ LE2—RRZ:ZDLIYaY Tl T—XvFx—Vy—ODAFVEHEIEL. 7o b
Ny 23 W CRE. 7—%X 7—=7 . Y R b, K. BRABKL A—F (CSR&#LE2—LT. —H
P, EEREME. BSU0T7 —XLHEOER R EH OB LHRL 7.

o T—XMBARAR: DX ayTlEs BRYATALATFIYAMDRFLEREL.
F—R54 794 s veiheblo TRE. —Bi. BYUIEEREZERFL 285, IR
S E“/ 7 4 f"‘fzo)%}ﬂ\ Ej@\ %ﬁ'}%\ %’E%\ j—‘ij/f ‘/7‘ 719\ E%f\ 7—7]/{7*'”3‘:%}3—:(%

BTET,



https://drive.google.com/open?id=1LOO8SwziKdKB2q28QoIPlCrX_91yOF0w
https://www.japancert.com/CCDM.html

¢ FAMRRZ: DX/ ary TR, T— X 22— Yrx—0DAFVEHELET. 7R b
HAEOER. FAMN FT—KXOER. BB & P2 —HF—BIFANT X FDET. BLV

FEY 2S5 VAT ALALT O APNERIAREBYVCETENBZLICT 20 DEROLHTULE
Inxd,
>CCDMBHEZ B2 £H <<

jﬁg@ B 5 E- R 2 CCOMBIE 2 B 2 % &3l B - H & CCDM H & 5%

SCDMOCCDMRERBIZ G T 2720 e SAHER D > T, FHREPLZVORKHEEE2FODEHER
T+ JapancerttA Xt S HE DI ARG 12 L £ 7

SCDM Certified Clinical Data Manager 38 &8 CCDM & B [ 7E (Q141-
Q146):

HH #141
A sponsor may transfer responsibility for any or all of their obligations to a contract research organization. Which of the following

statements is true?

A. A description of each of the obligations being assumed by the contract research organization is required.

B. Any written description is not transferred to the contract research organization.

C. A description of each of the obligations being transferred to the contract research organization is not required.
D. A general statement that all obligations have been transferred is acceptable.

EfE: A

A -

Under ICH E6 (R2) Good Clinical Practice and 21 CFR Part 312.52, when a sponsor delegates or transfers obligations for a
clinical trial to a Contract Research Organization (CRO), there must be a written description of each specific obligation being
assumed by the CRO.

According to the Good Clinical Data Management Practices (GCDMP), while sponsors may outsource responsibilities such as data
management, monitoring, or biostatistics, ultimate accountability remains with the sponsor. The documentation of the transfer of
responsibilities ensures regulatory transparency and compliance.

This written agreement, often referred to as a Transfer of Obligations (TOO) document, defines exactly which duties the CRO is
responsible for (e.g., CRF design, data cleaning, database lock), as well as any retained sponsor oversight. A general statement that
"all obligations are transferred" (option D) is insufficient per regulatory expectations, as sponsors must retain traceability of
responsibility.

Therefore, Option B is correct - a detailed written description of transferred obligations is required.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Regulatory Compliance and Oversight, Section 5.2 -
Sponsor and CRO Responsibilities ICH E6 (R2) Good Clinical Practice, Section 5.2.1 - Transfer of Trial-Related Duties and
Functions FDA 21 CFR 312.52 - Transfer of Obligations to a Contract Research Organization

HMA #142
Which is the most important reason for why a data manager would review data before a monitor reviews it?

¢ A. Data managers have access to programming tools to identify discrepancies.

¢ B. Data managers write the Data Management Plan that specifies the data cleaning workflow.
e C. The GCDMP recommends that data managers review data prior to a monitor's review.

¢ D. Data can be viewed and discrepancies highlighted prior to a monitor's review.

EfE: D
fEL:

The primary reason data managers review data before a monitor's review is to identify and flag discrepancies or inconsistencies so
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that site monitors can focus their efforts more efficiently during on-site or remote source data verification (SDV).

According to the Good Clinical Data Management Practices (GCDMP, Chapter on Data Validation and Cleaning), proactive data
review by data management staff ensures data completeness and accuracy by identifying missing, inconsistent, or out-of-range
values. This pre-review helps streamline the monitoring process, reduces the volume of open queries, and enhances data quality.
Option A is true but not the main reason for pre-monitor review. Option C highlights a capability rather than a rationale. Option D is
partially correct, but the GCDMP emphasizes process purpose, not prescriptive order. Thus, option B correctly captures the
practical and process-oriented reason for early data review-to ensure data are ready and accurate for the monitor's review phase.
Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Data Validation and Cleaning, Section 5.3 - Data Review Timing and Purpose ICH E6(R2) GCP,
Section 5.18 - Monitoring and Data Verification Requirements

HH #143
It has been identified that ten adverse events were not reported in the trial prior to the database lock. What action should be taken to
determine the next step?

A. Get the AE data entered immediately so the database can be locked again.

B. Check the data fromall sites again before relocking the database.

C. Notify upper management immediately so the monitor can contact the site.

D. Evaluate the potential effect of the omission on the validity of the safety and efficacy analysis.

Ef#E: D

A -

When adverse events (AEs) are discovered after a database lock, the appropriate first step is to evaluate the impact of the missing
data on the integrity, safety analysis, and regulatory validity of the study results.

According to GCDMP (Chapter: Data Quality Assurance and Control), any post-lock data discovery requires a root cause
assessment and impact analysis before deciding whether to unlock the database. The key question is whether the missing AEs:
Affect primary safety endpoints,

Introduce bias in safety reporting, or

Alter efficacy conclusions.

Based on the assessment, the Data Management and Biostatistics teams determine if unlocking and correction are justified. Simply
entering data immediately (A) or repeating checks (D) without analysis may violate data control procedures.

Hence, option B is correct - the first step is to assess the impact on data validity and analysis.

Reference (CCDM- Verified Sources):

SCDM GCDMP, Chapter: Data Quality Assurance and Control, Section 5.5 - Post-Lock Findings and Impact Assessment [ICH
E6(R2) GCP, Section 5.1.1 - Quality Management and Risk Assessment FDA Guidance for Industry: Computerized Systems Used
in Clinical Investigations, Section 6.5 - Post-Lock Data Management

R #144
What should be done if the site continues to provide inconsistent data after several re-queries?

A. Escalate the issue to the appropriate site contact personnel
B. Gently lead the site to the correct response

C. Do nothing, the data will remain inconsistent

D. Continue to re-query until the site changes the data

IEf#E: A
fR e«

Ifa clinical site continues to provide inconsistent or illogical data after mutltiple queries, the correct course of action is to escalate the
issue to the appropriate site contact personnel, typically the Clinical Research Associate (CRA) or Site Monitor.

According to the Good Clinical Data Management Practices (GCDMP), persistent data discrepancies often indicate a
misunderstanding of the protocol, CRF instructions, or data entry procedures at the site level. Repeatedly re-querying the same data
without escalation wastes time and risks introducing bias or error. By escalating through formal communication channels, the issue
can be clarified through re-training, documentation review, or site monitoring Vvisits.

The GCDMP emphasizes that escalation ensures data accuracy, site accountability, and protocol adherence, maintaining both data
quality and regulatory compliance. Data managers must document the escalation process in the Data Management Plan (DMP) and
ensure proper follow-up resolution is achieved.

Reference (CCDM-Verified Sources):



SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Communication and Issue Escalation, Section 4.2 -
Handling Persistent Data Discrepancies ICH E6 (R2) Good Clinical Practice, Section 5.18 - Monitoring and Site Commumnication
FDA Guidance for Industry: Oversight of Clinical Investigations - Risk-Based Monitoring, Section on Issue Escalation

HA #145
‘Which metrics report listed below would best help identify trends in the clinical data?

A. Last patient/last visit date to data lock date
B. Query frequency counts per data element
C. Number of subjects screened/enrolled

D. Percent of data/visits cleaned

Ef#: B

A -

The Query frequency counts per data element (Option D) is the best metric for identifying data trends and potential systemic data
issues in clinical trials.

According to the Good Clinical Data Management Practices (GCDMP, Chapter: Data Quality Assurance and Control), trend
analysis involves identifying recurring data issues across subjects, sites, or variables to detect training gaps, protocol
misinterpretation, or CRF design flaws. A high number of queries generated for specific fields (e.g., visit date, lab values, or dosing
mformation) may indicate systemic problems such as unclear CRF instructions or site-level misunderstandings.

While metrics such as percent of data cleaned (A) and time to database lock (B) reflect overall progress and efficiency, they do not
identify specific data pattern issues. The number of subjects screened/enrolled (C) pertains to recruitment rather than data quality.
Therefore, query frequency per data element provides actionable insights for quality improvement, process refinement, and early
identification of potential risks.

Reference (CCDM- Verified Sources):

SCDM Good Clinical Data Management Practices (GCDMP), Chapter: Data Quality Assurance and Control, Section 6.3 -
Metrics and Trend Analysis ICH E6 (R2) Good Clinical Practice, Section 5.18.4 - Risk-Based Quality Review and Data Trends
FDA Guidance for Industry: Oversight of Clinical Investigations - Risk-Based Monitoring, Section 6 - Data Metrics and Trend
Evaluation
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