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Clinical Data Management Process

Data Collection and CRF Design

Electronic Data Capture (EDC) Systems

Data Validation and Cleaning

Database Design and Build

Quality Control and Quality Assurancein CDM
Adverse Event Reporting in CDM

Data L ock and Unlock Procedures

Regulatory Compliancein CDM

CDM Tools and Software

. Coding and Terminologiesin CDM

. Datalntegrationin CDM

. Data Standardization and CTMS

. Handling Missing Datain CDM

. Clinical Trial Data Privacy and Security

. Data Management Plan (DMP)

. Metadata Management in CDM

. Site Management and Monitoring in CDM

. Audit Trails and Traceability in CDM

. Roleof CDM in Clinical Trials

. Biostatistics and CDM Integration

. Data Review and Discrepancy Management

. Risk-Based Monitoring in CDM

. Electronic Health Records (EHR) Integration with CDM
. Regulatory Submission Preparationin CDM

. Vendor Management in CDM

. Role of CDM in Post-Marketing Surveillance

. Patient-Reported Outcomes and CDM

. Global Trials and Multilingual Data Management in CDM
. Future Trendsin Clinical Data Management
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Clinical Data Management Process Topics

Analyzes the comprehensive workflow of clinical data management, encompassing data
collection, entry, validation, cleaning, and final database lock.

Data Collection and CRF Design Topics

Discusses the principles and techniques involved in designing Case Report Forms (CRFS)
and methodologies for data collection in clinical trials.

Electronic Data Capture (EDC) Systems Topics

Evaluates the role and impact of Electronic Data Capture (EDC) systemsin modern clinical
trials, highlighting their benefits, challenges, and integration capabilities.

Data Validation and Cleaning Topics

Explores the methodol ogies for ensuring data integrity in clinical trials through rigorous
validation and cleaning processes before analysis.

Database Design and Build Topics

Focuses on the strategies for effective database design and development tailored to clinical
trials, ensuring efficient data storage, retrieval, and management.

Quality Control and Quality Assurancein CDM Topics

Investigates the practices of quality control (QC) and quality assurance (QA) in clinical
data management to uphold data integrity and regulatory compliance.

Adverse Event Reporting in CDM Topics

Examines the processes for capturing, reporting, and managing adverse events (AEs) and
serious adverse events (SAES) within clinical trials.

Data L ock and Unlock Procedures Topics

Deliversinsight into the protocols for locking and unlocking clinical trial databases,
including criteriafor datalock and procedural steps for unlocking data.

Regulatory Compliancein CDM Topics

Reviews the regulatory frameworks governing clinical data management, with afocus on
GCP, 21 CFR Part 11, and GDPR requirements.

CDM Tools and Software Topics

Ir%LVesti gates the tools and software utilized in clinical data management, including database
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systems, EDC platforms, and data analysis applications.

Coding and Terminologiesin CDM Topics

Analyzes the importance of coding systems and standard terminologies, such as MedDRA
and WHO Drug, in clinical data management.

Data Integration in CDM Topics

Explores the challenges and strategies for integrating data from various sources in clinical
trials, ensuring consistency and reliability in the resulting datasets.

Data Standardization and CTM S Topics

Highlights the role of data standardization and the use of Clinical Trial Management
Systems (CTMS) in maintaining data uniformity and quality acrosstrials.

Handling Missing Datain CDM Topics

Discusses the methodol ogies for addressing missing datain clinical trials, including
imputation techniques and their implications on trial outcomes.

Clinical Trial Data Privacy and Security Topics

Examines the importance of maintaining data privacy and security in clinical trials,
focusing on data protection measures and adherence to global privacy regulations.

Data Management Plan (DM P) Topics

Reviews the critical components of a Data Management Plan (DMP) in clinical trials,
outlining itsrole in guiding data management activities and ensuring compliance.

M etadata M anagement in CDM Topics

Explores the management of metadatain clinical trials, discussing itsimportance in data
documentation, retrieval, and long-term usability.

Site Management and Monitoringin CDM Topics

Discusses the role of site management and monitoring within clinical data management,
ensuring data quality and compliance acrosstria sites.

Audit Trailsand Traceability in CDM Topics

Focuses on the significance of maintaining audit trails and traceability in clinical trials,
ensuring transparency and data integrity throughout the study lifecycle.

NTHRYSOPC PVT LTD | smo@nthrys.com | +91 - 8977624748 | www.nthrys.com
A Ministry of Corporate Affairs Incorporated Company



http://www.nthrys.com

Page -

20.

21,

22,

23.

24,

25,

26.

27.

28.

29.

4

Role of CDM in Clinical Trials Topics

Analyzesthe pivotal role of clinical data management in clinical trials, emphasizing its
impact on data quality, trial timelines, and regulatory submissions.

Biostatisticsand CDM Integration Topics

Explores the integration of biostatistics with clinical data management, highlighting the
collaboration between data managers and biostatisticians for accurate analysis.

Data Review and Discrepancy Management Topics

Discusses the methodol ogies for reviewing clinical trial data and managing discrepancies,
ensuring data consistency and resolving data issues effectively.

Risk-Based Monitoring in CDM Topics

Focuses on the application of risk-based monitoring in clinical data management,
identifying high-risk data points and implementing targeted monitoring strategies.

Electronic Health Records (EHR) Integration with CDM Topics

Examines the integration of Electronic Health Records (EHR) with clinical data
management systems, discussing the benefits and challenges of EHR datain clinical trials.

Regulatory Submission Preparation in CDM Topics

Reviews the processes involved in preparing clinical trial datafor regulatory submissions,
including data compilation, dataset preparation, and compliance with regulatory standards.

Vendor Management in CDM Topics

Discusses the management of third-party vendorsin clinical data management, focusing on
vendor selection, oversight, and collaboration for data services.

Role of CDM in Post-Marketing Surveillance Topics

Analyzestherole of clinical data management in post-marketing surveillance, emphasizing
the collection and analysis of safety data and real-world evidence.

Patient-Reported Outcomes and CDM Topics

Explores the integration of patient-reported outcomes (PROs) within clinical data
management, highlighting their collection, validation, and analysisin trials.

Global Trialsand Multilingual Data Management in CDM Topics

Discusses the challenges and solutions for managing data in global clinical trials, including
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multilingual data collection and cross-cultural standardization.

30. FutureTrendsin Clinical Data M anagement Topics

Explores emerging trends in clinical data management, including new technologies,
evolving regulatory requirements, and the shift towards decentralized trials.

Other Categories

e Fundamentals of Clinical Data M anagement (CDM)

o

(e}

Introduction to Clinical Data Management
Clinical Trial Phases and Data Flow

Data Collection and CRF Design

Data Management Plan and SOPs

Data Entry and Validation

Data Cleaning and Query Resolution
Database L ock and Quality Control
Regulatory Requirements and Guidelines
CDM Tools and Technologies
Applications of CDM in Clinical Research

e Data Collection and CRF Design

Designing Case Report Forms (CRFS)

Electronic Data Capture (EDC) Systems

Data Collection Methods and Best Practices

Data Validation and Edit Checks

Source Data Verification (SDV)

Data Anonymization and Privacy

Handling Special Cases and Adverse Events

Data Integration and Database Design

Data Monitoring and Safety Reporting

Future Trends in Data Collection and CRF Design

¢ Data Quality and Regulatory Compliance

o

o

o

o

[¢]

[¢]

[¢]

[¢]

[¢]

[¢]

Ensuring Data Quality and Integrity

Data Cleaning and Discrepancy Management

Query Management and Resolution

Audits and Inspectionsin CDM

Data Protection and Confidentiality

Regulatory Compliancein Clinical Trias

Good Clinical Data Management Practices (GCDMP)
CDISC Standards and Data Standardization

Data Archiving and Retrieval

Ethical Considerations in Data Management

o Data Management Systems and Software

o

o

o

Overview of CDM Software and Tools
EDC Systems:. Features and Selection
Clinical Tria Management Systems (CTMS)
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o

Clinical Data Repositories and Warehouses
Statistical Analysis and Reporting Tools
Data Visualization and Dashboards
Integration with Other Clinical Systems
Emerging Technologiesin CDM
Challengesin Implementing CDM Systems
o Future Directionsin CDM Systems and Software
¢ Future Directionsand Emerging Trends
o Innovationsin Clinical Data Management
o Role of CDM in Precision Medicine
o Emerging Applicationsin Clinical Data Management
o Global Trendsin CDM Research and Practice
o Future of CDM in Healthcare and Industry
o Ethics and Regulation in CDM
o Future Research Prioritiesin CDM
o Impact of CDM on Clinical Research and Healthcare
o Public Engagement and Education in CDM
o Integration of CDM with Artificial Intelligence

[¢]

[¢]

o

[¢]

[¢]

Contact Via WhatsApp on +91-7993084748 for Fee Details
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