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CDISC SDTM Project Categories

CDISC SDTM Dataset Creation & Automation Platforms
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-dataset-creation-automation-platforms

CDISC SDTM Define.xml & Reviewer Guide Automation
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-define-xml-reviewer-guide-automation

CDISC SEND Dataset Creation for Preclinical Studies
https://projects.nthrys.com/cdisc-sdtm/cdisc-send-dataset-creation-preclinical-studies

CDISC SDTM Regulatory Submission Support Tools
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-regulatory-submission-support-tools

CDISC SDTM Training & Competency Management
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-training-competency-management

CDISC SDTM Data Standardization Consulting
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting

CDISC Therapeutic Area SDTM Implementation
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation

CDISC SDTM QC & Audit Automation Platforms
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-gc-audit-automation-platforms

CDISC Data Harmonization & Integration Platforms
https://projects.nthrys.com/cdisc-sdtm/cdisc-data-harmonization-integration-platforms

CDISC SDTM CRO Service Platform Development
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-cro-service-platform-development

SDTM Mapping & Conversion Automation Tools
https://projects.nthrys.com/cdisc-sdtm/sdtm-mapping-conversion-automation-tools

SDTM Validation & Conformance Checking Platforms
https://projects.nthrys.com/cdisc-sdtm/sdtm-validation-conformance-checking-platforms

ADaM Dataset Generation from SDTM Automation
https://projects.nthrys.com/cdisc-sdtm/adam-dataset-generation-sdtm-automation

CDISC Study Data Reviewer Guide Development
https://projects.nthrys.com/cdisc-sdtm/cdisc-study-data-reviewer-guide-development

CDISC Oncology SDTM Standard Implementation
https://projects.nthrys.com/cdisc-sdtm/cdisc-oncology-sdtm-standard-implementation

CDISC SDTM SAS & R Programming Automation
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation

CDISC SDTM Multi-Study Pooling Services
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-multi-study-pooling-services

CDISC SDTM for Device & Diagnostics Studies
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-device-diagnostics-studies

CDISC SDTM Cloud & Saas Platform Development
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-cloud-saas-platform-development

CDISC SDTM Market Intelligence Analytics
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-market-intelligence-analytics

CDISC SDTM Project Topics and Focused Areas

CDISC SDTM Dataset Creation & Automation Platforms

« Automated SDTM Mapping and Transformation Engine
* Cloud-Based SDTM Dataset Validation SaaS

* Low-Code SDTM Creation Platform for Non-Programmers

« Al-Powered SDTM Standardization and Quality Assurance
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« Enterprise SDTM Data Warehouse and Lineage Tracking

« Integration Platform for Legacy System to SDTM Conversion
 Containerized SDTM Microservices for Clinical Data Processing

* SDTM Metadata Management and Specification Repository Platform
* Real-Time SDTM Compliance Monitoring and Alerting System

* API-First SDTM Generation Service for Study Integrations

SDTM Mapping & Conversion Automation Tools
» Al-Powered SDTM Domain Classification and Auto-Mapping Engine
* Real-Time SDTM Validation and Compliance Scoring Dashboard
* Multi-Study SDTM Data Harmonization and Integration Platform
« Automated SDTM Controlled Terminology Mapping and Update Service
 Legacy Clinical Data to SDTM Conversion and Translation Toolkit
« SDTM Metadata Management and Specifications Repository SaaS
« Intelligent SDTM Derived Variable Generation and Computation Engine
« Interactive SDTM Mapping Specification and Requirements Elicitation Tool
* SDTM Pre-Submission Data Quality Assurance and Gap Analysis Platform

¢ Cloud-Native SDTM Conversion Microservices and API Ecosystem

CDISC SDTM Define.xml & Reviewer Guide Automation
* Al-Powered Define.xml Auto-Generation Platform
¢ Real-Time Define.xml Validation and Compliance Engine
« Integrated Reviewer Guide Automation and Publishing Suite
 Define.xml to Interactive PDF Conversion Service
« SDTM Metadata Repository with Define.xml Sync
¢ Define.xml Version Control and Audit Trail Management
» Automated Reviewer Guide Cross-Reference and Linkage Validation
* Multi-Study Define.xml Harmonization and Consolidation Tool
« Define.xml Analytics and Quality Metrics Dashboard

» Reviewer Guide Template Library with Industry Best Practices

SDTM Validation & Conformance Checking Platforms
* Real-Time SDTM Compliance Monitoring SaaS Platform
« Automated SDTM Domain Mapping and Transformation Tool
* Multi-Study SDTM Metadata Repository and Governance
* Machine Learning-Powered SDTM Data Quality Prediction
« Integrated SDTM Validation Rules Engine with FDA Alignment
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« SDTM Conformance Dashboard with Drill-Down Analytics

* Vendor-Agnostic SDTM Integration and Interoperability Service

» SDTM Custom Domain Builder for Specialized Therapeutic Areas
» Regulatory-Grade SDTM Audit Trail and Change Tracking

« SDTM Conformance Testing as a Managed Service (CTaaS)

CDISC SEND Dataset Creation for Preclinical Studies
» Automated SEND Dataset Validation and Compliance Platform
* Al-Powered SEND Data Mapping and Transformation Engine
* Cloud-Based SEND Study Data Integration and Harmonization Service
« SEND Metadata Management and Standard Dictionary System
« Real-Time SEND Data Quality Monitoring and Analytics Dashboard
« Preclinical SEND Regulatory Submission Package Generation Tool
« Multi-Protocol SEND Dataset Template and Configuration Software
« SEND to eCopy Conversion and Legacy Data Modernization Service
« Collaborative SEND Dataset Development and Review Platform

* SEND Study Metrics Benchmarking and Performance Analytics Service

ADaM Dataset Generation from SDTM Automation
« Intelligent SDTM to ADaM Mapping Engine SaaS Platform
* Real-Time SDTM Validation and ADaM Transformation Microservices
 Configurable No-Code ADaM Generation Workflow Automation Tool
* Regulatory-Compliant ADaM Template Library with Commercial Licensing
* Machine Learning-Powered Anomaly Detection for SDTM ADaM Data
* Multi-Study ADaM Pooling and Integrated Analysis SaaS Solution
« API-First SDTM to ADaM Bridge for Enterprise ERP Integration
* Version-Controlled ADaM Generation with Collaborative Review Platform
* Pre-Built Industry Vertical ADaM Automation Solutions for Pharma

» Real-Time ADaM Dataset Monitoring and Performance Analytics Dashboard

CDISC SDTM Regulatory Submission Support Tools
» SDTM Validation Engine with Real-time Submission Quality Checks
 Al-Powered SDTM Domain Mapping and Conversion Tool
« SDTM Metadata Repository and Traceability Management Platform
« Integrated SDTM and Define.xml Co-generation Service
« SDTM Compliance Audit and Gap Remediation Software
e Multi-study SDTM Data Harmonization and Pooling Engine
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« SDTM Submission Package Assembly and Distribution Platform
¢ Real-world Data to SDTM Transformation and Quality Assurance
* SDTM Standards Update and Training Automation Platform
 Blockchain-enabled SDTM Audit Trail and Data Integrity Service

CDISC Study Data Reviewer Guide Development
» Automated SDTM Compliance Validation SaaS Platform
» Al-Powered SDTM Review Quality Control Engine
* SDTM Reviewer Competency Training and Certification Platform
* Real-Time SDTM Dataset Gap Analysis and Reporting Tool
* Cloud-Based SDTM Review Collaboration and Workflow Management
« Predictive SDTM Risk Analytics for Regulatory Inspection Readiness
*« SDTM Template Standardization and Customization Software Suite
« Integrated SDTM Reviewer Portal with Regulatory Guidance Library
*« SDTM Review Metrics and Performance Analytics Benchmarking Platform

* Multi-Study SDTM Review Consistency Engine for Global Trials

CDISC SDTM Training & Competency Management
« SDTM Compliance Validation Platform as SaaS
¢ Al-Powered SDTM Mapping and Transformation Engine
« Enterprise SDTM Training and Certification Management System
¢ Real-Time SDTM Quality Metrics and Analytics Dashboard
¢ Cloud-Hosted SDTM Reference Data and Standards Library
* SDTM Competency Assessment and Skill Gap Analysis Tool
* Managed SDTM Data Standardization and Consulting Services
« SDTM Template and Domain-Specific Workflow Automation Platform
» Regulatory-Grade SDTM Audit Trail and Change Tracking Software

» Federated SDTM Training Ecosystem with Microlearning Modules

CDISC Oncology SDTM Standard Implementation
* SDTM Oncology Mapping Automation Platform for Clinical Trials
» Real-time SDTM Oncology Validation Engine for Regulatory Compliance
* Tumor Response Assessment SDTM Data Integration Solution
« SDTM Oncology Domain Expert Consulting and Implementation Services
* Machine Learning-Powered SDTM Oncology Data Quality Analytics
« Multi-Study SDTM Oncology Pooling and Harmonization Tool
« SDTM Oncology Template Library with Pre-built Domain Models
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* Integrated SDTM Oncology Submission Package Automation Platform
* SDTM Oncology Training and Certification Program for CROs

» Biomarker and Genomic Data SDTM Oncology Integration Solution

CDISC SDTM Data Standardization Consulting
* SDTM Mapping Automation Platform for Clinical Data
* Real-time SDTM Validation and Quality Assurance Engine
* Cross-Study SDTM Data Integration and Pooling Service
* SDTM Controlled Terminology and Codelist Management Tool
» SDTM Metadata Repository and Define.xml Generation Platform
« Legacy Data Migration to SDTM Compliance Services
« SDTM Competency Training and Certification SaaS Platform
 Al-Powered SDTM Deviation Detection and Root Cause Analytics
« SDTM Conversion for Real-World Data and Patient Registries

* SDTM Audit Trail and Change Management Compliance System

CDISC SDTM SAS & R Programming Automation
« Automated SDTM Dataset Generation Engine for Clinical Trials
* Real-time SDTM Compliance Monitoring and Quality Assurance
 Enterprise SAS Macro Library for Standardized SDTM Production
* R Package Ecosystem for SDTM Specifications and Validation
* Cloud-based SDTM Collaboration Platform with Version Control
« Intelligent SDTM Mapping Service Using Natural Language Processing
* Automated SDTM Metadata and Define-XML Generation Tools
* Cross-therapeutic SDTM Domain Template Library with Industry Standards
* Integrated SAS and R Hybrid Programming Platform for SDTM Analytics
* Predictive Quality Control for SDTM Datasets Using Advanced Analytics

CDISC Therapeutic Area SDTM Implementation
* SDTM Mapping and Transformation Automation Platform
* Real-time SDTM Compliance Monitoring and Quality Dashboard
* Therapeutic Area-Specific SDTM Implementation Templates and Libraries
 Legacy System Integration with SDTM Standards Conversion Engine
« SDTM Data Validation Rules Engine with Al-Powered Anomaly Detection
» Multi-Study SDTM Portfolio Management and Centralized Repository
« SDTM Training and Change Management as Software Service

* Regulatory SDTM Submission Preparation and eSTAT File Generator

www.nthrys.com | Page5 of 8


https://projects.nthrys.com/cdisc-sdtm/cdisc-oncology-sdtm-standard-implementation/integrated-sdtm-oncology-submission-automation
https://projects.nthrys.com/cdisc-sdtm/cdisc-oncology-sdtm-standard-implementation/sdtm-oncology-training-certification-program
https://projects.nthrys.com/cdisc-sdtm/cdisc-oncology-sdtm-standard-implementation/biomarker-genomic-sdtm-oncology-integration
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/sdtm-mapping-automation-platform-clinical-data
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/real-time-sdtm-validation-quality-assurance-engine
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/cross-study-sdtm-data-integration-pooling-service
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/sdtm-controlled-terminology-codelist-management-tool
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/sdtm-metadata-repository-define-xml-generation-platform
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/legacy-data-migration-sdtm-compliance-services
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/sdtm-competency-training-certification-saas-platform
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/ai-powered-sdtm-deviation-detection-root-cause-analytics
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/sdtm-conversion-real-world-data-patient-registries
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-data-standardization-consulting/sdtm-audit-trail-change-management-compliance-system
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/automated-sdtm-dataset-generation-engine
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/real-time-sdtm-compliance-monitoring-qa
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/enterprise-sas-macro-library-sdtm
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/r-package-ecosystem-sdtm-validation
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/cloud-sdtm-collaboration-platform
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/intelligent-sdtm-mapping-nlp
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/automated-sdtm-metadata-define-xml
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/cross-therapeutic-sdtm-domain-templates
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/hybrid-sas-r-sdtm-platform
https://projects.nthrys.com/cdisc-sdtm/cdisc-sdtm-sas-r-programming-automation/predictive-quality-control-sdtm
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation/sdtm-mapping-transformation-automation-platform
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation/real-time-sdtm-compliance-monitoring-quality-dashboard
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation/therapeutic-area-specific-sdtm-implementation-templates-libraries
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation/legacy-system-integration-sdtm-standards-conversion-engine
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation/sdtm-data-validation-rules-engine-ai-powered-anomaly-detection
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation/multi-study-sdtm-portfolio-management-centralized-repository
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation/sdtm-training-change-management-as-software-service
https://projects.nthrys.com/cdisc-sdtm/cdisc-therapeutic-area-sdtm-implementation/regulatory-sdtm-submission-preparation-estatfile-generator

*« SDTM Metadata Management and Controlled Terminology Integration Service

« SDTM Analytics and Competitive Benchmarking Intelligence Platform

CDISC SDTM Multi-Study Pooling Services
¢ Automated SDTM Dataset Harmonization Platform
¢ Cross-Study SDTM Metadata Repository and Analytics
* Multi-Study SDTM Data Quality Monitoring Dashboard
* SDTM Dataset Traceability and Lineage Tracking Service
« Intelligent SDTM Domain Mapping and Validation Engine
* Federated Multi-Study SDTM Pooling Analytics Platform
« SDTM Pooling Variance Report and Reconciliation Tool
« Real-World Evidence SDTM Integration and Pooling Solution
« SDTM Pooling Protocol Configuration and Template Library
« Predictive SDTM Pooling Feasibility and Gap Analysis Service

CDISC SDTM QC & Audit Automation Platforms
« Automated SDTM Compliance Validation Engine Platform
¢ Real-time SDTM Data Quality Monitoring Dashboard
* Machine Learning-Powered SDTM Error Detection System
¢ Cloud-Based SDTM Audit Trail Tracking Solution
« Integrated SDTM-to-ADaM Traceability Automation Tool
¢ High-Throughput SDTM Batch Processing Validation Service
¢ Customizable SDTM Business Rules Engine Platform
* Collaborative SDTM QC Workflow Management System
 Predictive SDTM Risk Assessment Scoring Algorithm

e Standards-Aligned SDTM Document Generation Automation

CDISC SDTM for Device & Diagnostics Studies
« SDTM Mapping Automation Platform for Device Data
* Real-Time SDTM Validation Engine for Device Studies
» Multi-Format Device Data Integration Hub SDTM-Ready
* SDTM Domain Specification Builder for Emerging Devices
* Regulated Device Data Lineage and Traceability Software
* SDTM Terminology Management System for Device Submissions
« Collaborative SDTM Quality Control Platform for CROs
« Predictive Analytics for Device Study SDTM Compliance Risk
« API-First SDTM Data Exchange Network for Device Ecosystem
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* SDTM Training and Competency Certification Platform Device Focus

CDISC Data Harmonization & Integration Platforms
* Real-time SDTM Validation and Compliance Automation Platform
* Al-Powered SDTM Data Mapping and Transformation Engine
e Multi-Protocol SDTM Dataset Integration and Harmonization Hub
» SDTM Metadata Management and Standards Repository System
* Cloud-Native SDTM Data Lake with Integrated Compliance Monitoring
* SDTM to Real-World Data Standards Conversion and Analytics Platform
* Collaborative SDTM Dataset Review and Approval Workflow Software
« SDTM Regulatory Submission Package Generation and Distribution Service
« Historical SDTM Dataset Mining and Competitive Intelligence Analytics

« SDTM Data Quality Scorecards and Predictive Remediation Recommendations

CDISC SDTM Cloud & SaaS Platform Development
* Multi-tenant SDTM Data Validation SaaS Platform
« SDTM to FDA eCopy Automated Conversion Tools
* Real-time SDTM Compliance Monitoring Dashboard
« SDTM Training and Certification E-learning Platform
 Al-powered SDTM Data Quality and Standardization Engine
¢ Cloud-native SDTM Metadata Repository and Governance
« SDTM Specification Versioning and Release Management Tool
* Integrated SDTM and ADaM Cross-domain Analytics Platform
* Regulatory-grade SDTM Audit and Submission Preparation Service
* SDTM Integration Platform for EHR and LIMS Systems

CDISC SDTM CRO Service Platform Development
* SDTM Validation Engine SaaS Platform
* Automated SDTM Dataset Transformation Toolkit
» Real-Time SDTM Compliance Monitoring Dashboard
» SDTM Template Library and Configuration Service
« Clinical Data Integration Platform for SDTM
« SDTM Define-XML Generation and Management Tool
« Intelligent SDTM Data Quality Assurance Platform
« SDTM Training and Certification Digital Academy
« Cross-Study SDTM Analytics and Insights Engine
* Regulatory-Grade SDTM Submission Package Builder
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CDISC SDTM Market Intelligence Analytics
¢ Real-time SDTM Compliance Validation SaaS Platform
¢ Al-Powered SDTM Data Mapping Automation Engine
« Enterprise SDTM Metadata Repository and Standards Library
« SDTM Quality Control Analytics Dashboard with Real-time Monitoring
 Cross-Study SDTM Data Harmonization and Integration Platform
« SDTM Submission Intelligence Prediction and Risk Scoring
» Automated SDTM Data Standards Documentation and Traceability Tool
* SDTM Training and Certification Management System for Enterprises
« Legacy Data to SDTM Conversion and Modernization Service

« SDTM Regulatory Intelligence and Submission Benchmarking Platform
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