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SAP  Course Content:35-40hours

Introduction to Clinical Research

Introduction to Clinical Data Management

Guidelines for CDM

Roles and Responsibilities of CDM Team

Clinical Data Management Process and Life cycle

Data Management Plan

21 CFR Part 11

CRF Designing

CRF Annotation

Data Capture Methods

Data Entry

Edit Checks

Data Validation Procedures

Discrepancy Management

Data Clarification Forms (DCFs)

Database Locking and Freezing

Data Storage & Archival

Data Coding and Medical Dictionaries

SAE Reconciliation

Quality Assurance & Quality Control

Auditing

CDISC Standards

Practical Hands-on Training on Oracle Clinical Database

INTRODUCTION:

· Introduction to OC window

· Subsystems in OC

· arrow 
STUDY PLAN

· Defining Programs and Projects

· Defining Organization Units

· Defining Regions

· Defining Planned Studies

STUDY DESIGN

· Easy Study Design

· Creating Intervals

· Creating Events

· Creating treatment patterns

· Creating Investigator, Site Records and Assignments

· Creating Patient Positions and Assignments

GLIB

· Creating Questions

· Creating Question Groups

· Creating and Maintaining DVG's

· Copy Groups

STUDY DEFINITION

· Creating DCM's, DCI's & DCI Books

· Validation Procedures

· Derivation Procedures

· Test a Study

· Test Data Entry

DATA ENTRY

· Initial Login

· Key Changes

· First Pass Entry

· Second Pass Entry

· Comparison Reconciliation

· Update

· Browse

· Patient Enrollment

· Missing DCMs

STUDY CONDUCT

· Data Validation(Batch validation)

· Discrepancy Management

· Data Clarification Forms (DCFs)

· Data Extract and SAS Extract

· Making Mass Changes

· Locking and Freezing

LAB

· Labs

· Lab Ranges

· Lab Units

· Lab test questions

· Lab Assignment Criteria

RDC (Remote Data Capture)

· Data entry in RDC

· Discrepancy Management in RDC

· Study and Site Security
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