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Course Summary

This program will explore the evolution of Clinical Data Management from a paper case report form (CRF) process to the “real
time” data review capable world of electronic data capture (EDC). We will review the specific regulations that govern the
electronic data capture and electronic signature requirements, and examine the changing role of the Data Manager in an
environment where the technology drives the process. Although the basic data management principles remain the same, for
example good CRF design and ensuring the integrity of the data, the timelines and tasks surrounding today’s EDC are not
interpreted exactly as the paper CRF process has previously dictated.

The understanding of how the technology has changed the process will enable today’s Data Managers to move forward in the
discipline and ensure their place as viable members of the clinical study team. As electronic data capture utilized as patient e-
source or eCRF becomes more the routine, it is important that the CDM be fully aware of the capabilities of the EDC
application in order to ensure a comprehensive data management component in the clinical trial conduct.

Course Objectives

Assess the impact of the regulations on Data Management

Discuss the rationale and enhancements regarding the utilization of EDC

Discuss in-depth the changing role of the Clinical Data Manager

Outline the CDM focus on protocol review and CRF design

Employ “best practices” for eCRF design

Describe the Data Management documentation required in clinical trial conduct

Identify EDC system enhancements for the industry

Course Outline
Develop and implement data collection strategies.

* Create data collection guidelines
* Develop and implement guidelines for data review
* Review data for accuracy and clarity

® Discuss methods for data capture including data entry, fax based data capture and electronic data capture (remote data
entry)



Understand the validation program.

Describe the data validation process.

Develop edit specifications.

Describe self-evident changes.

Conduct a review of validation output.

Advanced Word Processing

Starting Word Program

Word Screen Layout

Typing Screen Objects
* Managing Documents
® Protecting and Finding Documents

Printing Documents
Formatting Documents

* Working with text
® Formatting Text
* Formatting Paragraphs

Bulleted and Numbered Lists

Copying and Moving Text

Spelling and Grammar
* Page Formatting

Creating Tables

Mail Merge

Types of document in Mail merge

Creating data Source

Creating Mailing Labels

Merging Data into Main Document
Spreadsheets

* Selecting, Adding and Renaming Worksheets



* Modifying a Worksheet
* Resizing Rows and Columns
* \Workbook Protection

Formatting Worksheets

® Formatting Toolbar

* Formatting Cells

* Formatting Rows and Columns

* Formatting Worksheets Using Styles

Protect and Unprotect Worksheets
Assist in the review, resolution and tracking of data errors

® Describe the process for query handling

* Generate and resolve manual and electronic queries
® Discuss query tracking and database update

* Describe components of an audit trail

Develop a Quality Assurance Plan for a clinical research study

* Describe quality control and quality assurance activities.

* Describe types of quality assurance audits, data points audited and required error rates.
® Define timelines for audits.

* Develop an audit report.

Formulas, Functions and Charts

* Formulas and Functions
* Copying a Formula

Types of Functions

Types of Charts

Auto Shapes and Smart art
Creating Presentation

* Creating Slides
* Slide Sorter View



* Changing Slide Layouts
* Moving Between Slides

Introduction to Internet

* Getting Connected to Internet

Types of Internet Connections

Internet Terminology

Understanding Internet Address

Web Browser and Internet Services
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Company Overview

Who We Are: Magna Skills is a premier training and capacity-building organization specializing in professional development
for government institutions, NGOs, and the private sector.

Our Mission: To provide world-class training solutions that equip professionals with the expertise needed to excel in their
careers and contribute meaningfully to their organizations.

Our Vision: To be the leading provider of professional training and development across Africa, fostering excellence,
innovation, and capacity-building in public and private sectors.

Core Values

Excellence — Delivering high-quality training tailored to meet the evolving needs of professionals.

Integrity — Upholding the highest ethical standards in all our engagements.
* Innovation — Embracing new technologies and methodologies to enhance learning experiences.
® Customer-Centric Approach — Ensuring client satisfaction by providing relevant, practical, and impactful training.

Collaboration — Partnering with industry experts and institutions to provide the best learning opportunities.

Our Training Methodology

We use a blended learning approach that includes instructor-led training, case studies, workshops, and post-training support.

Why Choose Magna Skills?

Experienced Trainers

Customized Training Solutions
* Interactive Learning

Global Recognition

Proven Track Record



Request for Training Form

Complete the form and share with Magna Skills Support Team on email info@magnaskills.com or Send Whatsapp on:
+27630079022

Approval & Authorization

First Name: Course Name:

Last Name: Training Venue:

Mobile: Month:

Email: Training Method: Onine[ ] Faceto Face[ ]
Company Name: Duration:

Country: Number of Staff Members:

By signing this agreement, both parties confirm their commitment to the terms outlined in this proposal.



