IVRS in Clinical Trials (IVRS-01)

29 April 2014, Berlin

IVRS & Logistics Training

Explore the Capabilities of IVR(S)-Systems and what
Advantages can be gained by using this Technology!

Instructor

Nimer Yusef, PMP

Content

3 IVRS-Overview
¥ IVRS Functions
¥ Benefits / Potential

HE Processes

Limited to 12 Attendees




IVRS in Clinical Trials

Training Objectives

This Training will provide you with a practical
Introduction into the World of IVR(S)-Systems,
IRT-Systems. By
of the

Procedures and Techniques needed to reach the

sometimes also referred as

attending the Course, you will gain
optimal Functionality of these Systems.
k3 Comparison of IVRS and non-1VRS Studies

3 Functions and Functionality of IVR(S)-

Systems
“# Randomization using IVRS

B Compliance with regulatory Requirements

via Implementation of IVRS
Who should attend?
The Training is designed to benefit Clinical Trial
Professionals, to Specialists and Managers within
Pharma Companies and CROs. Target audience is:

¥ Clinical Project Manager / Monitor / CRA

# Clinical Logistics - / Clinical Trial Supply

Manager
k3 QA-Manager / Auditor
# Consultant
# IVRS-Specialist
Newsletter
If you are interested in being informed of further

trainings, please subscribe to my Newsletter.
(E-Mail: Newsletter@trial-brain.com).

Instructor
M Nimer Yusef, PMP

is a Mathematician and certified Project Manager
(PMP) with a strong background in Information
Technology. His first experiences within the
clinical research industry he gathered with the
CRO ICRC Weyer more than 10 years ago.
Subsequently, he worked for Perceptive
Informatics, where he was the responsible Project
Manager for IVRS-System Development with a
focus in the area of Inventory Management.

As Technical Logistics Leader at Parexel Clinical
Logistics Services he is responsible for training
and consulting in IVRS-technology concepts since
2008. To close the competence gap between IVRS
providers and end users in clinical study teams he
founded the Company Trial Brain in 2010 to offer
Seminars, Trainings and Workshops for IVRS and

Clinical Logistics.

Date

Tue 29-Apr-2014, 09:00 AM to 05:00 PM

Location

Einstein Palais Friedrichstrafle, Berlin

near the Station Friedrichstrafle



mailto:newsletter@trial-brain.com

IVRS in Clinical Trials

History of IVRS
* Blocked Randomization
* Site Stratification

# Development from early Approachs through
to contemporary IVR(S)-Systems

¥ VRS Demo

IVRS Functions

k. Typical Scope of Functionality

# Users and Roles within the System

* Limitations and special Features

# Processes in correlation with VRS

¥ Benefits and Drawbacks of using IVR(S)-
Systems

Integration

¥ Differences betweeen IVRS-Providers

# Selection of an IVRS-Provider

* Integration into internal / external Systems

¥ User Training

- Preparation & Execution of User Acceptance
Testing (UAT)

Randomization
* Randomization Fundamentals

H€ Practical Use of Stratification and

Randomization Blocks
* List-based Randomization
Eo Dynamic Randomization

* Pratical Exercise in Randomization

Inventory Management

k3 Inventory Management Fundamentals

- Separation of Patient & Medication-

randomization

k3 Blinding of Depots and Sites

# Fundamentals of Threshold & Prediction

based supply Methods

¥ Processes in Conjunction with Inventory

Management

Benefits of using IVRS

¥ Process Implementation & Compliance

Support

# Track & Trace, Reporting

IVRS-01




IVRS in Clinical Trials

Registration

Details Date & Time
Fax: +49 /30 / 8145 84 99 Tue 29-Apr-2014, 09:00 AM to 05:00 PM
E-Mail: events@trial-brain.com
Online: at trial-brain.com Location
Einstein Palais
Registration Friedrichstrafle 171
10117 Berlin

Registration for the Seminar "IVRS in Clinical

Trials" (IVRS-01) 29-Apr-2014 in Berlin, Accommodation

Germany. There is no special offering for participants of this
seminar. The hotels The Westin Grand & Hilton

can be recommended.

Name

Position

Department

Company

Street

Postal Code / City

Country

Phone

E-Mail

Notes

Date & Signature



http://www.trial-brain.com
mailto:events@trial-brain.com
mailto:events@trial-brain.com
http://trial-brain.com/en-training-event&tid=119
http://www.hilton.de/berlin
http://www.westingrandberlin.com/



