Table Tutorials 2017

Tutorial descriptions can be found in the userBridge event app

Session 1

8:30 -9:10

Session 2
9:20 - 10:00

Session 3
10:45 - 11:25

Lorenz

LIFE SCIENCES GROUP

Session 4
11:35-12:15
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LORENZ docuBridge:
What’s new?

Elsmari Eggers &
Fabian Witzel, LORENZ

Agency Round Table
Kent Briggs, Vector &
Matthias Schremser,
LORENZ

Update eCTD
submissions in Europe:
current EU Module 1
specifications, the HMA’s
eSubmsiision Roadmap
2.0 and Best Practice in
creating baselines
Karl-Heinz Loebel,
PharmaLex

LORENZ authorBridge:
Your key to regulatory
submission templates
Antoinette Azevedo,
eSubmissionSolutions

Getting Documents
Submission Ready
Marianne Mowrer &
Nora Keeling, Mentara

LORENZ Automator: The
One-Click submission
Hanna Gnevko, LORENZ

LORENZ drugTrack:
Where we are today
Nicole Sagner, LORENZ

LORENZ drugTrack:
Feedback session
Markus Pfahlert, LORENZ

O

LORENZ docuBridge:
What’s new?

Elsmari Eggers &
Fabian Witzel, LORENZ

Agency Round Table
Kent Briggs, Vector &
Matthias Schremser,
LORENZ

EU IDMP SPOR around
the corner — have you
done your homework?
Dr. Dieter Schlaps,
IT-Consulting Life
Science

LORENZ docuBridge
ONE: Empowering
Submission of INDs
and DMFs as eCTD
Antoinette Azevedo,
eSubmissionSolutions

Getting Documents
Submission Ready
Marianne Mowrer &
Nora Keeling,Mentara

LORENZ docuBridge:
Feedback session
Jason Berning & Manuel
Stein, LORENZ

LORENZ drugTrack:
Where We will be
tomorrow

Dr. Sebastian Knieps,
Lionpharm & Markus
Pfahlert, LORENZ

Validation Criteria
unleashed
Jan Wermusch, LORENZ

O

O

O

O

O

LORENZ docuBridge:
What’s new?

Elsmari Eggers &
Fabian Witzel, LORENZ

LORENZ docuBridge
Configuration
Frank Schroer, LORENZ

Near Future Changes:
From CESP to CESSP
including eAF

Beate Kienzler,

Dr. Regenold

LORENZ docuBridge:
Replicate sequence
Michael Josten, Bayer

IND Safety Reporting
to FDA - Procedures
and Timelines for eCTD
Compilation

Dr. Veronika Alt &

Dr. Sandra Oetjen, ERA
Consulting

Global e-Submission
Regulatory Updates
Jared Lantzy, LORENZ

LORENZ drugTrack:
Where we are today
Nicole Sagner, LORENZ

eLearning for LORENZ
products
Tim Ivani¢, LORENZ

O

LORENZ docuBridge:
What’s new?

Elsmari Eggers &
Fabian Witzel, LORENZ

LORENZ docuBridge
Configuration
Frank Schroer, LORENZ

PSUR Repository: Used
cases

Anna Rubik,

ARAC AT Regulatory
Affairs Consulting

Case Study - Regulatory
Information
Management Tool
Implementation

Emma Gent, Bayer

Biotech Companies and
Their Expectations for
Use of eSolutions
Hillary Hafeken &
Virginia Smith,

United Therapeutics

US Module 1 Version 3.3
Jared Lantzy,

LORENZ

LORENZ drugTrack:
Where We will be
tomorrow

Dr. Sebastian Knieps,
Lionpharm & Markus
Pfahlert, LORENZ

elLearning for LORENZ
products
Tim Ivani¢, LORENZ




