CcO
O
N

Lorenz

LIFE SCIENCES GROUP

LORENZ

1
converge - connect . collaborate \ | m "<

AGENDA: April 16, 2018 - DAY ONE

Time April 16, 2018
8:00 -9:00 am REGISTRATION & CONTINENTAL BREAKFAST
9:00 - 9:30 am LORENZ Welcome and Keynote
Yaprak Eisinger & Raoul-A. Lorenz,
LORENZ Life Sciences Group
9:30 - 10:15 am LORENZ Product Updates

10:15 - 10:45 am

10:45 - 11:15 am

11:15 - 11:45 am

11:45 - 12:15 pm

12:15 - 1:45 pm

1:45 - 2:25 pm

1:45 - 2:25 pm

1:45 - 2:25 pm

1:45 - 2:25 pm

2:25-2:35 pm

2:35-3:15 pm

2:35-3:15 pm

2:35-3:15 pm

2:35-3:15 pm

3:15 - 3:45 pm

3:45 - 4:45 pm

4:45 pm

5:00 pm

5:45 pm

Christian Kaas, LORENZ Life Sciences Group
BREAK (30 min)

Harmonizing Submission Publishing Across Three
Sites at Emergent Biosolutions
Christopher Leonienco, Emergent Biosolutions

RIM Technology: Understanding Process
Development
Sandra Krogulski, Accenture Accelerated R&D Services

Successful AdPromo Launch submitted in eCTD
Format
Teresa Martins, Bayer

LUNCH (90 min)

1 RIM Think Tank: Discuss your current state and
future vision with LORENZ
Christian Kaas, Lorelle Leonienco & Nicole Sagner,
LORENZ Life Sciences Group

2 eCTD 4.0 Update
Jared Lantzy, LORENZ Life Sciences Group

3 Implementing RIM in Your Company
Jillian Carinci, Accenture Accelerated R&D Services

4 What’s New in LORENZ docuBridge?
Elsmari Eggers & Parul Patel,
LORENZ Life Sciences Group

BREAK (10 min)

1 RIM Think Tank: Discuss your current state and
future vision with LORENZ
Christian Kaas, Lorelle Leonienco & Nicole Sagner,
LORENZ Life Sciences Group

2 eCTD 4.0 Update
Jared Lantzy, LORENZ Life Sciences Group

3 Implementing RIM in Your Company
Jillian Carinci, Accenture Accelerated R&D Services

4 What’s New in LORENZ docuBridge?
Elsmari Eggers & Parul Patel,
LORENZ Life Sciences Group

BREAK (30 min)

Panel Discussion: Challenges of Content
Management and Submission Publishing in the Cloud
Antoinette Azevedo, eSubmissionsSolutions. com

with representatives from Veeva, Master Control, Court
Square Group and United Therapeutics Corporation

END OF DAY ONE
GROUP PHOTO at the Magnolia Staircase

LEAVE FOR DINNER
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AGENDA: April 17, 2018 - DAY TWO

Time April 17, 2018
8:30-9:00 am  CONTINENTAL BREAKFAST
9:00 - 9:45 am Update on Electronic Submissions at Health Canada
Irena Pastorekova, Health Canada
9:45-10:15am Key Success Factors in Approaching eTMF from

10:15 - 10:45 am

10:45 - 11:25 am

10:45 - 11:25 am

10:45 - 11:25 am

10:45 - 11:25 am

11:25 - 11:35 am

11:35-12:15 pm

11:35 - 12:15 pm

11:35 - 12:15 pm

11:35-12:15 pm

12:15 - 13:45 pm

1:45 - 2:45 pm

2:45 - 3:15 pm

3:15-3:45 pm

3:45 - 4:00 pm

4:00 pm

5:45 pm
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Start to Finish
Maria Crump, Regulatory Professionals Inc.

BREAK (30 min)

1 Regulatory Updates
Jared Lantzy, LORENZ Life Sciences Group

2 LORENZ Automator and Pharmalex in Partnership
Adair Turner, PharmalLex US, LLC &
Katharina Schmitz, LORENZ Life Sciences Group

3 LORENZ drugTrack in Industry and Agencies
Lorelle Leonienco & Nicole Sagner,
LORENZ Life Sciences Group

4 New Hyperlinking Functionality in
LORENZ docuBridge
Elsmari Eggers, LORENZ Life Sciences Group

BREAK (10 min)

1 Regulatory Updates
Jared Lantzy, LORENZ Life Sciences Group

2 LORENZ Automator and Pharmalex in Partnership
Adair Turner, PharmalLex US, LLC &
Katharina Schmitz, LORENZ Life Sciences Group

3 LORENZ drugTrack in Industry and Agencies
Lorelle Leonienco & Nicole Sagner,
LORENZ Life Sciences Group

4 Reuse of Data using LORENZ docuBridge
Elsmari Eggers, LORENZ Life Sciences Group
LUNCH (90 min)

The Worst Coworker on the Block: Dealing with
Difficult People
Robin Whitsell, Whitsell Innovations, Inc

The Regulator’s Dilemma
Jami Donohue, RAO Solutions

Submission Migration and Document Migration — New
Challenges for Established Solutions
Akira Yamaguchi, LORENZ Life Sciences Group

Closing Remarks
END OF LORENZIink 2018

LEAVE FOR DINNER
(for those who registered for the docuBridge
Training Day)




