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2019 Veeva R&D Summit - Nor th America I Agenda

Sunday, September 8
6:00 - 8:00 p.m. Welcome Reception

Monday, September 9
7:30 - 8:45 a.m. Breakfast

9:00 - 10:30 a.m.
Day 1 Keynote 

Rob Metcalf, Vice President, Eli Lilly

10:30  - 10:45 a.m. Break

BREAKOUT 
SESSIONS Clinical Operations Clinical Data Management Quality Regulatory Vault Platform

10:45 - 11:45 a.m. AstraZeneca: A Vision for a  
Collaborative Clinical Environment

Vertex: How We Reduced Our  
Database Build Times by up to 50%

Samsung BioLogics: Vision for  
Modernizing Manufacturing Quality

GSK: Lessons Learned  
Moving to Global Unified RIM Vault Roadmap and Vision: Vault Platform

11:45 a.m. - 1:30 p.m. Lunch | Innovation Hub

1:30 - 2:15 p.m.

Allergan & J&J: Improving Study  
Start-up and Trial Performance

or   
 

Alkermes: Improving TMF Quality  
and Oversight with Effective Collaboration

Eli Lilly: Our Vision and Strategy for 
Transforming Clinical Data Management

PRA Health Sciences:  
Unifying Quality Management

or

Foamix: Strengthening Quality Management 
with Vault Training

Eisai: Transforming Global Regulatory  
Planning and Tracking

or

Blueprint and Vericel: The Evolving  
Role of Regulatory Operations

Veeva Session: Best Practices  
for Vault Reporting and Dashboards 

or
  

Extending Vault with Advanced Object 
Configuration and Business Programming

2:30 - 3:15 p.m.

AstraZeneca: Our Future Reimagined  
with Unified Clinical

or   
 

GBT: The Journey to  
Strategic TMF Management

Deep Dive: Improving Data Management - 
What’s Possible with Vault CDMS

or

Gilead: Successfully Expanding Vault 
QualityDocs Across the Global Enterprise

Gilead: Successfully Expanding  
Vault QualityDocs Across the Global Enterprise

or

Celularity: Driving Efficient Audits and 
Inspections with Vault QMS

Customer Session: Achieving Greater Value  
with End-to-end RIM

or

TESARO a GSK Company: Driving  
Continuous Improvement with Vault RIM

BMS: Best Practices for  
Governing Multiple Vaults 

or
  

Veeva Session: Microsoft Office and Vault

11:45 a.m. - 1:30 p.m. Break
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BREAKOUT  
SESSIONS Clinical Operations Clinical Data Mangement Quality Regulatory Vault Platform

3:45 - 4:30 p.m.

Daiichi Sankyo: Best Practices for  
Governing eTMF Changes

or   
 

Accenture: Building a Business Case  
for Unifying Clinical Operations

Cara, Penumbra, Lotus, Immunomedics: 
Building and Running Clinical Trials with 

 Vault EDC – Lessons Learned

BMS and PwC: Transforming the Role  
of Quality with Digitalization

or   
 

Dicerna, Foamix, Xencor, and Xeris:  
Simplifying Training Development and Delivery

Kinapse: Supporting the Future of RIM

or   
 

Melinta, Regenxbio, and Myovant:  
Vault Submissions Publishing in Action

NNIT: Continuous Improvement With a Unified 
Cloud Platform 

4:45 - 5:30 p.m.

Lilly: Improving Transparency, Oversight,  
and Quality of Clinical Trial Processes

or   
 

SCRI: Modernizing Trial Management  
with Vault CTMS

Insmed: Case Study – Speeding Database 
Builds for Emerging Biotechs

Roche Diagnostics: Harmonizing and 
Centralizing Audits and Quality Management

or
  

 
Customer Session: Accelerating Global 

Deployment of Vault QualityDocs

BMS, Merck KGaA, and Amgen:  
Regulatory Fireside Chat with Steve Gens

or   
 

Agios and Amicus: Managing Health  
Authority Interactions in Vault RIM

Veeva Session: Best Practices for  
Vault Platform Security and Access Control

or   
 

Veeva Session: Vault Lifecycles and Workflows

6:00 - 9:30 p.m. Evening Event at the Fillmore

2019 Veeva R&D Summit - Nor th America I Agenda

Monday, September 9 CONTINUED
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BREAKOUT  
SESSIONS Clinical Operations Clinical Data Mangement Quality Regulatory Vault Platform

7:30 - 8:45 a.m. Breakfast   

9:00 - 9:45 a.m. Day 2 Keynote 
Joe Jimenez, former CEO, Novartis and Paul Sehkri, CEO, eGenesis

10:15 - 11:00 a.m.

 Veeva Session: Evaluating the Tangible 
Benefits of Vault Clinical Suite

or   
 

The University of Louisville: Improving 
Regulatory Compliance with Vault SiteDocs

Vault Roadmap and Vision: Vault CDMS

Vault Roadmap and Vision: QMS 

or

TESARO a GSK Company: Implementing 
Formatted Outputs in Vault QMS

Vault Roadmap and Vision: Registrations
Vault Roadmap and Vision: Vault Platform

11:15 a.m. - 12:00 p.m.

Vault Roadmap and Vision:  
Clinical Operations - Vault CTMS,  

Vault eTMF, and Vault Study Startup

ICON, Lotus, and Bioforum:  
CRO Perspectives on Vault CDMS

Roadmap and Vision: Vault QualityDocs,  
Vault Station Manager, and Vault Training

Vault Roadmap and Vision:  
Submissions, Submissions Publishing,  

and Submissions Archive

Veeva Session: Flash Reports  
and Multi-pass Reporting 

 
or

 
Gilead: Implementation and Integration  

Best Practices for GxP Systems

12:15 - 1:00 p.m. Deep Dive: Supporting Complex Studies with 
Elegant Designs and Easy Integrations

Veeva Session: Best Practices for Integrating 
Vault into Your R&D Ecosystem

1:00 - 2:00 p.m. Lunch | Innovation Hub

2:00 - 3:30 p.m. Community Meetings and Workshops

Tuesday, September 10
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Innovation Theater Schedule

Monday, September 9

12:30 - 12:55 p.m.

Dynamic Hyperlinking in Vault RIM

or

Introduction to Vault Clinical Operations’ Milestones and Expected Documents

1:15 - 1:40 p.m. Quality Risk Management in Vault QMS

1:55 - 2:20 p.m.

Efficient Event Monitoring in Vault CTMS

or

Connecting Quality Change Control with Regulatory Variation Management

2:40 - 3:05 p.m.

Introduction to Multi-Pass Reporting

or

Deep Dive: Integrated Change Control

3:20 - 3:45 p.m.

Implementing Quality Control in Vault Clinical

or

Getting Started with Multi-Document Workflows

4:00 - 4:25 p.m.

Deep Dive: Vault Station Manager Demo

or

Introduction to Collaborative Authoring

Tuesday, September 10
11:15 - 11:40 a.m. Consolidating External Data with Vault EDC and Data Workbench

12:30 - 12:55 p.m.

Bringing Innovation to Electronic Data Capture and Coding

or

Leveraging Vault to Capture Metrics for Quality Business Processes

1:15 - 1:40 p.m.

Supporting Inspections in Vault eTMF

or

What’s New in Workflows


