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Thanks for joining. We will 
be starting shortly.
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Agenda

Overview of 
Protocol 
Deviations

Configuration of 
Global and 
Study-level 
PDAPs
Protocol Deviation Assessment 
Plans

Using Protocol 
Deviations in 
Data Central

Questions



Protocol Deviations Overview



Overview of Protocol Deviations

Protocol Deviations within elluminate:
• Provides a centralized location

for all Protocol Deviations within 
a study
 Standards, Data, Action all in one 

platform

• Enables you to then categorize 
and organize them to easily identify 
trends

• Understanding the trends can then 
help to reduce PDs going forward

• Accessed from Data Central



Global vs Study-level PDAPS

Global Protocol Deviation Assessment 
Plans

 Requires the Global PDAP Configure 
privilege

 Accessed from:
9-dot icon > Metadata Management > 
Protocol Deviation Assessment Plan

 Can import a list of PDAPs or 
manually enter them

 Global PDAPs can be associated to 
studies

Study-level Protocol Deviation 
Assessment Plans

 Study settings must have Protocol 
Deviations turned on

 Requires the Data Central and Study 
Configure privileges

 Accessed from within Data Central 
Configuration

 Can add Global PDAPs or import or 
manually add study specific PDAPs

Configuration is required before Protocol Deviations can be used

After the PDAPs have been configured, Protocol Deviations 
are viewed / managed from within Data Central.



After configuration...

Protocol Deviations in Data Central

• Privileges for using Protocol Deviations:
− Protocol Deviation Edit, or
− Protocol Deviation View
− Data Central

• All users of Protocol Deviations can add 
comments.



Demo

Protocol Deviations

1. Configure Global PDAPs
2. Configure Study-level PDAPs
3. Add a Protocol Deviation



PDAP Import Validations



Let's take a look...



Thank you
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