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AGENDA
• Validation Environment

• Why is it important?

• Challenges

• Process Flow

• Key Configuration

• Recommendations

• Q&A
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• Credibility and Compliance

• Software version

• Standardised results

• Validation success

VALIDATION ENVIRONMENT



Instem R Package Management in A Validated Environment | 4

WHY IS IT  IMPORTANT?

PROCESS
DESIGN

STANDARDISED 
SOFTWARE

OPEN-SOURCE 
SOFTWARE
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• User Acceptance Testing

• Patch updates

• Internal development

• Pre-requisite

• Interdependencies

• Update frequency

• Backward compatibility

• Multiple Versions of R

CHALLENGES



Instem R Package Management in A Validated Environment | 6

R PACKAGE PROCESS FLOW

Document R and 
Package versions01 Build UAT script02

Defined 
Configuration 
parameters

03 Build VAL 
environment04

PROD doc 
approval08 Build PROD with 

the same version07 Validation doc 
approval06 Execute UAT on 

VAL environment05
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KEY CONFIGURATION EXAMPLES
• Set up separate R Home location for multiple R versions
• /opt/R/<R_VERSION>

• Setup and Secure Default R Package core library
• /opt/R/<R_VERSION>/lib/R/library
• Set ownership to a service account
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KEY CONFIGURATION EXAMPLES

• Setup Project related R Package (non-core) library config
• /etc/rstudio/rsession.conf and /opt/R/<R_VERSION>/lib/R/etc/Renviron
• session-default-new-project-dir=“/project/location”
• R_LIBS_USER=${R_LIBS_USER-’/<users_local_library_location>'}

• Install documented version of R Package
• devtools::install_version('<Package_Name>',  '<Package_Version>', 

lib='/opt/R/<R_VERSION>/lib/R/library')



Instem R Package Management in A Validated Environment | 9Instem R Package Management in A Validated Environment | 9

RECOMMENDATIONS

DOCUMENTATION 
OF PROCESS 

DESIGN

PRE-DEFINED 
INSTALLATION 

PATTERN 

CONTROLLED 
LIBRARY 

OWNERSHIP

CONFIGURED R 
PARAMETERS

CODE LIBRARY 
AND PRIVATE 
REPOSITORY



•Q&A
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