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1. Purpose/scope
To provide instruction to all parties involved in system validation of computer equipment/servers/software that will be used during a clinical study. This document will list and document the objectives for all parties responsible for validation of computer equipment and software used in the production environment to create, modify, maintain, archive, retrieve or transmit clinical data, and the activities required to ensure that the computer systems comply with international regulations. Validation is not required in any test or development environment. 
2. Abbreviations

CRF

Case Record Form

CDMS

Clinical Data Management System
IQ

Installation Qualification

OQ

Operating Qualification

PQ

Performance Qualification
3. Definitions
Case Record/Report Form (CRF)

A printed, optical, or electronic document (eCRF) designed to record data on each trial participant during the course of the trial as defined by the protocol. The data should be collected by procedures, which guarantee preservation, retention and retrieval of information and allow easy access for verification, audit and inspection.

Clinical Data Management System (CDMS)

The system used in a clinical trial to manage the data
4. Associated forms

None
5. Procedure
5.1. List of equipment/software that will require validation

End user software 
· [CDMS version x] 
· [Statistical software version x] 
System Software
· The database and web server software required to support [CDMS]
· The virtualisation software if [CDMS] and [Statistical software] are implemented in a virtual environment
· The server operating system
· Any other software required to support the environment as implemented at [server] 
Virtual and Physical Devices
The virtual environment where [CDMS] and [Statistical software] will be deployed and operate All physical servers and any other devices on which the trial software is installed and implemented in the production environment 
5.2. System specifications
Name and version number will be needed for each of the computer systems listed above. 
5.3. Documents needed
For each hardware or software component listed above in 3 the following will be needed 
· Validation/test plan
· IQ certificate 
· OQ certificate 
· PQ certificate 
5.4. Roles and responsibilities 
	System name/version
	User requirement specifications
	Validation plan
	IQ
	OQ
	PQ

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


5.5 Proposed Timelines

	System name/version
	Validation plan start date, completion date
	IQ start date, completion date
	OQ start date, completion date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


6. References
None
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