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1 Introduction

1.1 Scope
This document provides instructions for performing Station Performance Qualification for Chromeleon 7 on Chromeleon stations in a Chromeleon domain.
1.2 Target Audience

This document is targeted at the following audience:

· Customers who plan to install a Chromeleon 7.2 SR5 domain, including system owners, quality managers, and IT professionals

· Thermo Fisher Scientific Service and Support staff who perform Chromeleon installation
1.3 Related Documents

The Installation (Documentation) Compass (CM7ID_010) provides the following information: 

· An overview of the available Chromeleon 7 installation documents

· Conventions used throughout the documentation, such as formatting and numbering

· Information on how the documents are distributed

· Trademark and copyright information

The Resources And IT Infrastructure Plan (CM7ID_150) is a confidential, project-specific document that serves as a single point of reference for all customer-specific information (such as paths, user accounts, passwords, etc.) and must be used during a Chromeleon domain installation.

Tip: The glossary section in the online help explains Chromeleon-specific terms and common abbreviations used throughout the documentation.

Additionally, the following documents are shipped in hard copy format together with the instrument:
· IQ HPLC System Installation Checklist: Provides a checklist for Installation Qualification, Operational Qualification or Performance Qualification of a HPLC system.

· IQ GC System Installation Checklist: Provides a checklist for Installation Qualification, Operational Qualification or Performance Qualification of a GC system.

· IQ IC System Installation Checklist: Provides a checklist for Installation Qualification, Operational Qualification or Performance Qualification of an IC system.
1.4 Checklist

This document contains space for documenting installation/configuration steps. Some sections/appendices will need to be reproduced for each computer/server that is installed/configured. When these sections are filled in (and when the document is signed), the document serves as an installation checklist, in other words as documented evidence that the installation/configuration steps described in the document (and in any applicable Project Specific Documents) were followed. Any deviations from the specified procedure or failure of one or more process steps must be documented in the checklist.
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 Caution: Do not enter passwords and other confidential details into the checklists. Such details may only be recorded in the Resources and IT Infrastructure Plan, which is confidential.

The checklist areas are highlighted with a dedicated background color for easy visual identification during QA review. An example is shown below.

	<Example Checklist Item>

( OK
The steps were performed as described.

( N.A.
The steps are not applicable for this installation.

( DEV
The steps were performed with (minor) deviations (that should not affect the overall result). 

Comment or an additional Deviation/Failure Report (CM7ID_900) is required.

( FAIL
The steps failed. Comment or an additional Deviation/Failure Report (CM7ID_900) is required.

( D/F Report
The in-line comment area is too small, the deviation or failure is described in an additional report.


2 Station Performance Qualification
2.1 Purpose

The values determined when you carry out Station Performance Qualification for the first time on a freshly-installed computer can be stored and used as a baseline. This allows you to evaluate changes in machine performance over time by comparing subsequent values recorded during Station Performance Qualification on the respective machine to these initial baseline values. 
Note: The baseline values determined when you carry out Station Performance Qualification for the first time are only applicable for the specific computer on which Station Performance Qualification was carried out.

2.2 General Steps

Follow the instructions below to perform Station Performance Qualification, then fill in and attach the relevant checklist.

1. Click the Windows Start button and select Chromeleon 7 from the program list.
2. In the Tools menu of Chromeleon 7, click Tools > Station Qualification to start the Station Qualification wizard.
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Figure 1: Station Performance Qualification
3. Select Performance Qualification. Click Next.

4. Select the location where you want to store the qualification results, and select either Default Values or a previously executed performance qualification as a reference for the test. Click Next.

5. Select the components to be included in performance qualification, including the relevant data vault. Click Finish. 
Note: Typically you will only select the central data vault in the Chromeleon domain. 
Note: Instrument Control is usually only required when carrying out Station Performance Qualification on an IPC.

2.3 Analyzing the Results

Once Station Performance Qualification has been completed, a HTML report is generated and displayed. This report contains detailed information such as the average, minimum and maximum time required to perform the respective tests carried out for each selected component.

An overview is also shown of the tests completed:
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B3 Query for Sequence Custom Value is notany : Finished in an average of .82 ms. all 8 iterations succeeded. v/

B3 Query for Sequence Signature Status is any : Finished in an average of 5.58 ms. all 8 iterations succeeded. v/

3 Import eWorkflow : Finished in an average of 1077.10 ms, all 8 iterations succeeded. v/
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Figure 2: Station Performance Qualification
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If a green checkmark symbol is shown beside a test, it has been completed successfully in accordance with default values and values of a previous run.
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 If a red cross symbol is shown beside a test, one of the test iterations has failed. The test has not been completed successfully. 
· To save the results of Station Performance Qualification for use as a baseline in future performance qualification tests, click Save as reference. 

An XML file is saved that you can load the next time you carry out Station Performance Qualification.

Note: Depending on the installation configuration and on data vault size, Station Performance Qualification may take several hours to complete.
	HPLC System Installation Checklist (s) (IQ_HPLC_System_Installation) completed, printed and attached.

Comment:


	( OK
( N.A.
( DEV
( FAIL
( D/F Report 

	IC System Installation Checklist (s) (IQ_IC_System_Installation) completed, printed and attached.

Comment:


	( OK
( N.A.
( DEV
( FAIL
( D/F Report 

	Station Performance Qualification completed, printed and attached.

Comment:


	( OK
( N.A.
( DEV
( FAIL
( D/F Report 


3 Approvals

Thermo Fisher Scientific Representative: Approves by his/her signature that he/she performed Station Performance Qualification as described/documented in this and in the referenced documents/checklists.

Customer: Approves by his/her signature his/her acceptance of the performed Station Performance Qualification as it was performed and documented.

	Title
	Printed Name
	Date
	Signature

	Thermo Fisher Scientific Representative
	
	
	

	Customer
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