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1 Introduction

This workbook guides a trained and qualified person through the installation qualification process for the Waters Empower® 3 Enterprise or Workgroup software for servers. Consult this workbook when installing the software in an ISO 9000-series registered facility or a GxP-regulated environment.

Requirements:
· If you are qualifying the installation of an Empower 3 Personal (standalone workstation), Empower 3 Enterprise or Workgroup client, or LAC/E™32 module software system, use the Empower SystemsQT™ for Software.

· This IQ is included on the Empower SystemsQT Software DVD. Using this IQ to qualify the Empower 3 server requires a completed node license that must be attached to the end of this IQ.

1.1 Required documents

Consult this workbook together with other documentation associated with the computer system components to qualify the installation of Empower 3 Enterprise or Workgroup software on a server.
2 Preliminary Procedures

2.1 Identifying performers and reviewers

Identify both the performers qualified to perform the installation qualification and the reviewers qualified to acknowledge completion of the performers’ tasks, by completing the following form.
If no second performer or reviewer participates, enter N/A in the unused Name line of the form.

Form 1 Performer and reviewer identification
	The undersigned performers attest that they are trained and qualified to perform installation qualification of a Waters Empower 3 Enterprise or Workgroup software for servers.

	Performer
	     
	     
	     

	
	Name
	Signature
	Initials

	Title
	     
	     

	
	(Trained and qualified to perform qualification procedures)
	Date

	The undersigned reviewers accept that the performers named above are trained and qualified to perform installation qualification of a Waters Empower 3 Enterprise or Workgroup software for servers.

	Reviewer
	     
	     
	     

	
	Name
	Signature
	Initials

	Title 
	     
	     

	
	(Owner-designated responsible person)
	Date
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2.2 Identifying computer components
Complete the following form to identify the computer components associated with this software installation qualification.

Form 2 Identification of computer components
	Server name
	     

	Manufacturer
	     

	Model
	     

	Operating system name
	     

	Server serial number or owner’s ID
	     

	Installation start date
	     

	Location
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2.3 Identifying the Empower 3 Enterprise or Workgroup software

Complete the following form to identify the Empower 3 Enterprise or Workgroup software components received.

Tip: After successfully qualifying the installation of the Empower 3 Enterprise or Workgroup software for servers, you need not requalify the software if additional embedded Empower 3 options are activated via an electronic license. Such options are verified as part of the initial IQ.

Complete the form to certify that the Empower 3 Enterprise or Workgroup system has the documentation required for qualification.
In the form, identify each component as follows:

· If the component was received, initial the corresponding Received line.

· If the component is missing, write “Missing” on the corresponding Received line.

· If the component does not apply to the installation write “N/A” on the corresponding Received line.
Form 3 Identification of Empower 3 Enterprise or Workgroup software
	Server Serial Number or Owner’s ID
	

	Empower 3 Build Number
	

	Empower 3 Feature Release/Service Release
	

	Empower 3 Installation Type
	
(Enterprise or Workgroup)

	
	

	
	
	Received

(Yes, No, or N/A)

	
	Empower 3 Enterprise or Workgroup Base Software
	

	
	Empower 3 Toolkit Option
	

	
	Empower 3 GC Option
	

	
	Empower 3 GPC/SEC Option
	

	
	Empower 3 System Suitability Option
	

	
	Empower 3 Dissolution Option
	

	
	Empower 3 Method Validation Manager Option
	

	
	Empower 3 Chemical Structures Option
	

	
	Empower SystemsQT for Software
	

	
	Empower SystemsQT for Software MVM
	

	
	Empower 3 SystemsQT
	

	
	Empower Enterprise Data Manager 2 (EDM) Option
	

	
	Other: 
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2.4 Identifying the Empower 3 Enterprise or Workgroup documentation
Confirm receipt of the documents required for installation by completing the following form.

Tip: Depending on the software options installed, it is possible that the system does not require all the documents in the documentation list.

Form 4 Identification of Empower 3 documentation
	Server Serial Number or Owner’s ID
	     

	Document
	Part Number
	Revision
	Received
(Yes, No, or N/A

	Empower 3 Release Notes
	715002704
	 
	

	Empower 3 Electronic Document Bookshelf CD
	667004162
	 
	

	The latest product documentation is also available in PDF files from the Waters Web site at http://www.waters.com.
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2.5 Certificate information
The following certificates are available from Waters:

· Certificate of structural integrity (validated design and development certificate) – This certificate is available from the Waters Web site (http://www.waters.com). The computer system owner can print it and file it at the end of the IQ section of this workbook.

· Copy of the performer’s training certificate(s) – The Waters-trained specialist who performs the procedures in this workbook provides certificates like these. File them at the end of the Overview section of this workbook.

When a regulatory agency requests documents and source codes to fulfill the requirements of an audit or inspection, Waters provides such information in accordance with the terms of its nondisclosure agreement.

Note: Waters accepts no responsibility for maintaining copies of qualification and maintenance records.

3 Installation Qualification Procedure
3.1 Empower 3 Enterprise or Workgroup software installation qualification procedures
To install and then verify the complete installation of the Empower 3 Enterprise or Workgroup software, options, and licenses on a computer, complete the following form. For each device you install, enter your initials on the corresponding line. Enter N/A for options and licenses already installed or for options and licenses that do not apply to your configuration.

Requirement: Install software and software options and licenses only if they have not been previously installed by Waters.

Form 5 Software installation and qualification
	Server Serial Number or Owner’s ID
	     

	Procedure
	
	Completed

(Yes, No, or N/A)

	1. a. If the Empower 3 Enterprise or Workgroup software was previously installed at Waters, verify the configuration, and indicate it here.
	
	     

	b. If the Empower 3 Enterprise or Workgroup software has not been installed, install the Empower 3 Enterprise or Workgroup server software, and indicate it here.
	
	     

	2. Install the Empower 3 Enterprise or Workgroup software options and licenses.
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Complete the following forms to verify the complete installation of the Empower 3 Enterprise or Workgroup software, options, and licenses on a server.
Form 6 Empower 3 Enterprise or Workgroup software  installation and qualification for a server

	Server Serial Number or Owner’s ID
	     

	Server Information
	
	
	

	
	Item
	Description
	

	
	Processor
	     
	

	
	RAM
	     
	

	
	Disk Storage Type
	     
	

	
	List of Virtualized Components
	     
	

	
	
	     
	

	
	
	
	
	

	Disk and Partition Configuration Information
	
	
	

	
	Drive Letter or Mount Point
	Size
(GB)
	RAID

(Y/N)
	Description
	

	
	     
	     
	 
	     
	

	
	     
	     
	 
	     
	

	
	     
	     
	 
	     
	

	
	     
	     
	 
	     
	

	
	     
	     
	 
	     
	

	
	     
	     
	 
	     
	

	
	     
	     
	 
	     
	

	
	     
	     
	 
	     
	

	
	
	
	
	
	

	Network Information
	
	
	

	
	Server Name
	     
	
	

	
	Server Role
	     
(Domain Controller or Member)
	
	

	
	Domain Name
	     
	
	

	
	
	
	
	
	

	TCP/IP Protocol Information
	
	
	

	
	Enter all values that apply. Write N/A on lines that are not applicable.
	
	
	

	
	Parameters
	Value
	

	
	IP Address of Server
	     
	

	
	Subnet Mask
	     
	

	
	Gateway
	     
	

	
	Primary DNS
	     
	

	
	Secondary DNS
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Form 6
Empower 3 Enterprise or Workgroup software installation and qualification for a server (continued)
	Server Serial Number or Owner’s ID
	

	Backup Planning
	
	
	

	
	Backup Type*
	Includes Data Files (Y/N)
	Day and Time of Backup
	Destination
	

	
	     
	 
	     
	     
	

	
	     
	 
	     
	     
	

	
	     
	 
	     
	     
	

	
	*Backup Type: HD=Hot to Drive, CD=Cold to Drive
	
	
	

	
	
	
	Completed
(Yes, No, or N/A)

	Schedule, execute, and verify backup scripts.
	
	     

	Discuss corporate backup strategy with customer to recommend capture of scheduled backups to corporate media.
	
	     

	
	
	
	
	

	Oracle Configuration
	
	
	

	
	Database Version
	     
	
	

	
	Instance Name
	     
	
	

	
	Net Service Name
	     
	
	

	
	
	
	
	
	

	Empower 3 Enterprise or Workgroup Installation Information
	
	Completed

(Yes, No, or N/A)
	

	
	The installation is documented in the Empower.log file. Include a copy of it to document the installation.
	     
	

	
	Tip: The Empower.log file applies only to Windows® servers. On Solaris™ servers, the file is not created because no Empower components are installed.
	
	

	
	
	
	
	
	

	Additional Testing
	
	
	
	

	
	Initial all that apply. Write N/A after items that do not apply.
	
	

	
	Tip: The following tasks must be performed on a client.
	
	Completed

(Yes, No, or N/A)
	

	
	Create an Empower test project.
	
	     

	
	Acquire a sample.
	
	     

	
	Perform batch processing and report generation.
	
	     

	
	Open a data file and review.
	
	     

	
	Backup a project through the Empower interface.
	
	     

	
	Delete the previously created test project.
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3.2 Printing the CHECKSUM.TXT file and software qualification

Verify that the base software has installed properly (for a new installation) or that it has not changed from when it was installed (for a requalification) by generating the CHECKSUM.TXT file, and then complete the following form.

Tip: The software creates a new date- and time-stamped CHECKSUM.TXT file every time you run the File Verification utility.

Form 7 Printing and comparing the CHECKSUM.TXT file
	Server Serial Number or Owner’s ID
	

	
	Tip: These tasks apply to Windows servers. The Empower client stack is not installed on Solaris servers, so you must perform the tasks on at least one client.
	
	

	Procedure
	
	Completed
(Yes, No, or N/A)

	
	3. Select Start > All Programs > Empower > Verify Files from the Empower Program Group in the Start menu.
Result: The Verify Files window appears while the files are being verified.
	
	     

	
	4. Print the CHECKSUM.TXT file.
	
	     

	
	5. Refer to the Summary section at the end of the printout. For a new installation, verify that no files are missing or changed.
	
	     

	
	6. In the Summary section at the end of the printout, initial either the Pass or Fail line.
	
	     

	
	7. Ask the performer and reviewer to sign and date the printout, and then insert the printout at the end of this IQ workbook.
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Comments
     
     
     
Certification

The undersigned performer attests that the installation indicated in the forms is accurate and complete.

	Performer:
	     
	Date: 
	     


The undersigned reviewer accepts that the installation indicated in the forms is accurate and complete.

	Reviewer:
	     
	Date: 
	     


