
 

 

 
© Copyright 2004 Veriteq Instruments, Inc. 

 

 

VL-2000 
Veriteq vLog 

Qualification Protocol 
 

For Veriteq vLog Version 4.10 
 
 
 

Veriteq Instruments, Inc. 
 
 

Prepared For: 
Pharmaceutical Company, Inc. 

 
 
 
 
 

Document #:  QPM.1.310 
Date Prepared:  March 29, 2004 
Prepared by:   Steven Bell 

 
Version 3.10 

 



 
Document #: QPM.1.310 
Page 4 of 65 

  March 29, 2004 
Version 3.10 

© Copyright 2004 Veriteq Instruments, Inc.  Initials: ________ 

TABLE OF CONTENTS 
IQ/OQ DOCUMENT PRE-APPROVAL ..................................................................................................................................... 3 

1 DOCUMENT OVERVIEW .................................................................................................................................................. 5 

2 RESPONSIBILITIES ............................................................................................................................................................ 6 
2.1 VERITEQ INSTRUMENTS, INC. ................................................................................................................................................ 6 
2.2 PHARMACEUTICAL COMPANY, INC. ....................................................................................................................................... 6 
3 SYSTEM DESCRIPTION..................................................................................................................................................... 7 

4 OBJECTIVES ........................................................................................................................................................................ 9 

5 PROTOCOL DEVIATIONS................................................................................................................................................. 9 

6 INSTALLATION QUALIFICATION ............................................................................................................................... 10 
6.1 TEST PLAN.......................................................................................................................................................................... 10 
6.2 DOCUMENTATION ............................................................................................................................................................... 11 
6.3 LOGGER INFORMATION ....................................................................................................................................................... 12 
6.4 COMPUTER HARDWARE REQUIREMENTS AND CONFIGURATION ........................................................................................... 13 
6.5 SOFTWARE INSTALLATION .................................................................................................................................................. 14 
6.6 LOGGER CONFIGURATION ................................................................................................................................................... 16 

6.6.1 Enable Stop-Time...................................................................................................................................................................................... 16 
6.7 ENVIRONMENTAL CONFIGURATION ..................................................................................................................................... 19 
6.8 IQ FINAL APPROVAL........................................................................................................................................................... 20 
7 OPERATION QUALIFICATION...................................................................................................................................... 21 
7.1 TEST PLAN.......................................................................................................................................................................... 21 
7.2 FUNCTIONAL TESTING......................................................................................................................................................... 23 

7.2.1 Veriteq vLog Software Setup..................................................................................................................................................................... 23 
7.2.2 Logger Communication ............................................................................................................................................................................ 25 
7.2.3 Graph Files ............................................................................................................................................................................................... 27 
7.2.4 Graph Titles .............................................................................................................................................................................................. 29 
7.2.5 Time Axis Settings ..................................................................................................................................................................................... 31 
7.2.6 Scrolling and Zooming.............................................................................................................................................................................. 33 
7.2.7 Logger Files and the Cursor..................................................................................................................................................................... 35 
7.2.8 Multiple Logger Files ............................................................................................................................................................................... 38 
7.2.9 Axis Units and Range................................................................................................................................................................................ 40 
7.2.10 Printing ................................................................................................................................................................................................ 42 

7.3 UNEVENTFUL TESTING........................................................................................................................................................ 44 
7.3.1 Data Logging & Transfer ......................................................................................................................................................................... 44 

7.3.1.1 Data Logging & Transfer Using Stop-Time................................................................................................................................... 44 
7.3.1.2 Data Logging & Transfer Without Using Stop-Time..................................................................................................................... 48 

7.3.2 Data Integrity & Security.......................................................................................................................................................................... 52 
7.3.3 Data Accuracy........................................................................................................................................................................................... 56 

7.4 EVENTFUL TESTING ............................................................................................................................................................ 57 
7.4.1 Logger Disconnection During Transfer ................................................................................................................................................... 57 
7.4.2 System Power Loss During Transfer ........................................................................................................................................................ 61 

7.5 OQ FINAL APPROVAL ................................................................................................................................................... 64 
IQ/OQ DOCUMENT FINAL APPROVAL ............................................................................................................................... 65 



 
Document #: QPM.1.310 
Page 5 of 65 

  March 29, 2004 
Version 3.10 

© Copyright 2004 Veriteq Instruments, Inc.  Initials: ________ 

1 DOCUMENT OVERVIEW 
The purpose of this IQ/OQ protocol is to provide assurance that the Veriteq vLog Data 
Logging and Reporting System has been set up properly, is functional, and operates with 
a high degree of integrity, security and reliability. 

The Installation Qualification (IQ) protocol template has been designed to ensure that the 
system, composed of both the hardware and the software, has been installed correctly at 
the point of use. The Operation Qualification (OQ) protocol template has been designed 
to ensure that each component of the system performs as intended. 

VL-2000 loggers use Coordinated Universal Time (UTC) to create a base time in every 
logger file.  This provides an absolute reference that the Veriteq vLog software uses to 
display the logger information using the computer’s local time zone.  Sample files for 
multiple time zones have been included on the Veriteq vLog Qualification Protocol CD 
in the \samples\<timezone>\ directory. When implementing this protocol, use the sample 
files located in the directory corresponding to the time zone of the computer being used. 

The appendices contain printouts of both sample graph files and tabular data listings. For 
your reference, Appendix A lists the passwords for all Veriteq vLog sample files that are 
supplied on the Veriteq vLog Qualification Protocol CD. 

A text and binary file editor will be required to complete Section 7.3.2 of this protocol.  
In the event that such an editor is not available to you, UltraEdit, a text and binary file 
editor, has been provided with a Single User license on the Veriteq vLog Qualification 
Protocol CD, in the directory \UltraEdit\.  The file RegInfo.txt, located in the same 
directory, contains the user name and software key for the Single User license.  For 
instructions on using this program, refer to the help file that comes with the UltraEdit 
software. 

This document is provided in Word document format for customization, and is located on 
Qualification Protocol CD in the directory \Qualification Protocol\.   




