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How to Use This Document
This document provides a full list of the tests and checks performed as part of Agilent’s standard IQ and OQ for software 
products in scope of Enterprise Edition Compliance Services.

The software IQ and OQ procedures listed in this document are a set of tests and checks at Agilent recommended criteria and 
limits. The automated delivery tool sets-up the right type and number of tests for the installed computer system configuration.

All tests in this document exist in all Agilent delivery tools.

By agreeing to the terms and conditions of the Compliance Services Exhibit (22V) you are also agreeing to the scope and 
coverage of the Agilent Recommended EQP for the specific qualification service.  Changes to the Agilent Recommended plan 
(EQP) requires prior contractual agreement between customer and Agilent and will be subject to additional charges.

Note:
This document provides an IQ and OQ protocol to verify software installation and proper function and record software & 
hardware configuration. The IQ and OQ reports resulting from execution of the protocol will provide an important component 
of a complete computer system validation compliance package. A full Computer System Validation package may involve 
many procedures and use of this protocol alone does not assure compliance. Agilent Technologies makes no promises or 
representations as to its sufficiency for any specific regulatory program or specific company procedure.

Approval of EQP
Signature provided for customer internal purposes only. Refer to the attached Test Matrix document for details on applicable OQ 
tests for all Software platforms and configuration.

Name and Role Signature and Date

[You cannot save form entries with Adobe Reader. Typed entries and menu selections are printed on your official paper copy when you print.]

DO NOT SEND AGILENT A COPY OF YOUR APPROVED EQP. THIS DOCUMENT IS YOUR OWN RECORD OF APPROVAL.
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Design Qualification (DQ)
Design Qualification (DQ) for commercial lab instruments is recommended by some, but not all, guidances and procedures. 
Defintions of DQ found in guidances and firm-specific validation procedures vary widely around the world. Some firms require 
nothing more than a record (such as certificate) from the instrument manufacturer demonstrating that the lab system has 
been designed for purpose and manufactured to a quality standard. Others treat DQ as the development of a user requirement 
specification document (URS) which can be matched to the IQ and OQ specifications for a manufacturer. Other firms consider 
DQ as including the vendor selection activities.

For your reference, Agilent provides the following statements for DQ purposes:

1.	 All Agilent LC, LCMS, GC, GCMS, UV-Vis and Dissolution hardware and software laboratory products including the ACE 
software used to deliver qualification services, are designed, manufactured, and tested according to Agilent internal Quality 
Life-Cycle Development Procedures.

2.	 Certificates of Agilent testing, validation, and conformance to standards are provided with new Agilent instruments and 
software. Similar certification is provided for ACE software. These certification documents are checked and recorded in 
Enterprise Edition Compliance Services IQ.

3.	 Agilent maintains information describing how products are manufactured and maintains a problem and bug reporting 
program as required by international software quality guidelines.

4.	 Agilent Technologies is capable of installation, support, preventive maintenance, on-going qualification and re-qualification 
after repair and user training worldwide.
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Installation Qualification (IQ) Software
Software IQ checks and tests each client and server as appropriate to the installed configuration. A detailed configuration record 
is made and reported in the final IQ report. The configuration (type of software, number of clients etc.) determines the type and 
number of subsequent OQ tests.

IQ for Agilent software products includes the following:

1.	 Purchase Order Documents: 
Allows the customer to verify that the instrument being qualified matches their design requirements (if available) and 
purchase order. ACCEPTANCE CRITERIA: NONE. JUST A DOCUMENTATION RECORD.

2.	 Preparation and Installation Documents: 
Gathers and records information about preparation and installation documents. ACCEPTANCE CRITERIA: NONE. JUST A 
DOCUMENTATION RECORD.

3.	 System and Installation Documentation: 
Gathers and records information about reference amd user manuals for initial installations. ACCEPTANCE CRITERIA: NONE. 
JUST A DOCUMENTATION RECORD.

4.	 Product Quality Assurance Documents: 
Collects and records certificates and other forms that verify that the vendor has developed and built the product according to 
internal standards. ACCEPTANCE CRITERIA: NONE. JUST A DOCUMENTATION RECORD.

5.	 Start Up Test: 
Verifies that all modules start up properly. ACCEPTANCE CRITERIA: NO ERRORS IN START-UP.

6.	 Software Installation Qualification: 
Verifies the correctness of all files associated with the software product at installation by running the internal software 
verification batch file or the proprietary automated Installation Qualification Tool (IQT). All key components of the software 
are scanned and checked for correctness against a known look-up list of components for the validated and released 
software product.

ACCEPTANCE CRITERIA:

File Report Summary
•	 No missing files or invalid files found
•	 No system file differences found
Registry Report Summary
•	 No invalid registry entries found
Files Registration Report Summary
•	 Not registered files: NONE
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Operational Qualification (OQ) Software
The full list of Software OQ checks and tests for Agilent software products is shown below. The type and scale of the software 
installation determines which exact tests are run in a specific software OQ.

ACCEPTANCE CRITERIA FOR ALL TESTS: ACTUAL OUTPUT / RESULT matches EXPECTED OUTPUT / RESULT.

General Software Tests

Security Tests: Basic Access
This test verifies that administration utilities and the software can only be accessed by valid user/password combinations.

Security Tests: Advanced Access
This test verifies that the password policy capabilities function properly.

Security Tests: User Interface Locking
This test uses interactive and/or time-based lockout of the application or session to verify that the software can prevent 
unauthorized access/impersonation by another user.

Reporting and Calculation Tests: Self Test
This automated test verifies the calculations of the software.

Reporting and Calculation Tests: Reports
This manual test verifies that the software can reproduce report sna dresults according to a predefined template.

Traceability Tests: User Management Audit Trail
This test verifies that the software records the proper log information (electronic signature, dates and time stamp, and  
account information).

Traceability Tests: Data Audit Trail
This test checks that changes to the methods associated with data are properly maintained.

Integrity Tests: Data
This test verifies data integrity as files are stored, retrieved, and transferred. It also verifies that data can only be altered by 
authorized users.

Communication Tests
This test verifies that the software can communicate with instrument modules.

Workflow Test
This test verifies the general workflow of the software overall operation, which may include Security, Algorithm test, and 
additional functionality only available in the specific software.
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Operational Qualification (OQ) Software (continued)

Mass Spectrometry Software Tests

Spectral Library/Evaluation Test
This test verifies that you can create a library, add a compound to it, and then identify the compound and verify the 
identification.

Client/Server Software Tests

Client Test: Server Operation
This test verifies the connection between the client and server using a workflow operation test.

Server Tests: Client Operation
This test verifies that the client used for the server qualification passed the Installation Qualification successfully and can 
connect to the server.

Server Tests: Archive and Restore
This test verifies the server archive and restore capabilities.

Server Tests: Load Test
This test stresses the client/server system with a predefined load of simultaneous data transfers from multiple clients.

Content Management System (CMS) Software (OpenLAB, ECM) Tests

CMS File Operations Test
This test verifies that an authorized user can log on, create a folder structure, and send, delete, and move files to and from the 
content management repository. The audit trail is used to verify performed steps.

CMS check-in Check-out Test
This test verifies that an authorized user can check out a file and that the software forbids another user to check in the file 
when it is already checked out.

CMS E-Mail Notification Test
This test verifies that a notification e-mail is sent after deleting a file.

CMS Print Services Tests: Generic Printer
This test verifies that the print services send data to the content management repository.

CMS Print Services Tests: Abobe Distiller Printer
This test verifies that the print services send data to the content management repository.
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Operational Qualification (OQ) Software (continued)

Content Management Software (OpenLAB, ECM) Tests (continued)

CMS Adobe Acrobat Tests: E-Signature
This test verifies that you can sign a document.

CMS Adobe Acrobat Tests: Template
This test verifies that the system can extract information from Adobe documents to create keys in database.

CMS Associate Files Tests
This test verifies that files can be associated and associations can be broken.

CMS Content Structure Management Tests: Basic Functions
This test verifies that an authorized user can create, manipulate, and delete a content management structure.

CMS Content Structure Management Tests: Filter Function
This test verifies the system filter capabilities by running an automated test.

CMS Archive Test
This test verifies if the system is able to archive data from the repository.

CMS Query Test
This test verifies that queries can find files and user-defined keys.

CMS Scheduled Services and Viewer Test
This test verifies that data is uploaded to the repository as scheduled, and that the uploaded and original data match.

ECM Desktop Integration Test
This test verifies the Integration functionality with Microsoft Office products.

ECM Business Process Manager Test
These tests verify the general performance, e-mail notification and Adobe forms functionality of the BPM module.

Legal and Endorsement
Enterprise Edition and its primary components (ACE software tool, procedures, test design, metrology tools, chemical reference 
standards, operator training materials) has been designed, developed, tested, validated, and released for commercial use 
following Agilent’s Life-Cycle Development Quality Assurance methodology.

Date: April 2014

Services R&D Manager: Michael F. Pope. Santa Clara, California USA
Services Quality Manager: Julio Hector. Santa Clara, California USA

Enterprise Edition is endorsed by Dr. Ludwig Huber on behalf of labcompliance.com.

ACE software is patented. Copyright is claimed by this statement for all original work comprising Enterprise Edition. Any 
unauthorized use, reproduction, or translation will be prosecuted to the maximum extent possible by law. All customer copies of 
EQP approval, final qualification reports, and raw data provided to customer at delivery of the service become the property of  
the customer.
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Standard_EQP Revision History

Revision History of Enterprise Edition Software Protocols

A.01.85 April 2014 Added support for (1) OpenLAB CDS A.02.01; OpenLAB DataStore A.02.01; ICP-MS MassHunter 
C.01.01. 
Increased scope for Waters Empower2 FR1-5 and Empower3, adding acquisition data buffering, 
traceability and security tests.

A.01.84 September 2013 Added support for: (1) Cary WinUV Pharma 3.1 to 5.0; (2) Advanced File Security for OpenLAB CDS 
EZChrom Edition; (3) SpectrAA Software 5.2; (4) MassHunter Workstion for ICP-MS B.01.03 with 
Data Store.

A.01.83 April 2013 Added support for (1) OpenLAB CDS A.01.05, (2) OpenLAB DataStore A.01.02; (3) MassHunter for 
ICP-MS B01.01., B01.02., (4) MassHunter QUANT B.06.00, ACQ GM/MS B.07.00; (5) LC Dissolution 
A.01.02; (6) SpectrAA 5.2 Software; (7) Waters Empower 2 RF5 and 3; (8) Digital Converters 35900E and 
SS420X. No regulatory impact for previously approved EQP’s.

A.01.82  December 2012 Added support for: (1) 280 and 400 Dissolution Workstations; (2) LC Dissolution A.01.01; (3) 
MassHunter ACQ QQQ B.06.00; (4) MassHunter ACQ TOF/Q-TOF B.05.01; (5) MassHunter QUAL 
B.06.00; (7) MassHunter QUANT B.05.02. No regulatory impact for previously approved EQPs.

A.01.81 August 2012 Added support for: (1) MassHunter QUANT B.05.01 & ECM archival; (2) MassHunter ACQ-QQQ B.05.00; 
(3) MassHunter QUAL B.05.00_SP1; (4)OpenLAB CDS A.01.04; (5) OpenLAB DataStore A.01.01; (6) UV-
Visible ChemStation B.04.02; (7) MSD ChemStation E.02.02_SP1.

A.01.80 July 2012 Added support for (1) Cary WinUv 4.x and 5.0; (2) Dissolution WorkStation 1.3. No regulatory impact to 
previously approved EQP’s.

A.01.79 April 2012 Added support for: (1) MassHunter ACQ Q-TOF B.05.00; (2) ChemStation B.04.03-SP1; (3) OLIR A.02.03. 
No regulatory impact for previously approved EQP’s.

A.01.78, January 2012 Added support for (1) OpenLAB CDS A.01.03 (ChemStation and EZChrom Editions). Added tests for 
OpenLab ECM BPM and Desktop Integration. No regulatory impact to previously-approved EQP’s.

A.01.77, November 2011 Added support for (1) MassHunter ACQ B.04.01 SP1/2; (2) MassHunter QUAL and QUANT B.05.00.- No 
regulatory impact to previously-approved EQP’s.

A.01.76, August 2011 Added support for (1) OpenLAB CDS A.01.02 (ChemStation and EZChrom Editions); (2) GCMS 
Productivity ChemStation E.02.02. Protocol revision made independent from ACE revisions. No 
regulatory impact to previously-approved EQP’s.

A.01.75, March 2011 Added support for (1) OpenLAB CDS A.01.01 (ChemStation and EZChrom Editions); (2) MassHunter 
Acquisition QQQ B.04.01; (4) MSD Productivity ChemStation ECM Connectivity. - No regulatory impact 
for previously approved EQP’s.

A.01.74, September 2010 Added support for (1) OpenLAB ECM Enterprise, (2) MassHunter QQQ B.03.01 SP2, (3) MassHunter 
Acquisition Q/TOF B.02.01 SP3, (4) EZChrom Workstation 3.3.2 SP2.- No regulatory impact for 
previously approved EQP’s.

A.01.73, July 2010 Added support for (1) ChemStation B.04.02 SP1, (2) MassHunter B.03.01, (3) Qualitative B.03.01 SP3, 
(4) Quantification B.04.01, (5) CTC Addon A.01.06.- No regulatory impact. 

A.01.72, January 2010 Added Agilent EZChrom support. No regulatory impact.
A.01.71, October 2009 (1) Added E-signature fields (NO REGULATORY IMPACT); (2) added support for (a) MassHunter ACQ 

GC-QQQ B.04.01, MassHunter QUAL B.03.01, and MassHunter QUANT B.03.02; (b) MassHunter ACQ 
QQQ/QTOF/TOF B.02.01 SP1; (c) MassHunter GCMS Supplemental; (d) Headspace CTC A.01.05; (e) 
ChemStation LTM A.01.01; (f) ChemStation OpenLab Intelligence Reporter A.02.01.

A.01.70, April 2009 Added support for (1) ChemStation B.04.01 SP1; (2) MassHunter ACQ GC-QQQ B.04.00, MassHunter 
QUAL B.03.00, MassHunter QUANT B.03.01; (3) MassHunter ACQ QTOF/TOF B.02.01.
Added support for (1) ChemStation B.04.02 SP1, (2) MassHunter B.03.01, (3) Qualitative B.03.01

A.01.60 SR3, February 2009 Added support for (1) ChemStore B.04.02 Client/Server; (2) ChemStore B.04.02 Standalone; (3) Healex 
ChemLaunch C.01.06 for ChemStore Client/Server.

A.01.60 SR2, November 2008 Added support for (1) ChemStation B.04.01 standalone; (2) ChemStation OpenLab integration (21 CFR 
P11); (3) Ion Trap 6.2; (4) MassHunter Acquisition-QQQ B.02.00 and Qualitative B.02.00; (5) Healex 
ChemLaunch C.01.06 for ChemStation; (6) OpenLab Intelligence Reporter.

A.01.60 SR1, July 2008 Added support for MSD ChemStation B.02.00.
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A.01.60, April 2008 Added support for (1) multi-instrument ChemStation products; (2) client/server for ChemStation Plus 
products; (3) GCMS ChemStation E.02.00; (4) MassHunter for QQQ ACQ B.01.04; (5) ChemStation 
B.03.01 SR1.1, ChemStation B.03.02, and ChemStore B.04.01.

A.01.54, January 2008 Added support for MassHunter TOF B.01.03 ACQ, QUAL B.01.03 and QUANT B.01.04.
A.01.53, August 2007 Added support for (1) Agilent MassHunter B.01.02 for Q-TOF; (2) Agilent MassHunter B.01.03 for QQQ; 

(3) Agilent QQQ Security Pack Module.
A.01.50, March 2007 (1) Added support for MSD Productivity ChemStation, MSD Security ChemStation, and Content 

Management System (A.01.40 supported LC/MSD Trap Software, ChemStation, and MassHunter);  
(2) added Spectral Library/Evaluation Test.

A.01.40, December 2006 Initial Software - Operational Qualification.

End of EQP Review Document
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Agilent
Enterprise Edition Compliance


Technical Overview


Differences between revision A.01.76 Enterprise Edition (EE) 
qualification products and previous revisions 


Enterprise Edition revision A.01.76 is a result of seven years of evolution of a 


fl exible service delivery system based on the Agilent Automated Compliance 


Engine (ACE). During that time the qualifi cation protocol underwent its own 


evolution, resulting in the highly successful A.01.7x series of products. A.01.76 


is the result of the migration of the A.01.75 product to the enhanced delivery 


platform. In that process the thoroughly tested suite of tests were ported intact. 


This means that moving from A.01.7x to this new revision will result in the same 


approved test coverage, set points, and limits.


A comparison of revision A.01.76 of the Agilent Enterprise 
Edition Equipment Qualification Report (EQR) with previous 
versions of this protocol
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Enhancements to the 
A.01.76 Equipment Qualification 
Report (EQR) 


Agilent improved the effectiveness of 


the Equipment Qualifi cation Plan (EQP) 


process and improved the structure 


and  clarity of the EQR. The effect is a 


substantial gain in overall quality and 


effectiveness.


1. The electronic version of the EQP 


establishes set point and limit 


conditions. The report includes the 


name and signature information 


attributed to the EQR.


2. Enhanced support for complex 


system confi gurations allows a 


single comprehensive confi guration 


description without need for 


attachments or appendix.


3. Chromatographic plots can be 


displayed along with meta-data 


within each test. Where appropriate, 


meta-data are also displayed in 


graphical form.


4. All set points for a given test are 


contained within the test, for a result 


that is easier to review. A single fi nal 


Pass/Fail assessment can be made 


for all set points within a test.


5. Individual report sections now can 


be ordered and confi gured to your 


specifi c needs.


6. The summary “Certifi cate of System 


Qualifi cation” can be issued as a 


standalone document.


7. Independent data analysis removes 


any perception of self-justifi ed 


acceptance, and eliminates reliance 


on other product validations.


8. Handling of attachments is 


enhanced to manage all supporting 


documentation despite disparate 


sources and document types. 


Equipment calibration and personnel 


qualifi cation records, certifi cates 


of analysis for samples used, and 


time-stamped comments and 


deviation records are managed in 


separate sections of the Attachment 


appendix. Users are prompted to 


validate attachments to ensure 


consistency of the fi nal report.


9. Supporting information for the EQR 


is optimized for electronic review 


and storage. Sections required to 


make an acceptable printed version 


are added to the document only 


when a printed report is requested.


These graphics, taken from example 


reports, illustrate improvements made 


to the A.01.76 EQR.
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Figure 1. Concentration results from Response Linearity test.


Figure 2. Reproducibility of the Injection Precision test.


Figure 3. Session vital constants documented on the front cover and footer of each page of the report, 


including system ID and service and creation date/time stamps.


Service Date:
System ID:


Friday, July 08, 2011 Creation Date: July 08, 2011 2:16:37 PM
6130_RRLC_RA
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Figures 4 and 5. Graphical representation of the channel composition steps fi rst and second derivative, 


for enhanced event-detection reliability in identifi cation and reporting.


Figure 6. Audit log test details, showing data path and host name for traceability.


Impact of differences between 
EQR revisions


1. No changes to test defi nitions or 


testing methodology. The Enterprise 


Edition procedural approach is 


based on a balanced combination of 


metrology and chromatography data, 


not based on inference, and without 


second-level data. This yields a 


system characterization that is free 


from risk.


2. Changes to the integration 


algorithm: EQR’s generated in 


revision A.01.76 use a self-contained 


data reduction engine to ensure 


independence from the measured 


system, and guarantee compatibility 


with the native data system. 


Suitability of the new calculation 


engine is described in the certifi cate 


of validation of the delivery tool ACE 


2.0. This software application is 


designed as a Commercial-Off-the-


Shelf (COTS) product following a 


strict life-cycle quality system.


3. Information that does not add value 


to the report is eliminated. One-time 


information is removed from 


pre-approval archival documentation 


to eliminate redundancy in service-


specifi c reports.


4. Some logging information moved 


to test-specifi c section. Examples 


include the “Data Audit Log”, 


now integrated into each test, 


where it is relevant to the results 


and now easier to review. This 


follows enhancements made in 


automation and traceability, and 


more fl exible support for use-cases. 


This eliminates the need to copy 


data from the system controller 


(chromatography data system, or 


CDS) to the qualifi cation engine 


(ACE 2.0) – now integrated into the 


same logical unit.


5. Some sections have a slightly 


modifi ed structure to support the 


primary use of the A.01.76 EQP as an 


electronic document – yet it remains 


completely compatible with paper-


based record retention policies. For 


instance, the EQR paper signature is 


moved to the attachments section.







ACE A.01.7x Name ACE 1.76 EQR Status Regulatory 
Impact


1 Report Cover Has new graphics Default None


2 Printed Signature Moved to Attachments section Optional None


3 Disclaimer & Warranty Now included on the signature page Default None


4 Table of Contents No changes Default None


5 Test Summary No changes Default None


6 Report Details Superseded now that sections and their sequence order are confi gurable Removed None


7 Concise Revision History Name Changed to “Protocol Details”. Lists revisions per individual test Default None


8 Detailed Revision History Available as external document Removed None


9 Scope & Purpose Not part of the qualifi cation report Removed None


10 Glossary No major Changes. Eliminates non-service related terms. Optional None


11 Qualifi cation Details. Renamed “Service Details”. No other changes. Default None


12 Instrument Details No Changes Default None


13 Protocol, Materials & Calibrated Tools Moved to independent sections Default None


14 General Procedure & Data Export Not part of the qualifi cation results. Removed None


15 Calculation Formulas No changes. Optional None


16 Declaration of Change Control No formal changes Default None


17 Tests Reports No formal changes. New calculation engine. Default Under COTS


18 Digital Data transfer log Removed as independent section. Data is interleaved into each specifi c test. Removed None


19 EQR Electronic Attachments Superseded by the new Attachments section Default None


20 EQR Reference Documentation Superseded by the new Attachments section Default None


21 Electronic Signature No major changes Default None


22 Certifi cate of System Qualifi cation No changes. Optional placement in front or end of report. Can also be issued 
as stand-alone document


Default None


Information, descriptions and specifi cations in this
publication are subject to change without notice.


© Agilent Technologies, Inc. 2011
Published in USA, December 8, 2011


5990-9518EN


www.agilent.com/chem/enterprise


Page-by-page comparison of 
A.01.75 and A.01.76 reports, 
with assessment of 
individual impacts


ACE A.01.76 has the same level of 


report detail as A.01.75. The report 


format aggregates test and related 


sections, is easier to review, while 


enhancing overall data quality and 


information richness of the service. 


The report is supported by extensive 


graphical elements and corroborated by 


auxiliary documents to assure a self-


contained, audit-ready fi nal document.


The following table itemizes the 


individual sections within the EQR, 


denoting their differences from 


previous revisions and assessment of 


its regulatory impact to the service. 


Note that without exception there 


are no modifi cations made beyond 


a layout and document structure 


re-arrangement, all immaterial to 


the signifi cance of the regulatory 


information provided by the service.








Agilent Enterprise Edition —  
Review Document
Risk Assessment and Conformance to  
FDA 21 CFR Part 11 Checklist
Agilent Compliance Engine – Main Rev. A.01.20, 01.30, 01.40,  
01.50, 01.60, 01.70, 02.00, A.02.10, A.02.20


Conformance Checklist


Software Product
AgilentAutomatedComplianceEngine
Revisions A.01.20 1.30 1.40 1.50 1.60
1.70, A.02.00, A.02.10, and A.02.20.
The software enabling tool of the 
Enterprise Edition compliance service 
for for LC, GC, MS, SW, UV, and Disso.


Description
Proprietary commercial software 
developed by Agilent Technologies  
Inc. The software is used to manage 
the procedures, collect data,  
calculate derived data and results  
and generate final reports of 
equipment qualification testing.  
The reports are electronic records.


Intended Use and Regulatory 
Environment


Agilent Compliance Engine is intended 
as a tool for delivering Equipment 
Qualification services on laboratory 
instruments such as chromatography 
systems. The predicate rules affecting 
this software and intended use are: all 
the FDA and equivalent international 
predicate laws (including national 
GMP’s and GLP’s) that relate to 
equipment qualification, calibration 
and system validation.


Risk Assessment: MEDIUM


Risk assessment of a computer 
system, according to latest FDA 
guidance and GAMP guidance, 
depends on the definition and intended 
use of the electronic records handled 
by the system. The Agilent Compliance 
Engine software handles equipment 
qualification records / calibration 
records. These records are secondary 
data - not directly related to either 
drug product quality or patient safety 
or confidentiality.


Record Retention Period


GMP: Typically less than 10 years
GLP: Typically more than 10 years


The retention periods for the 
equipment qualification records 
/ calibration records produced by 
Agilent Compliance Engine should 
be defined by customer policies & 
procedures. These corporate rules 


are in turn interpretations of GMP or 
GLP regulations. For GMP regulated 
labs, the retention period must ensure 
availability of calibration records for 
relevant lab test equipment up to the 
date of disposal of the last drug  
batch record that referenced the lab 
test equipment.


The retention period for a given  
record maybe as little as 1 year or 
as much as 10 years. GMP rules on 
retention periods of qualification / 
calibration records vary between 
country and region.


The retention period guidelines for 
qualification / calibration records of 
test equipment used in GLP studies can 
vary widely from country and region.


Some corporate interpretations of FDA 
and OECD GLP rules infer an indefinite 
retention period for all GLP study 
data including related secondary data 
such as lab equipment qualification / 
calibration records.


Raw Data / Original Record 
Definition


The raw data (GMP terminology) or 
original records (GLP terminology) 
for Agilent Compliance Engine are 
here defined as the electronic records 
generated as Acrobat pdf documents.


Paper prints of the Acrobat documents 
are copies. The paper prints represent 
true and accurate copies of the 
electronic documents.
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Conformance Checklist


FDA 21 CFR Part 11 Assessment


Reference: 21 CFR Part 11 Part B 
Electronic Records 11.10 Controls for 
Closed Systems


a. Validation of systems to ensure 
accuracy, reliability, consistent 
intended performance, and the ability 
to discern invalid or altered records.


Intermediate detector signal 
electronic data are in human 
readable form when viewed 
using Agilent Compliance 
Engine, EZChrom, Cerity ECM 
software products or a number 
of other commercially available 
viewers in Electronic Document 
Managements Systems. Paper 
print copies can be made of the 
raw data if necessary.


Access to Agilent Compliance 
Engine machines is limited 
by operating system security 
managed by Agilent IT policies.


Agilent Compliance Engine 
software is validated by the 
developer (Agilent Technologies 
Inc.) as part of the Enterprise 
Edition compliance service 
R1668A. See “Declaration of 
Compliance Product Validation 
Revision Date 9 September 2013”.


Each individual instance of Agilent 
Compliance Engine software 
is qualified by automated IQ 
at installation. In addition all 
installations on the Agilent 
engineer’s production laptops are 
qualified by automated software 
IQ and semi-automated OQ plus a 
manufacturer’s A/D connection 
calibration check.


b. The ability to generate accurate and 
complete copies of records in both 
human readable and electronic form 
suitable for inspection, review, and 
copying by the agency.


All the report records and 
associated information (such 
as supporting certificates, 
training data) handled by Agilent 
Compliance Engine are in Adobe 
Acrobat pdf.


Copies are complete, accurate  
and in human readable form in 
both paper-printed and  
electronic formats.


c. Protection of records to enable their 
accurate and ready retrieval throughout 
the records retention period.


Agilent Compliance Engine 
protects work-in-progress records 
by use of software access control 
and access control to the Agilent 
Compliance Engine machines. 
Final records are secured by 
Adobe Acrobat 7 digital signature 
and secure burning on to ISO 9660 
format CD-ROM. The lifetime of 
the CD media is 100 years.


These electronic records may in 
turn then be copied onto secure 
centralized electronic document 
management systems (EDMS).


Accuracy and completeness of 
each report record is ensured by 
the secure file format.


d. Limiting system access to  
authorized individuals.


Agilent Compliance Engine 
software access is limited by 
a log-in with password rights 
assigned only to trained and 
certified operators.


e. Use of secure, computergenerated, 
time-stamped audit trails to 
independently record the date 
and time of operator entries and 
actions that create, modify, or 
delete electronic records. Record 
changes shall not obscure previously 
recorded information. Such audit trail 
documentation shall be retained for a 
period at least as long as that required 
for the subject electronic records and 
shall be available for agency review 
and copying.


The report records generated by 
Agilent Compliance Engine have 
system generated time stamps 
automatically inserted into the 
footer of each page of the reports.


Qualification Report records,  
once completed and saved,  
cannot be altered, therefore no 
audit trail of changes is necessary 
or appropriate.


f. Use of operational system checks to 
enforce permitted sequencing of steps 
and events, as appropriate.


Agilent Compliance Engine 
software enforces all the 
sequences and steps that are 
critical to quality and data integrity 
during execution of an equipment 
qualification protocol.
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Conformance Checklist


h. Use of device (e.g., terminal) checks 
to determine the validity of the source 
of data input or operational instruction, 
as appropriate.


11.30 Controls for open systems. 
Procedures and controls to ensure 
authenticity, integrity, and as appropriate, 
confidentiality. Include additional 
measures beyond 11.10 requirements 
such as document encryption and use of 
digital signature standards.


have the education, training, 
and experience to perform their 
assigned tasks. Only trained and 
certified engineer/operators have 
access to Agilent Compliance 
Engine machines and software 
for the purposes of executing 
instrument qualification.


g. Use of authority checks to ensure 
that only authorized individuals can 
use the system, electronically sign 
a record, access the operation or 
computer system input or output 
device, alter a record, or perform the 
operation at hand. 


Agilent Compliance Engine 
software access is limited by 
a log-in with password rights 
assigned only to trained and 
certified operators.


Access to Agilent Compliance 
Engine machines is limited by 
operating system security to 
authorized individuals.


Individually assigned Agilent 
Digital certificates are used in any 
Acrobat digital signatures.


Device checking between  
Agilent Compliance Engine 
machines and the Analog Digital 
Converter is assured by the 
software driver design and the 
calibration & OQ check of Agilent 
Compliance Engine machines. 
This is the only appropriate device 
check requirement.


i. Determination that persons who 
develop, maintain, or use electronic 
record/electronic signature systems 
have the education, training,  
and experience to perform their 
assigned tasks.


All members of the R&D and 
product support teams involved in 
the development of the software 


j. The establishment of, and adherence 
to, written policies that hold individuals 
accountable and responsible for 
actions initiated under their electronic 
signatures, in order to deter record and 
signature falsification.


The official training modules 
in Training@Agilent for GXP 
compliance and operator training 
courses for Agilent Compliance 
Engine software covers the  
above requirements.


k. Use of appropriate controls over 
systems documentation including: 
(1) Adequate controls over the 
distribution of, access to, and use of 
documentation for system operation 
and maintenance. (2) Revision 
and change control procedures to 
maintain an audit trail that documents 
time-sequenced development 
and modification of systems 
documentation. 


Agilent’s product life-cycle 
documentation system meets 
these requirements.


Agilent Compliance Engine is a 
closed system. 


However, electronic distribution 
and sharing of the records 
produced by the system is 
envisaged. Acrobat 7 Digital 
certification may be applied to 
ensure authenticity and integrity 
of the records when outside of 
Agilent Compliance Engine or 
outside a validated EDMS. This 
digital signature technology meets 
the legal requirements for digital 
signatures in all USA State laws 
and relevant European Directives.


Part C Electronic Signatures 11.100 
General requirements.


Approval of the records by 
compliant electronic signature can 
be performed during ‘checkin’ to 
customers’ own validated EDMS.


SAFE technology electronic 
signature approval is offered with 
Enterprise Edition qualification 
services when Agilent 
Compliance Engine is combined 
with Cerity ECM system. The 
SAFE technology e-signature is 
technically fully compliant to the 
electronic signature requirements 
of 21 CFR Part 11 and ensures a 
very high degree of security.


Alternatively use of a compliant 
‘hybrid’ hand-written ink signature 
procedure is made possible by 
the secure e-records with unique 
identification on every page and 
document pagination.
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Conformance Checklist


11.300 Controls for identification 
codes/passwords. 


a. Maintaining the uniqueness of each 
combined identification code and 
password, such that no two individuals 
have the same combination of 
identification code and password.


Conclusion
c. Following loss management 
procedures to electronically 
deauthorize lost, stolen, missing, or 
otherwise potentially compromised 
tokens, cards, and other devices that 
bear or generate identification code 
or password information, and to issue 
temporary or permanent replacements 
using suitable, rigorous controls.Uniqueness of password/


username combination is ensured 
by use of Windows NT log-on for 
the Agilent Compliance Engine 
machine and enforcement of full 
email address as username for 
the Agilent Compliance Engine 
software login. In both cases the 
username is unique and therefore 
the combination is unique.


b. Ensuring that identification code and 
password issuances are periodically 
checked, recalled, or revised (e.g., to 
cover such events as password aging). 


Passwords/usernames for Agilent 
Compliance Engine software 
access are managed by the Agilent 
Product Support Engineer and will 
be recalled or revised periodically 
and for cause. Passwords for 
Agilent Compliance Engine 
machines (using Windows log-on) 
have enforced annual changes.


No tokens, cards or devices are 
currently used in the Agilent 
Compliance Engine system.


d. Use of transaction safeguards to 
prevent unauthorized use of passwords 
and/or identification codes, and to 
detect and report in an immediate 
and urgent manner any attempts at 
their unauthorized use to the system 
security unit, and, as appropriate, to 
organizational management.


Password issuance is at time of 
operator training and certification. 
Sharing of passwords is prohibited. 
Unauthorized use of Agilent 
Compliance Engine is detectable 
at delivery of reports generated by 
Agilent Compliance Engine.


e. Initial and periodic testing of devices, 
such as tokens or cards, that bear 
or generate identification code or 
password information to ensure that 
they function properly and have not 
been altered in an unauthorized manner.


No tokens, cards or devices are 
currently used in the Agilent 
Compliance Engine system. 


Agilent Compliance Engine is a 
medium risk, commercial-off-
the-shelf (COTS) software with 
adequate controls and electronic 
records/electronic signatures 
compliance for its intended use.
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Operational Qualification Test Suite


The USQ Installation Qualification (IQ) Test Suite


Software IQ checks and tests each client and server as appropriate with the installed configuration. A
detailed configuration record is made and reported in the final IQ report. 


IQ for Agilent software products includes the following:


1. Purchase Order Documents:


Allows the customer to verify that the instrument being qualified matches their design requirements (if
available) and purchase order. ACCEPTANCE CRITERIA: NONE.  JUST A DOCUMENTATION RECORD.


2. Preparation and Installation Documents:


Gathers and records information about preparation and installation documents. ACCEPTANCE CRITERIA:
NONE.  JUST A DOCUMENTATION RECORD.


3.  System and Installation Documentation:


Gathers and records information about reference amd user manuals for initial installations. ACCEPTANCE
CRITERIA: NONE.  JUST A DOCUMENTATION RECORD.


4. Product Quality Assurance Documents:


Collects and records certificates and other forms that verify that the vendor has developed and built the
product according to internal standards. ACCEPTANCE CRITERIA: NONE.  JUST A DOCUMENTATION
RECORD.


5. Start Up Test:


Verifies that all modules start up properly. ACCEPTANCE CRITERIA: NO ERRORS IN START-UP.


6. Software Installation Qualification:


Verifies the correctness of all files associated with the software product at installation by running the internal
software verification batch file or the proprietary automated Installation Qualification Tool (IQT). All key
components of the  software are scanned and checked for correctness against a known look-up list of
components for the validated and released software product.


ACCEPTANCE CRITERIA: 
File Report Summary
- No missing files or invalid files found
- No system file differences found


Registry Report Summary
- No invalid registry entries found


Files Registration Report Summary
- Not registered files: NONE


-o-
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USQ Operational Qualification (OQ) Test description


Security 


Basic Access
This test verified that the administrator utilities and software can only be accessed by a valid user/password
combination


Advanced Access
This test verified that the password policy capabilities function properly.


User Interface Locking
This test uses interactive and/or time-based locking of the application or session to verify that the software
can prevent unauthorized access/impersonation by another user.


Reporting and Calculation


Self Test
This automated test verifies the calculation of the software.


Reports
This manual test verifies that the software can reproduce reports and results according to a redefined
template.


Traceability 


User
This test verifies that the software records the proper log information (electronic signature, date and time
stamps and account information).


Data 
This test checks that changes to the methods associated with data are properly maintained.


Integrity 


Data
This test verifies data integrity as files are stored, retrieved and transferred. It also verifies that data can only
be altered by authorized users.


Communication Test:
This test verifies that the software can communicate with connected instrument modules.
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Spectral Library/Evaluation Test (Only for Mass Spectroscopy Software)
This test verifies that you can create a library, add a compound to it, identify the compound and verify the
identification


Client Software Tests


Client Test: Server Operation
This test verifies the connection between the client and server using a workflow operation test.


Server Software Tests


Client Operation
This test verifies that the client used for the server qualification passed the Installation Qualification
successfully and can connect to the server.


Archive and Restore
This test verifies the server archive and restore capabilities.


Load Test
This test stresses the client/server system with a predefined load of simultaneous data transfers from
multiple clients._


Acquisition and Buffering
This test is with systems that are connected to an instrument or data processing system which simulates the
loss of connection. The test is user contributed and the procedure need to be developed within the customer
environment.


Software (OpenLAB ECM) Tests


File Operations 
This test verifies that an authorized user can log on, create a folder structure, and send, delete, and move
files to and from the content management repository. The audit trail is used to verify performed steps.


Check-in Check-out 
This test verifies that an authorized user can check out a file and that the software forbids another user to
check in the file when it is already checked out.


E-Mail Notification
This test verifies that a notification e-mail is sent after deleting a file.


Print Services  Generic Printer
This test verifies that the print services send data to the content management repository.


Print Services  Abobe Distiller Printer
This test verifies that the print services send data to the content management repository.


Adobe E-Signature
This test verifies that you can sign a document.


Adobe E-Template
This test verifies that the system can extract information from Adobe documents to create keys in database.
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Associate Files
This test verifies that files can be associated and associations can be broken.


Basic Functions
This test verifies that an authorized user can create, manipulate, and delete a content management
structure.


Filter Function
This test verifies the system filter capabilities by running an automated test.


Archive 
This test verifies if the system is able to archive data from the repository.


Query 
This test verifies that queries can find files and user-defined keys.


Scheduled Services and Viewer 
This test verifies that data is uploaded to the repository as scheduled, and that the uploaded and original
data match.


-o- 
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The USQ OQ Test Suite


Agilent EZChrom


Agilent EZChrom without Security Enabled (Standalone)
Note: This configuration is applicable for standalone EZChrom installations without the security
turned on and without the user logins. Security features like, Audit Trail and Integrity, are not tested.


Scheduled Test(s)


 Reporting and Calculation Self Test (EZChrom)


 Reporting and Calculation Reports (EZChrom)


 Communication Tests (if Instrument attached)


Agilent EZChrom with Security Enabled (Standalone)


Note: This configuration is applicable for 21CFR Part 11 compliant standalone EZChrom
installations with and without the AFS.


Scheduled Test(s)


 Security Basic Access- EZChrom


 Security Advanced Access-EZChrom


 Security User Interface Locking - EZChrom


 Reporting and Calculation Self Test EZChrom)


 Reporting and Calculation Reports (EZChrom)


 User Traceability -EZChrom


 Data Traceability -EZChrom


 Data Integrity-EZChrom


 Communication Tests (if Instrument attached)


-o-
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ChemStation Family


ChemStation 


 Agilent ChemStation Standalone (without OpenLAB Integration)


Scheduled Test(s)


 Preparation- Agilent ChemStation


 Security Tests: Basic Access (ChemStation) 


 Reporting and Calculation Self Test  (ChemStation) 


 Reporting and Calculation Reports (ChemStation)


 Communication Tests (if Instrument attached)


ChemStation PLUS 


Agilent ChemStation with ChemStore without Security Pack (Standalone)


Scheduled Test(s)


 Preparation: Agilent ChemStation with ChemStore


 Security Basic Access (ChemStation) 


 Security Basic Access (ChemStore)


 Security Advanced Access (ChemStore)


 Security  User Interface Locking (ChemStore)


 Reporting and Calculation Self Test (ChemStation)


 Reporting and Calculation Reports (ChemStation)


 Reporting and Calculation Reports (ChemStore)


 User Traceability (ChemStore)


 Data Traceability (ChemStore)


 Data Integrity (ChemStore)*


 Communication Tests (if Instrument attached)
* For the Japanese field only; the Integrity test must be set to Not Run in the test


specification for ChemStore B.03.01 (or lower) configurations.
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Agilent ChemStation with ChemStore with Security Pack (Standalone)


Scheduled Test(s)


 Preparation: Agilent ChemStation with ChemStore


 Security Basic Access (ChemStation) 


 Security Basic Access (ChemStore)


 Security Advanced Access (ChemStore)


 Security  User Interface Locking (ChemStore)


 Reporting and Calculation Self Test (ChemStation)


 Reporting and Calculation Reports (ChemStation)


 Reporting and Calculation Reports (ChemStore)


 User Traceability (ChemStore)


 Data Traceability (ChemStore)


 Data Integrity (ChemStore)*


 Communication Tests (if Instrument attached)


* For the Japanese field only; the Integrity test must be set to Not Run in the test specification for ChemStore
B.03.01 (or lower) configurations.ChemStation in Client/Server Environments


Agilent ChemStore Server With/without Security Pack (Server)


Scheduled Test(s)


 Preparation-Agilent C/S ChemStore Server


 Client Connectivity-ChemStore


 Security Advanced Access-ChemStore


 Security User Interface Locking -ChemStore


 User Traceability-ChemStore


 Data Traceability-ChemStore


 Data Integrity-ChemStore*


 Archive and Restore -ChemStore


 Load Test -ChemStore
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Agilent ChemStation with ChemStore without Security Pack (Client)


Scheduled Test(s)


 Preparation-Agilent Client ChemStation with ChemStore


 Server Connectivity -ChemStore


 Security Basic Access-ChemStation 


 Reporting and Calculation Self Test-ChemStation


 Reporting and Calculation Report -ChemStore


 Reporting and Calculation Reports -ChemStation


 Communication (if Instrument attached)


Agilent ChemStation with ChemStore and with Security Pack (Client)


Scheduled Test(s)
 Preparation-Agilent Client ChemStation with ChemStore and Security Pack
 Server Connectivity -ChemStore


 Reporting and Calculation Self Test-ChemStation


 Reporting and Calculation Report -ChemStore


 Reporting and Calculation Reports -ChemStation


 Communication (if Instrument attached)
* For the Japanese field only; the Integrity test must be set to Not Run in the test specification for ChemStore


B.03.01 (or lower) configurations.


-o-
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OpenLAB ECM


Note: The server can be separate or combined depending on the configuration.


Scheduled Test(s)


OpenLAB ECM Base (WebServer)


 Preparation -Agilent OpenLAB ECM-Server 


 Client Connectivity 


 Security Basic Access -OpenLAB ECM Server 


 Security Advanced Access -OpenLAB ECM Server 


 User Traceability -OpenLAB ECM Server 


 OpenLAB ECM File Operation-OpenLAB ECM Server 


 OpenLAB ECM Archive-OpenLAB ECM Server 


 OpenLAB ECM Query-OpenLAB ECM Server 


 OpenLAB ECM Checkin Checkout -OpenLAB ECM Server 


 OpenLAB ECM Mail Notification -OpenLAB ECM Server 


 OpenLAB ECM Content Basis Function -OpenLAB ECM Server 


OpenLAB ECM Application Server


 Preparation-Agilent OpenLAB ECM-Server 


 Client Connectivity 


 Preparation 


 OpenLAB Content Filter Functions- OpenLAB ECM Server 
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OpenLAB ECM Transfer Server


Scheduled Test(s)


 Preparation-Agilent OpenLAB ECM-Server


 Client Connectivity


 OpenLAB ECM Checkin Checkout -OpenLAB ECM Server


 OpenLAB ECM Mail Notification -OpenLAB ECM Server


 OpenLAB ECM Content Basis Function -OpenLAB ECM Server


OpenLAB ECM Business Process Manager


Scheduled Test(s)


 BPM E-Mail Notification (If Module is installed)


 BPM Adobe Forms (If Module is installed)


OpenLAB ECM Client Configuration


 Preparation-Agilent OpenLAB ECM-Server


 Client Connectivity


 OpenLAB ECM Generic Print Services -OpenLAB ECM Server


 OpenLAB ECM Distiller Print Services-OpenLAB ECM Server


 OpenLAB ECM Adobe E-Signature -OpenLAB ECM Server


 OpenLAB ECM Adobe E-Templates -OpenLAB ECM Server


 OpenLAB ECM Scheduled Services -OpenLAB ECM Server
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Agilent ChemStation with OpenLAB Integration (Client)


Scheduled Test(s)


 Preparation-Agilent ChemStation OpenLAB ECM Client


 Server Connectivity -ChemStation 


 Security Basic Access-OpenLAB ECM Client


 Security Basic Access-ChemStation


 Security Advanced Access -ChemStation


 Security User Interface Locking -ChemStation


 Reporting and Calculation Self Test -ChemStation


 Reporting and Calculation Reports -ChemStation


 User Traceability -ChemStation


 Data Traceability -ChemStation


 Data Integrity -ChemStation


 Communication Tests


 Reporting and Calculation Reports-ECM Intelligent Reporter
(OpenLAB Client If OLIR installed)


 OpenLAB ECM File Operations-ChemStation


 OpenLAB ECM Generic Printer Services- ChemStation (if
module is installed)


 OpenLAB ECM Distiller Print Services-ChemStation (if module is
installed)


 OpenLAB ECM Adobe E-Signature -ChemStation (if module is
installed)


  OpenLAB ECM Adobe Template -ChemStation  (if module is
installed)


 OpenLAB ECM Scheduled Services -ChemStation  (if module is
installed)
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Agilent ChemStation with OpenLAB Integration (Additional Client)


Note: Use this when the base system (server and minimal one client) is successfully
qualified.


Scheduled Test(s)


 Preparation-Agilent ChemStation OpenLAB ECM Client


 Server Connectivity -ChemStation


 Preparation-Agilent ChemStation OpenLAB ECM Client


 Security Basic Access-ChemStation


 Reporting and Calculation Self Test -ChemStation


 Reporting and Calculation Reports -ChemStation


 Communication Tests


 Reporting and Calculation Reports-ECM Intelligent Reporter
(OpenLAB Client If OLIR installed)


 OpenLAB ECM File Operations-ChemStation


 OpenLAB ECM Generic Printer Services- ChemStation (if
module is installed)


 OpenLAB ECM Distiller Print Services-ChemStation (if module is
installed)


 OpenLAB ECM Adobe E-Signature -ChemStation (if module is
installed)


  OpenLAB ECM Adobe Template -ChemStation  (if module is
installed)


 OpenLAB ECM Scheduled Services -ChemStation  (if module is
installed)


-o-
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OpenLAB CDS


Shared Service Server


OpenLAB CDS Shared Service Server (No ECM) Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS Shared Services Server


 Security Basic Access- OpenLAB CDS Control Panel


 Security Advanced Access -OpenLAB CDS Control Panel


 Security User Interface Locking -OpenLAB CDS Control Panel


 User Traceability -OpenLAB CDS Control Panel


OpenLAB CDS Shared Service Server (ECM) Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS Shared Services Server w/ECM


 Security Basic Access- OpenLAB ECM Client


 Security Basic Access- OpenLAB CDS Control Panel


 Security User Interface Locking -OpenLAB CDS Control Panel


OpenLAB CDS Shared Service Server with Data Store Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS Shared Services Server w/Data Store


 Security Basic Access- OpenLAB CDS Control Panel


 Security Advanced Access -OpenLAB CDS Control Panel


 Security User Interface Locking -OpenLAB CDS Control Panel


 User Traceability -OpenLAB CDS Control Panel


 Data Traceability - OpenLAB CDS Data Store


 Data Integrity -  OpenLAB CDS Data Store


OpenLAB CDS Shared Service Server with Data Store Configuration with Lab Application
and Sample Submission


Scheduled Test(s)
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 Preparation -Agilent OpenLAB CDS Shared Services Server w/Data Store
 Security Basic Access- OpenLAB CDS Control Panel


 Security Advanced Access -OpenLAB CDS Control Panel


 Security User Interface Locking -OpenLAB CDS Control Panel


 User Traceability -OpenLAB CDS Control Panel


 Data Traceability - OpenLAB CDS Data Store


 Data Integrity -  OpenLAB CDS Data Store


 Workflow -Lab Applications
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OpenLAB CDS ChemStation


OpenLAB CDS ChemStation Edition Workstation Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation Edition -WorkStation


 Security Basic Access-OpenLAB CDS Control Panel


 Security Advanced Access-OpenLAB CDS Control Panel


 Security User Interface Locking -OpenLAB CDS ChemStation Edition


 Reporting and Calculation Tests-Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -Reports -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -Reports intelligent Reporter


 User Traceability  -OpenLAB CDS Control Panel


 Communication Tests


OpenLAB CDS ChemStation Edition Networked Workstation Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Networked
Workstation


 Server Connectivity -OpenLAB CDS ChemStation Edition


 Preparation -Agilent OpenLAB CDS ChemStation Edition -Networked Workstation


 Security User Interface Locking -OpenLAB CDS ChemStation Edition


 Reporting and Calculation Tests-Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -Reports intelligent Reporter


 Reporting and Calculation -Reports - OpenLAB CDS ChemStation Edition


 Communication 
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OpenLAB CDS ChemStation Edition Workstation w/ECM Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Networked Workstation w/ECM


 Server Connectivity -OpenLAB CDS ChemStation Edition


 Security Basic Access -OpenLAB ECM Client


 Security Basic Access -OpenLAB CDS Control Panel


 Security User Interface Locking-OpenLAB CDS Control Panel


 Reporting and Calculation Tests-Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -Reports -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -ChemStation intelligent Reporter


 Reporting and Calculation -LC Dissolution Add-on (if module is installed)


 Reporting and Calculation -ECM intelligent Reporter (if module is installed)


 OpenLAB ECM Generic Printer Services- OpenLAB CDS Control Panel (if module is installed)


 OpenLAB ECM Distiller Print Services- OpenLAB CDS(if module is installed)


 OpenLAB ECM Adobe E-Signature -OpenLAB CDS Control Panel (if module is installed)


 OpenLAB ECM Adobe Template -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Scheduled Services -OpenLAB CDS Control Panel  (if module is installed)
 OpenLAB ECM Desktop Integration - OpenLAB CDS Control Panel (If module is installed)
 Communication 
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OpenLAB CDS ChemStation Edition Networked Workstation w/ECM Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Networked Workstation w/ECM


 Server Connectivity -OpenLAB CDS ChemStation Edition


 Security Basic Access -OpenLAB ECM Client


 Reporting and Calculation -Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation  -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -ChemStation intelligent Reporter


 Reporting and Calculation -LC Dissolution Add-on (if module is installed)


 Reporting and Calculation -ECM intelligent Reporter


 OpenLAB ECM Generic Printer Services- OpenLAB CDS Control Panel (if module is installed)


 OpenLAB ECM Distiller Print Services- OpenLAB CDS(if module is installed)


 OpenLAB ECM Adobe E-Signature -OpenLAB CDS Control Panel (if module is installed)


  OpenLAB ECM Adobe Template -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Scheduled Services -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Desktop Integration - OpenLAB CDS Control Panel (If module is installed)


 Communication 


OpenLAB CDS ChemStation Edition Networked Workstation w/Data Store Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Networked Workstation w/Data Store


 Server Connectivity -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation  -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -ChemStation intelligent Reporter


 Communication 


OpenLAB CDS ChemStation Edition Networked Workstation w/Data Store Configuration and
Lab Application with sample Submission and Lab Journal 


Scheduled Test(s)
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 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Networked Workstation w/Data Store
 Server Connectivity -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation  -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -ChemStation intelligent Reporter


 Workflow -Lab Applications


 Communication
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OpenLAB CDS ChemStation Edition Client w/ECM Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Client w/ ECM


 Server Connectivity -OpenLAB CDS ChemStation Edition -Client w/ECM


 Security Basic Access -OpenLAB ECM Client


 Reporting and Calculation -ECM intelligent Reporter (if module is installed)


 OpenLAB ECM Generic Printer Services- OpenLAB CDS Control Panel (if module is installed)


 OpenLAB ECM Distiller Print Services- OpenLAB CDS(if module is installed)


 OpenLAB ECM Adobe E-Signature -OpenLAB CDS Control Panel (if module is installed)


  OpenLAB ECM Adobe Template -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Scheduled Services -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Desktop Integration - OpenLAB CDS Control Panel (If module is installed)


OpenLAB CDS ChemStation Edition Client w/Data Store Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Client w/ Data Store


 Server Connectivity -OpenLAB CDS ChemStation Edition -Client w/Data Store


OpenLAB CDS ChemStation Edition Client w/Data Store Configuration with Lab Application
and Sample submission.


Scheduled Test(s)
 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Client w/ Data Store
 Server Connectivity -OpenLAB CDS ChemStation Edition -Client w/Data Store


 Workflow -Lab Applications 
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OpenLAB CDS ChemStation Edition Instrument Controller Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Instrument Contoller


 Server Connectivity -OpenLAB CDS ChemStation Edition 


 Reporting and Calculation -Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation  -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -ChemStation intelligent Reporter


 Communication 


OpenLAB CDS ChemStation Edition Instrument Controller Configuration. w/ECM


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Instrument Contoller


 Server Connectivity -OpenLAB CDS ChemStation Edition 


 Reporting and Calculation -Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation  -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -ChemStation intelligent Reporter


 Communication 


OpenLAB CDS ChemStation Edition Instrument Controller Configuration w/Data Store


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS ChemStation  Edition -Instrument Contoller w/Data Store


 Server Connectivity -OpenLAB CDS ChemStation Edition 


 Reporting and Calculation -Self Test -OpenLAB CDS ChemStation Edition


 Reporting and Calculation  -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -ChemStation intelligent Reporter


 Communication 







Page 23


USQ Test Matrix - © Agilent Technologies, 2014


OpenLAB CDS Secure ChemStation Workstation


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS Secure ChemStation WorkStation (Full qualification)
 Security Basic Access- OpenLAB CDS Control Panel


 Security Advanced Access -OpenLAB CDS Control Panel


 Security User Interface Locking -OpenLAB CDS Control Panel
 Reporting and Calculation -Self Test -OpenLAB CDS ChemStation Edition
 Reporting and Calculation  -OpenLAB CDS ChemStation Edition


 Reporting and Calculation -ChemStation intelligent Reporter


 User Traceability -OpenLAB CDS Control Panel


 Data Traceability - OpenLAB CDS Data Store


 Data Integrity -  OpenLAB CDS Data Store


 Communication
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OpenLAB CDS EZChrom


OpenLAB CDS EZChrom Edition Workstation Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition -WorkStation


 Security Basic Access-OpenLAB CDS Control Panel


 Security Advanced Access-OpenLAB CDS Control Panel


 Security User Interface Locking -OpenLAB CDS EZChrom Edition


 Reporting and Calculation Tests-Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports intelligent Reporter


 User Traceability  -OpenLAB CDS Control Panel


 Data Traceability -OpenLAB CDS EZChrom Edition


 Workflow - Advanced file security (Optional)


 Communication Tests
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OpenLAB CDS EZChrom Edition Workstation w/ECM Configuration


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom  Edition -Networked Workstation w/ECM


 Server Connectivity -OpenLAB CDS EZChrom Edition


 Security Basic Access -OpenLAB ECM Client


 Security Basic Access -OpenLAB CDS Control Panel


 Security User Interface Locking-OpenLAB CDS Control Panel


 Reporting and Calculation Tests-Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -EZChrom intelligent Reporter


 Reporting and Calculation -ECM intelligent Reporter (if module is installed)


 OpenLAB ECM Generic Printer Services- OpenLAB CDS Control Panel (if module is installed)


 OpenLAB ECM Distiller Print Services- OpenLAB CDS(if module is installed)


 OpenLAB ECM Adobe E-Signature -OpenLAB CDS Control Panel (if module is installed)


  OpenLAB ECM Adobe Template -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Scheduled Services -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Desktop Integration -OpenLAB CDS Control Panel  (if module is installed)


 Communication 
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OpenLAB CDS EZChrom Edition Networked Workstation  Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition -Networked Workstation


 Server Connectivity -OpenLAB CDS EZChrom Edition


 Preparation -Agilent OpenLAB CDS EZChrom Edition -Networked Workstation


 Security User Interface Locking -OpenLAB CDS EZChrom Edition


 Reporting and Calculation Tests-Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports intelligent Reporter
 Workflow - Advanced file security (Optional)
 Communication 


OpenLAB CDS EZChrom Edition Networked Workstation w/ECM Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition -Networked  Workstation w/ECM


 Server Connectivity -OpenLAB CDS EZChrom Edition


 Security Basic Access -OpenLAB ECM Client


 Reporting and Calculation Tests-Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -EZChrom intelligent Reporter


 Reporting and Calculation -ECM intelligent Reporter (if module is installed)


 OpenLAB ECM Generic Printer Services- OpenLAB CDS Control Panel (if module is installed)


 OpenLAB ECM Distiller Print Services- OpenLAB CDS(if module is installed)


 OpenLAB ECM Adobe E-Signature -OpenLAB CDS Control Panel (if module is installed)


  OpenLAB ECM Adobe Template -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Scheduled Services -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Desktop Integration - OpenLAB CDS Control Panel (if module is installed)


 Communication 
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OpenLAB CDS EZChrom Edition Networked Workstation w/Data Store Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition -Networked  Workstation w/ Data Store


 Server Connectivity -OpenLAB CDS EZChrom Edition


 Reporting and Calculation Tests-Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -EZChrom intelligent Reporter


 Communication 


OpenLAB CDS EZChrom Edition Networked Workstation w/Data Store Configuration and Lab
Applications with sample Submission and Lab Journal 


Scheduled Test(s)
 Preparation -Agilent OpenLAB CDS EZChrom Edition -Networked  Workstation w/ Data Store
 Server Connectivity -OpenLAB CDS EZChrom Edition


 Reporting and Calculation Tests-Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -EZChrom intelligent Reporter
 Workflow -Lab Applications
 Communication 
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OpenLAB CDS EZChrom Edition Client (File Server) Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition - Client (File Server)


 Server Connectivity -OpenLAB CDS EZChrom Edition


 Preparation -Agilent OpenLAB CDS EZChrom Edition - Client (File Server)


 Security User Interface Locking-OpenLAB CDS EZChrom Edition


 Reporting and Calculation Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -EZChrom intelligent Reporter
 Workflow - Advanced file security (Optional)


OpenLAB CDS EZChrom Edition Client (ECM) Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition - Client (ECM)


 Server Connectivity -OpenLAB CDS EZChrom Edition


 Security Basic Access- OpenLAB Client


 Reporting and Calculation Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -EZChrom intelligent Reporter


 Reporting and Calculation -ECM intelligent Reporter (if module is installed)


 OpenLAB ECM Generic Printer Services- OpenLAB CDS Control Panel (if module is installed)


 OpenLAB ECM Distiller Print Services- OpenLAB CDS(if module is installed)


 OpenLAB ECM Adobe E-Signature -OpenLAB CDS Control Panel (if module is installed)


  OpenLAB ECM Adobe Template -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Scheduled Services -OpenLAB CDS Control Panel  (if module is installed)


 OpenLAB ECM Desktop Integration - OpenLAB
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OpenLAB CDS EZChrom Edition Client (Data Store) Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition - Client (Data Store)


 Server Connectivity -OpenLAB CDS EZChrom Edition


 Preparation -Agilent OpenLAB CDS EZChrom Edition - Client (Data Store)


 Reporting and Calculation Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -EZChrom intelligent Reporter


OpenLAB CDS EZChrom Edition Client (Data Store) Configuration with Lab
Applications and Sample Submission


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition - Client (Data Store)


 Server Connectivity -OpenLAB CDS EZChrom Edition


 Preparation -Agilent OpenLAB CDS EZChrom Edition - Client (Data Store)


 Reporting and Calculation Self Test -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -Reports -OpenLAB CDS EZChrom Edition


 Reporting and Calculation -EZChrom intelligent Reporter


 Workflow -Lab Application







Page 30


USQ Test Matrix - © Agilent Technologies, 2014


OpenLAB CDS EZChrom Edition Instrument Controller Configuration.


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition -Instrument Controller w/o ECM


 Server Connectivity -OpenLAB CDS Control Panel


 Preparation - Agilent OpenLAB CDS EZChrom -Instrument controller w/o ECM


 Reporting and Calculation Self Test -OpenLAB CDS EZChrom Edition


 Communication 


OpenLAB CDS EZChrom Edition Instrument Controller Configuration with ECM


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition -Instrument Controller w/ ECM


 Server Connectivity -OpenLAB CDS Control Panel


 Reporting and Calculation Self Test -OpenLAB CDS EZChrom Edition


 Communication 


OpenLAB CDS EZChrom Edition Instrument Controller Configuration with Data Store


Scheduled Test(s)


 Preparation -Agilent OpenLAB CDS EZChrom Edition -Instrument Controller w/ Data Store


 Server Connectivity -OpenLAB CDS Control Panel


 Reporting and Calculation Self Test -OpenLAB CDS EZChrom Edition


 Communication 


-o-
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Healex ChemLaunch


Healex ChemLaunch – ChemStore Server with or without Security Pack (Server)


Scheduled Test(s)


 Preparation-Agilent C/S ChemStore Server


 Client Connectivity-ChemStore


 Security Advanced Access-ChemStore


 Security User Interface Locking -ChemStore


 User Traceability-ChemStore


 Data Traceability-ChemStore


 Data Integrity-ChemStore*


 Archive and Restore -ChemStore


 Load Test -ChemStore


*  Test might be carried out the Healex ChemLaunch qualification, and therefore not required to be retested
by Agilent Technologies. If the test is scheduled, it must be performed using the ChemLaunch configuration
and user interface.
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Healex ChemLaunch – ChemStation Server with OpenLAB Integration (Server)


Note: Healex ChemLaunch - ChemStation server without OpenLAB is not supported for Enterprise Edition.


Scheduled Test(s)


 Preparation -Healex ChemLaunch ChemStation ECM Server


 Preparation -Healex ChemLaunch ChemStation ECM Server


 Security Basic Access -OpenLAB ECM Client


 Security Basic Access - ChemStation


 Security Advanced Access -ChemStation


 Security User Interface Locking -ChemStation


 Reporting and Calculation -Self Test ChemStation


 Reporting and Calculation Reports -ChemStation


 User Traceability -ChemStation


 Data Traceability-ChemStation


 Data Integrity  -ChemStation


 OpenLAB ECM File Operation -ChemStation


 Communication Test (Instrument 1 - 20) 


 Reporting and Calculation Reports-ECM Intelligent Reporter (OpenLAB Client If OLIR installed)


 OpenLAB ECM Generic Printer Services- ChemStation (if module is installed)


 OpenLAB ECM Distiller Print Services-ChemStation (if module is installed)


 OpenLAB ECM Adobe E-Signature -ChemStation (if module is installed)


  OpenLAB ECM Adobe Template -ChemStation  (if module is installed)


 OpenLAB ECM Scheduled Services -ChemStation  (if module is installed)


*Test might be carried out the Healex ChemLaunch qualification, and therefore not required to be
retested by Agilent Technologies. If the test is scheduled, it must be performed using the
ChemLaunch configuration and user interface.


-o-
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MassHunter


Agilent MassHunter Quantitative without Security Module (Compliance Module)


Scheduled Test(s)


 Preparation-Agilent MassHunter


 Reporting and Calculation  Reports (Quantitative)


Agilent MassHunter Quantitative with Security Module (Compliance Module)


Scheduled Test(s)


 Preparation-Agilent MassHunter


 Security Basic Access-MassHunter Quantitative Analysis


 Security Advanced Access Access-MassHunter Quantitative Analysis


 Security User Interface Locking -MassHunter Quantitative Analysis


 Reporting and Calculation  Reports (Quantitative)


 User Traceability -MassHunter Quantitative Analysis


 Data Traceability -MassHunter Quantitative Analysis


 Data Integrity -MassHunter Quantitative Analysis


Agilent MassHunter Qualitative without Security Module (Compliance Module)


Scheduled Test(s)


 Preparation-Agilent MassHunter


 Reporting and Calculation  Reports Qualititative


Agilent MassHunter Qualitative with ECM


Scheduled Test(s)


 Preparation-Agilent MassHunter


 Server Connectivity - MassHunter Quantitative Analysis ECM Integration


 Reporting and Calculation  Reports Qualititative
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Agilent MassHunter Qualitative with ECM and Compliance 


Scheduled Test(s)


 Preparation-Agilent MassHunter


 Server Connectivity - MassHunter Quantitative Analysis ECM Integration
 Security Basic Access-MassHunter Quantitative Analysis
 Security Advanced Access Access-MassHunter Quantitative Analysis


 Security User Interface Locking -MassHunter Quantitative Analysis


 Reporting and Calculation  Reports (Quantitative)


 User Traceability -MassHunter Quantitative Analysis


 Data Traceability -MassHunter Quantitative Analysis


 Data Integrity -MassHunter Quantitative Analysis


Agilent MassHunter ACQ with Security Module (Compliance Module)


Scheduled Test(s)


 Preparation Agilent MassHunter


 Security Basic Access-MassHunter Acquisition


 Communication


Agilent MassHunter ACQ 


Scheduled Test(s)


 Preparation Agilent MassHunter


 Communication
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Agilent MassHunter Qualitative with ECM and Compliance 


Scheduled Test(s)


 Preparation-Agilent MassHunter


 Server Connectivity - MassHunter Quantitative Analysis ECM Integration
 Security Basic Access-MassHunter Quantitative Analysis
 Security Advanced Access Access-MassHunter Quantitative Analysis


 Security User Interface Locking -MassHunter Quantitative Analysis


 Reporting and Calculation  Reports (Quantitative)


 User Traceability -MassHunter Quantitative Analysis


 Data Traceability -MassHunter Quantitative Analysis


 Data Integrity -MassHunter Quantitative Analysis


-o-
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ICPMS MassHunter or Workstation


Agilent MassHunter ICPMS Data Store server


Scheduled Test(s)


 Preparation-Agilent MassHunter ICPMS Data Store server
 Security Basic Access-MassHunter ICPMS Data Store server
 Security Advanced Access Access-MassHunter ICPMS Data Store server


 Security User Interface Locking -MassHunter ICPMS Data Store server


 User Traceability -MassHunter ICPMS Data Store server


 Data Traceability -MassHunter ICPMS Data Store server


 Data Integrity -MassHunter ICPMS Data Store server


Agilent MassHunter ICPMS Software with Data Store


Scheduled Test(s)


 Preparation-Agilent MassHunter ICPMS with Data Store


 Server Connectivity-Agilent MassHunter ICPMS Software with Data Store
 Security Basic Access-MassHunter ICPMS Software with Data Store
 Security User Interface Locking -MassHunter ICPMS with Data Store


 Reporting and Calculation Report -Agilent MassHunter ICPMS Software with Data Store


 Communication


Agilent MassHunter ICPMS Software


Scheduled Test(s)


 Preparation-Agilent MassHunter ICPMS with Data Store
 Security Basic Access-MassHunter ICPMS Software 
 Security User Interface Locking -MassHunter ICPMS 


 Reporting and Calculation Report -Agilent MassHunter ICPMS Software 


 Communication
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Agilent MassHunter ICPMS Software with ECM


Scheduled Test(s)


 Preparation-Agilent MassHunter ICPMS with ECM


 Server Connectivity-Agilent MassHunter ICPMS Software with ECM
 Security Basic Access-MassHunter ICPMS Software with ECM
 Security User Interface Locking -MassHunter ICPMS with ECM


 Reporting and Calculation Report -Agilent MassHunter ICPMS Software with ECM


 Communication


Agilent MassHunter ICPMS Software with SDA


Scheduled Test(s)


 Preparation-Agilent MassHunter ICPMS with SDA
 Security Basic Access-MassHunter ICPMS with SDA
 Security Advanced Access Access-MassHunter ICPMS  with SDA


 Security User Interface Locking -MassHunter ICPMS  with SDA


 User Traceability -MassHunter ICPMS with SDA


 Data Traceability -MassHunter ICPMS with SDA


 Data Integrity -MassHunter ICPMS with SDA


 Communication


-o-
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MSD Productivity ChemStation 


MSD Productivity (+DA only) ChemStation 


Scheduled Test(s)


 Preparation -Agilent MSD Productivity Data Analysis ChemStation -WorkStation


 Security Basic Access -Agilent MSD Productivity ChemStation Data Analysis


 Reporting and Calculation-Self Test -Agilent MSD Productivity ChemStation Data Analysis


 Reporting and Calculation-Agilent MSD Productivity ChemStation Data Analysis


 Spectral Library/Evaluation -Agilent MSD Productivity ChemStation Data Analysis


MSD Productivity (+DA only) ChemStation (with ECM)


Scheduled Test(s)


 Preparation -Agilent MSD Productivity Data Analysis ChemStation w/ECM -WorkStation


 OpenLAB ECM File Operation - Agilent MSD Productivity ChemStation Data Analysis


 Security Basic Access -Agilent MSD Productivity ChemStation Data Analysis


 Reporting and Calculation-Self Test -Agilent MSD Productivity ChemStation Data Analysis


 Reporting and Calculation-Agilent MSD Productivity ChemStation Data Analysis


 Spectral Library/Evaluation -Agilent MSD Productivity ChemStation Data Analysis


MSD Productivity  ChemStation 


Scheduled Test(s)


 Preparation -Agilent MSD Productivity Data Analysis ChemStation -WorkStation


 Security Basic Access -Agilent MSD Productivity ChemStation 


 Reporting and Calculation-Self Test -Agilent MSD Productivity ChemStation 


 Reporting and Calculation-Agilent MSD Productivity ChemStation


 Spectral Library/Evaluation -Agilent MSD Productivity ChemStation 


 Communication -MSD ChemStation No ECM
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MSD Security ChemStation  (No OpenLAB integration)


Scheduled Test(s)


 Preparation -Agilent MSD Security ChemStation -WorkStation


 Security Advanced Access - Agilent MSD Security ChemStation


 Security User Interface Locking- Agilent MSD Security ChemStation


 Reporting and Calculation-Self Test- Agilent MSD Security ChemStation


 Reporting and Calculation Reports - Agilent MSD Security ChemStation


 User Traceability - Agilent MSD Security ChemStation


 Data Traceability  - Agilent MSD Security ChemStation


 Spectral Library/Evaluation - Agilent MSD Security ChemStation


 Communication Tests (if Instrument attached)


MSD Security ChemStation  (OpenLAB integration)


Scheduled Test(s)


 Preparation -Agilent MSD Security ChemStation -WorkStation w/ECM


 OpenLAB ECM File Operation -Agilent MSD Productivity ChemStation


 Security Basic Access - OpenLAB ECM Client


 Reporting and Calculation Self Test -Agilent MSD Productivity ChemStation


 Reporting and Calculation Reports - Agilent MSD Productivity ChemStation


 Data Traceability - Agilent MSD Security ChemStation


 Data Integrity  - Agilent MSD Security ChemStation


 Spectral Library/Evaluation - Agilent MSD Security ChemStation


 Communication


-o-
 







Page 40


USQ Test Matrix - © Agilent Technologies, 2014


UV-VIS ChemStation


Standalone without Security Pack Standard, Advanced, Bio Chemical and Dissolution


Scheduled Test(s)


 Preparation - UV-Visible ChemStation.


 Reporting and Calculation Self Test -Standard (Required).


 Reporting and Calculation Self Test - Advanced (If module is installed).


 Reporting and Calculation Self Test - BioChemical (If module is installed).


 Reporting and Calculation Self Test - Dissoultion (If module is installed).


 Communication -


Standalone with Security Pack, Standard, Advanced, Bio Chemical and Dissolution


Scheduled Test(s)


 Preparation - UV-Visible ChemStation.


 Security Basic Access - UV-Visible ChemStation.


 Security Advanced Access - UV-Visible ChemStation.


 Security User Interface Locking - UV-Visible ChemStation.


 Reporting and Calculation Self Test -Standard (Required).


 Reporting and Calculation Self Test - Advanced (If module is installed).


 Reporting and Calculation Self Test - BioChemical (If module is installed).


 Reporting and Calculation Self Test - Dissoultion (If module is installed).


 Communication -
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Standalone with ECM, Standard, Advanced, Bio Chemical and Dissolution


Scheduled Test(s)


 Preparation - UV-Visible ChemStation.


 Server Connectivity - UV-Visible ChemStation.


 Reporting and Calculation Self Test -Standard (Required).


 Reporting and Calculation Self Test - Advanced (If module is installed).


 Reporting and Calculation Self Test - BioChemical (If module is installed).


 Reporting and Calculation Self Test - Dissoultion (If module is installed).


 Communication -


-o-
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Cary WinUV


Full Package with Security


Scheduled Test(s)


 Preparation


 Security Basic Access - Cary WinUV.


 Security Advanced Access - Cary WinUV.


 Security User Interface Locking - Cary WinUV.


 Reporting and Calculation Self Test - Concentration Application.


 Reporting and Calculation Self Test - Enzyme Kinetics Application.


 Reporting and Calculation Self Test - Kinetics Application.


 Reporting and Calculation Self Test - Scanning Kinetics Application.


 Reporting and Calculation Self Test – RNA-DNA Application


 User Traceability – Cary WinUV


 Data Traceability


 Data Integrity – Cary WinUV


 Communication


Full Package without Security


Scheduled Test(s)


 Preparation


 Reporting and Calculation Self Test - Concentration Application.


 Reporting and Calculation Self Test - Enzyme Kinetics Application.


 Reporting and Calculation Self Test - Kinetics Application.


 Reporting and Calculation Self Test - Scanning Kinetics Application.


 Reporting and Calculation Self Test – RNA-DNA Application


 Communication
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Dissolution Package with Security


Scheduled Test(s)


 Preparation


 Security Basic Access - Cary WinUV.


 Security Advanced Access - Cary WinUV.


 Security User Interface Locking - Cary WinUV.


 Reporting and Calculation Self Test - Concentration Application.


 Reporting and Calculation Self Test - Kinetics Application.


 User Traceability – Cary WinUV


 Data Traceability – Cary WinUV


 Data Integrity – Cary WinUV


 Communication


Dissolution Package without Security


Scheduled Test(s)


 Preparation


 Reporting and Calculation Self Test - Concentration Application.


 Reporting and Calculation Self Test - Kinetics Application.


 Communication
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Fiber Optic Dissolution Package with Security


Scheduled Test(s)


 Preparation


 Security Basic Access - Cary WinUV.


 Security Advanced Access - Cary WinUV.


 Security User Interface Locking - Cary WinUV.


 Reporting and Calculation Self Test - Concentration Application.


 Reporting and Calculation Self Test - Kinetics Application.


 User Traceability – Cary WinUV


 Data Traceability – Cary WinUV


 Data Integrity – Cary WinUV


 Communication


Fiber Optic Dissolution Package without Security


Scheduled Test(s)


 Preparation


 Reporting and Calculation Self Test - Concentration Application.


 Reporting and Calculation Self Test - Kinetics Application.


 Communication
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Bio Package with Security


Scheduled Test(s)


 Preparation


 Security Basic Access - Cary WinUV.


 Security Advanced Access - Cary WinUV.


 Security User Interface Locking - Cary WinUV.


 Reporting and Calculation Self Test - Concentration Application.


 Reporting and Calculation Self Test - Kinetics Application.


 User Traceability – Cary WinUV


 Data Traceability – Cary WinUV


 Data Integrity – Cary WinUV


 Communication


Bio Package without Security


Scheduled Test(s)


 Preparation


 Reporting and Calculation Self Test - Concentration Application.


 Reporting and Calculation Self Test - Kinetics Application.


 Communication


-o-
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Dissolution Workstation


Dissolution Workstation


Scheduled Test(s)


 Preparation


 Basic Security Access – Dissoltion WorkStation


 Security User Interface Locking – Dissolution Workstation


 User Traceability - Dissolution Workstation.


 Communication


-o-
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Empower


WorkStation without Security


Scheduled Test(s)


 Preparation - Waters Empower.


 Workflow -Waters Empower


 Communication


WorkStation with Security


Scheduled Test(s)


 Preparation - Waters Empower.


 Workflow -Waters Empower


 User Traceability -Waters Empower


 Data Traceability - Waters Empower


 Data Integrity- Water Empower


 Communication
 Acquisition Data Buffer -Water Empower (Optional test User contributed)


Empower Server without Security


Scheduled Test(s)


 Preparation - Waters Empower.


 Workflow -Waters Empower


Empower Server with Security


Scheduled Test(s)


 Preparation - Waters Empower.
 Workflow -Waters Empower
 User Traceability -Waters Empower


 Data Traceability - Waters Empower


 Data Integrity- Water Empower
 Acquisition Data Buffer -Water Empower (Optional test User contributed)
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Empower LAC/E Instrument Controller -  Without Security.


Scheduled Test(s)


 Preparation - Waters Empower.


 Workflow -Waters Empower


 Communication


Empower LAC/E Instrument Controller -  With Security.


Scheduled Test(s)


 Preparation - Waters Empower.


 Workflow -Waters Empower


 Communication
 Acquisition Data Buffer -Water Empower (Optional test User contributed)


Empower Enterprise Processing Client without Security


Scheduled Test(s)


 Preparation - Waters Empower.


 Workflow -Waters Empower.


Empower Enterprise Processing Client with Security.


Scheduled Test(s)


 Preparation - Waters Empower.


 Workflow -Waters Empower.


-o-
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Spectra AA


Spectra AA with or without Security and only Flame Algorithm


Scheduled Test(s)


 Preparation - Agilent SpectrAA


 Reporting and Calculation Self Test - Flame Algorithm


 Communication


Spectra AA with or without Security and only Zeeman Algorithm


Scheduled Test(s)


 Preparation - Agilent SpectrAA


 Reporting and Calculation Self Test - Zeeman Algorithm


 Communication


Spectra AA with or without Security and Flame and Zeeman Algorithms


Scheduled Test(s)


 Preparation - Agilent SpectrAA


 Reporting and Calculation Self Test - Flame Algorithm


 Reporting and Calculation Self Test - Zeeman Algorithm


 Communication


-o-
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ADC


35900E with Two Channels


Scheduled Test(s)


 Preparation - Analog to Digital Converter


 Hight Accuracy


 Area, Height and Retention Time Precision - ADC


 Height Linearity - ADC


SS420X with four Channels


Scheduled Test(s)


 Preparation - Analog to Digital Converter


 Hight Accuracy


 Area, Height and Retention Time Precision - ADC


 Height Linearity - ADC


Please note that Single or multiple channels may be qualified under scheduled tests.


-o-
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