digene® HC2®
System Software
User Manual

For use with digene HC2 System Software version 3.4
as part of digene HC2 System Suite 4.4

C€

IVD

QIAGEN
19300 Germantown Road
Germantown, MD 20874

USA

QIAGEN GmbH
REP QIAGEN Strasse 1

40724 Hilden

GERMANY

9024225 Rev. 01

— Sample to Insight QIAGE



Trademarks: QIAGEN®, Sample to Insight®, digene®, HC2®, Hybrid Capture®, Rapid Capture® (QIAGEN Group); Clinical and Laboratory Standards Institute® (Clinical and
Laboratory Standards Institute, Inc.); Excel®, Internet Explorer®, Microsoft®, Windows® (Microsoft Corporation); McAfee® (Infel Corporation); Unicode® (Unicode, Inc.).

Microsoft product screen shots reprinted with permission from Microsoft Corporation.

Registered names, trademarks, efc., used in this document, even when not specifically marked as such, are not to be considered unprotected by law.

© 2014-2015 QIAGEN, all rights reserved.

digene HC2 System Software User Manual 08/2015



Contents

1 INFFOAUCTION 1.t 11
1.1 About this manual.........cccooiiii 11

1.1.1  References to custom assay protocols.............cc.ocovuiiiiiiiviiriiiiiiiiieeiiees 11

1.2 General information..........c.coiiiiiiiii e 11

1.2.1  Technical assistance.........c.ccoviiiiiiiiiiiiiiii i 11

1.2.2  Version Management ............uuuiiiiiieiiiiiiiiiiiieee e 11

1.2.3  Policy Sat@MENt.......oiiieiiiiiii et 12

1.2.4  Software license agreement .............coociiiiiiiiiiiiiiiiiie e 12

1.2.5  LICENSE GraNt.cco ittt 12

1.2.6 ReSHICHONS. ..ot 12

1.2.7  Termination and transfer.............ccoiiiiiiiiiiii e 12

1.2.8  Communication of license agreement..................ccceovviiiiviiieiiiiieiiieeie, 13

1.2.9  Unauthorized use and compliance............ccoooiiiviiiiiiiiiiiicee 13

1.2.10 Warranty and special provisions..............ccooviiiiiiiiiniieiiieeciee e 13

1.2.11 Limitation of liabilify .........oooiiiiiiii e 13

1.3 INteNded USE ..oooueiiiieiie et 13

1.3.1  Requirements fOr USErs...........cocuiiiuiiiiiieiiieeeiie et 13

1.4 Operating SOfWAre.....ccuviiiiiiiii e 14

2 Safety INFOrmation .......iiii i 17
2.1 PIOPEI USE e 17

2.2 Electrical Safely .....cc.oiiiiiiiiiii i 18

3 FUNCHONGAI DESCIIPHON . ...ttt 19
3.1 The digene HC2 System Software............ccceiiiiiiiiiiiiiiii e 19

4 Unpacking Procedures .............ooouiiiiiiiiiiieeie e 20
4.1 Materials provided ...........cooviiiiiiiiiii e 20

4.2 Unpacking the digene HC2 System hardware.............ccccooovviieiiiiiiiiiiiceeie, 20

5 INSEAIIAHION ... 21
5.1  Connecting the digene HC2 System hardware components............ccccccceeienee. 21

5.2 Installing the digene HC2 System Software............ccooveriiiiiiiiiiiiiiiicicee 21

digene HC2 System Software User Manual 08/2015



5.3 Installing the digene HC2 System assay protocols .............cccooveieviiiiiiiiennnennn, 22

5.4 Setting up the Windows operating system .............cccooviuiiiiiievinieiiiieeiieeeiieens 22
5.4.1  Switching the control panel display to Classic View...........cccccoviieniinnne.. 23
5.4.2  Specifying the printer paper Size ..........ccccooviiiiiieiiiiiiieee e 23
5.4.3 Configuring the monitor screen resolution .............ccc.coovvieviiiiiiiiiiieen 25
5.4.4  Setting up page NUMbBErING........ccovuiiiiiiiiiiie ittt 26
5.4.5 Configuring regional Options ..........c..coccviiviiiiiiiiiiieeeie e 27
5.4.6  Setting up user accounts in the Windows operating system........................ 29

5.5 Uninstalling the digene HC2 System Suite software ............cccooeiiiiiiiiiiinne, 29

5.6 ViIrUS SCONMNEIS ..ttt e e 30

6 SOMWAIE FEAMUIES. ...ttt 31

6.1 Using the Plates tab ............c.cooiiiiiiiiiiiiiii e 32
6.1.1  Using the Create/Edit Layout Window .............cceviiiaiiiniiiiiiiieec e 36
6.1.2  Using the Header Information dialog box.............cccocoviiiiiiiiiiiiii, 43
6.1.3  Using the New/Edit Specimens dialog box ................ccccoeviiiiiiiiiiiiin 45
6.1.4  Using the Edit Specimen and Edit Multiple Specimens dialog boxes ............ 51

6.2 Using the Measure tab ..............ccoiiiiiiiiiiiiiiie e 54

6.3 Using the Assay Protocols tab ................coociiiiiiiiiiii 57
6.3.1  Using the Edit IVD Assay Protocol dialog box.............cccoociiviiiiiiniinn, 60
6.3.2  Using the View IVD Assay Protocol dialog box................ccoooiviiiiiiiinin. 61
6.3.3  Using the Quality Control List dialog box...........cccoooiiiiiiiiniiiii 69
6.3.4  Using the Specimen List window .............coooiiiiiiiiiiiiiiiicc 71

6.4 Using the Patients fab ................ccoooiiiiiiiiiiiii e 77

6.5 Usingthe Trends tab ..............ccooiiiiiiiiiiiii e, 78

6.6 Using the Users tab............c..oooviiiiiiiiiiiii e, 81

6.7 Using the Utilities/Settings tab.................ccccoooiiiiiiiiii e, 83
6.7.1  Using the Audit Log Window ............ccoooiiiiiiiiiiiiiiiieic e, 89

6.8  Using the Luminometer Settings tab ...............ccccooiiiiiiiiiiiiiiiiee e 92
6.8.1  Using the Luminometer Settings tab with a DML 3000 ................cccvveennn.n. 92
6.8.2  Using the Luminometer Controls dialog box with a DML 3000................... 94
6.8.3  Using the Luminometer Settings tab with a DML 2000 ................cccvveennn.n. 96

digene HC2 System Software User Manual 08/2015



6.8.4  Using the Luminometer Controls dialog box with a DML 2000................... 99

6.9 Using the QIAGEN Report Viewer window.............ccccoviiiiiiiiiiiiieeieee e 102
7 General OPerahon...........oiuiiiiii ettt 103
7.1 Starting the digene HC2 System ..........cccoviiiiiiiiiiiniiiiiiici e 103
7.2 Shutting down the digene HC2 System...........cc.ccooviiviiiiiiiiieiiiecie e 104
7.3 MONAGING USEIS ..eiiiieeeiieiiee ettt e ettt e e e e e et e e e e e e e e 105
7.3.1  Creating @ USET ....oeiiiiiiiiiiiiiiieeeee e 106
7.3.2  Modifying @ USEr.....coiiiiiiiiiii i 107
7.4 Setting the security PAramMELers ...........ccoviriiiiiiiriieiieie e 109
7.4.1  Setting the inactivity Mer ........cccooiiiiiiiiiiiii et 109
7.4.2  Setting the password expiration ...............ccceriviiiioiiieeiie e 109
7.4.3  Setting the allowed login attempts ..........ccccoooiiiiiniiiniiiiiec 110
7.4.4  Setting the password history depth .........c.ccooiiiiiiiiniiii 110
7.5  Setting up the digene HC2 System Software ...........ccccoceeriiniiiiiiniiniine, 110
7.5.1  Determining the access level required to accept results.................cc........ 110
7.5.2  Modifying the prompt during plate measurement..............cc..coevvevnennne. 11
7.5.3  Modifying the laboratory information.............cccooviiiiiiiii 11
7.5.4 Managing the archive sethings ...........cccooiiiiiiiiiiiiii, 112
7.5.5  Setting up the RCS Bar Code Reader directory..........ccccovviiiiiiiiniancenn 113
7.6 Managing the data export SEHiNGS ..........ccveeviiiiiiiiiiiceie e 114
7.6.1  Setting up data export using the CLSI standards ...............ccceeeviiivnirnnnn. 114
7.6.2  Setting up data export using the HL7 standards.........ccccoocveviiiiinienene 115
7.6.3  Setting up bidirectional communication ...........cccccooviiiiiiiiiiiii 115
7.6.4  Determining if preliminary results are exported.................cccoeeviiiininnnn. 116
7.6.5 Determining if accepted results are automatically exported..................... 17

7.6.6  Determining if calibrator and quality control results are exported

for failed assays ......oouiiiiiiii 117

7.7 Using a hand-held bar code reader...............cccoooviiiiiiiiiiiicce 117
7.8 Managing the DML instrument...........ccceiiiiiiiiiiiiie e 117
7.8.1  Adding a DMLINSIrUMent ......cc.cooiiiiiiiiii i 118
7.8.2  Modifying the seftings of a DML instrument...........cccooviiiiiiiiniiiie, 119

digene HC2 System Software User Manual 08/2015



7.8.3  Performing a mechanical test ..............cccoeoviiiiiiiiiiiiec e, 120
7.8.4  Understanding the background baseline (100) reading...............couv..... 120
7.8.5 Performing a background baseline (100) reading ..........ccccceevviiienninnnne. 121

7.8.6  Setting the frequency of background baseline (100) reading reminders ... 121

7.8.7 Understanding the plate background (10) reading ...........ccccovvviivninnne. 122
7.8.8  Controlling the DML instrument manually .............coovviiiiiiiiiieiiiee, 123
7.8.9  Deleting a DML inStrUmMeNt ............ccviiiiiiioiiiieiie e 123
7.9 Understanding assay protocols............cceeoiiiiiiiiiiiiiiiiceieece e 123
7.9.1  Viewing assay protocol information .............ccccciiiiiiiniiiiiiiiiieee, 124
7.9.2  Printing and saving assay protocol information ................ccccoviiivninnnn 124
7.10  Modifying assay protocols............cocuiiiiiiiiiiiiiiiieeii e 125
7.1 Deleting an assay protocol .........cccveviiiiiiiiiniiiiiiie e 125
7.12  Restoring the digene HC2 System assay protocols............cccoovvvienienicenn. 126
7.13 Understanding SPeCimens ..........oouiiiiiiiiiiieeiie e 127
7.13.1 Understanding specimen types............cc.eeevuiiieiiieiiieeeiee e 127
7.13.2 Changing the default specimen type of an assay protocol ...................... 128
7.13.3 Understanding specimen Status ............ccoeoiiieiiieiniiieniie e 129
7.13.4 Understanding the refest algorithm...............ccocoiiiiiiiiii 129
7.13.5 Refesting a specimen using replicates...........cccevvieriiniiiniiiioiieiieieniene 130
7.14 Creating SPECIMENS ...ooiiiiiiiiiiii i 131
7.14.1 Creating a specimen from a test order from the LIS...............ccooeivninnnn 131
7.14.2 Creating a specimen individually............coccooiiiniiniiiii 132
7.14.3 Creating a series of Specimens...........c.ccovviiiiiiiiniiiice e 133
7.14.4 Creating specimens from a text file ............ccccooeiiiiiiiiiiiiiic, 133
7.14.5 Copying unbound specimens to an assay protocol ................cccveevvennne. 135

7.14.6 Copying specimens from one assay protocol to another assay protocol ... 135

7.15  Viewing specimen information ...........ccoceviiiiiiniiiniiiiii 136
7.16  Modifying specimen information .........c.cccociiiiiiniiiniiiniii 136
7.16.1 Modifying a single specimen using the Edit Specimen dialog box............ 137

7.16.2 Modifying multiple specimens using the Edit Multiple Specimens
dIAlog DOX ...t 138

digene HC2 System Software User Manual 08/2015



7.16.3 Moadifying a single specimen or multiple specimens using
the Edit Unbound Specimen dialog box .............cccooiiiiniiiiiiiii, 139

7.16.4 Modifying a single specimen using the New/Edit Specimens dialog box.. 139
7.16.5 Modifying multiple specimens using the New/Edit Specimens dialog box. 140

7.17  Printing or saving a list of specimens...............cccoooiviiiiiiiiiiiicie e 142
7.17.1 Printing a list of unassigned specimens.............cccoociiiiiiiiiiieiiee, 142
7.18 Exporting unassigned specimens ...........c.coouverieriiniiiiiieie e 143
7.19  Deleting SPecimens .......ccuiiiiiiiiiieiieiie et 143
7.19.1 Deleting an unbound specimen ................cccoeiviiiiiiiiiiie e 144
7.19.2 Deleting a specimen using the Specimen List window............................. 144
7.19.3 Deleting a specimen using the Create/Edit Layout window ..................... 145
7.20  Managing PAti@Nts ...........coeiiiiiiiiiiiii et 145
7.20.1 Creating a patient from a test order from the LIS...............cccooeiiivninnnn 145
7.20.2 Creating @ PAti@Nt ......eeeiiieee e 146
7.20.3 Viewing patient information ..........cccceiiiiiiiiiiiie e 146
7.20.4 Modifying patient information ...........ccocoviiiiiiiiiniiii e 146
7.20.5 Creating a patient COMMENT..........ueeiiiiiiiiiiiiiiiiieee e 147
7.20.6 Modifying a patient Comment..............cceeeeiiiiiiiiiiiiieiee e, 147
7.20.7 Deleting a patient COMMENt ...........cc.ccovviieiiiiiiiieiiie e 148
7.20.8 Deleting a patient ID..........cc.ooviuiiiiiiiiiie et 148
7.21 Managing kit ots .........cuiiiiiiiiii 148
7.21.1 Creating @ kit lof .....ooiiiiiiiii e 149
7.21.2 Modifying kit lot parameters ..............cocvieiiiiiiiiiiii e, 149
7.21.3 Deleting @ kit lof........oooiviiiiiiiiiii i 149
7.21.4 Printing or saving kit lot information ............cccceiiiiiiiniini 150
7.22  Managing quality controls ..........ccceiiiiiiiiiiiiiii 150
7.22.1 Creating an optional quality control............ccccoviiniiniiniiiiiicc 151
7.22.2 Modifying a required quality control..............ccccoovviiiiiiiiiiiieiec, 152
7.22.3 Modifying an optional quality control .............ccccooviiiiiiiiiiii, 152
7.22.4 Deleting an optional quality control ..........c.cooiiiiiiiiiiiiii 153
7.22.5 Printing or saving a list of quality controls............ccoceiiiniiiiiiiinn 153

digene HC2 System Software User Manual 08/2015



7.23 Understanding plates ...........ccoooviiiviiiiiiiieciiecie e 153
7.24  Creating a hybridization plate from a pre-analytical instrument................... 155

7.24.1 Understanding quality controls on a plate created from

a pre-analytical instrument ..........cccooiiiiiiiiice e 157
7.24.2 Understanding unclear and invalid specimens.............c....cccooviiivnnnnnn. 157
7.25  Modifying a hybridization plate created from a pre-analytical instrument ..... 158

7.25.1 Modifying the quality controls on a plate created from

a pre-analytical instrument ..........ccccooiiiiiiiiii e 158

7.25.2 Modifying the specimens on a plate created from

a pre-analytical instrument ............coooiiiiiiiiii e 158

7.26  Creating a hybridization plate manually ..........c...ooooiiiiiiiiii 159
7.26.1 Creating a hybridization plate ID .............occviiviiiiiiiiiiiieccie e, 159
7.26.2 Adding an assay protocol to a plate .........cccooiiiiiniiniiniii 160
7.26.3 Adding a quality control to a plate .........ccccevoiiiiiniiniiii 161
7.26.4 Adding a specimen to a plate ............cocuiiiiiiiiiiiiiie e, 162
7.27  Modifying the plate ...........cccoiiiiiiiiiiiiii e 164
7.27.1 Moving an assay protocol on the plate layout grid ...........ccccoooiiivnirnnnn. 164
7.27.2 Moving a specimen or quality control on the plate layout grid ................ 164
7.28  Associating a capture plate with a hybridization plate............ccccoooeniie. 165
7.28.1 Associating a capture plate automatically.............cccoooviiiiiiiiiiiiii, 165
7.28.2 Associating a capture plate ID manually...............ooooeiviiiiiiiiiiii, 166
7.29  Printing @ plate......cooviiiiiiiiie e 167
7.30  Deleting a plate.......ccoiiiiiiiiiiiie 167
7.31 Measuring @ Plate .......cviiiiiiiiii i 167
7.31.1 Canceling plate measurement .............ccccoovviiviiiiiiiieiie e, 170
7.32  Measuring a plate as raw data ...........ccceieiiiiiiiic e 171
7.33 Generating test FEPOMS ........uviiiiiieiiiiiiec et 172
7.33.1 Understanding the raw data plate report...........ccooociiiiiiiiiiiiiiiie, 173
7.33.2 Understanding the plate report............cccoiiiiiiiiiiiiiiiiecee 175
7.33.3 Understanding the column report..............cccoiiviiiiiiiiiiiiiiic e, 178
7.33.4 Understanding the assay report............c..cooviiviiiiiiiieiiiecie e, 182

digene HC2 System Software User Manual 08/2015



7.34 Generating SpPeCimMen rePOITS .......ceeiiiiiiiiiiiiiiiiiie 187

7.34.1 Understanding the individual specimen report.............cc.ccoocvveviiivninnnn. 188
7.34.2 Understanding the specimen history report ..........cccccoeviiviiiiiaiienicennnn 190
7.35 Understanding test results ...........ccooiiiiiiiiiiiieiie e 192
7.35.1 Viewing assay validation results ............ccoccoiiiiiiiiiiii e 193
7.35.2 Understanding split results ...........ccccoiiiiiiiiiiiiieeee 193
7.35.3 Clearing the status of a specimen .............cccccooviiiiiiiiiiiiie e, 193
7.35.4 Re-measuring @ plate ........occeiiiiiiiiiiiiie e 194
7.35.5 Re-measuring @ SPECIMEN ......ccuuuviiiiiieiiiiiiiiieice e 195
7.36  ACCEPtNG TESUILS ....c.vviiiiiiiiii e 196
7.37 Generating trending repOrts..........ccc.eooiuiiiiiieiiie et 197
7.37.1 Understanding the patient trending report.............ccceeeviiiiiiiiniiiniee, 199
7.37.2 Understanding the quality control trending report ...........cccccevviiiinnnnnne. 201
7.37.3 Understanding the calibrator trending by kit lot report.............ccccoueene 203
7.37.4 Understanding the calibrator trending by user report .............ccc.ccoveeene. 205
7.37.5 Understanding the specimen trending report...............ccceeveviiiviieennnnnn. 207
7.37.6 Understanding the background baseline (100) trending report................ 208
7.37.7 Understanding the plate background (10) trending report ...................... 210
7.38  Backing Up data......c.ciiiiiiiiiiiiiite e 212
7.39  EXPOMiNg datQ .....oioiiiiiiii et 213
740  Creating an archive ..........oooviiiiiiiiie e 214
7.40.1 Viewing an archive..........cooiiiiiiiiiiiiii i 215
7.40.2 Recovering an archive.............cccooiiiiiiiiiiiiii i 216
7.40.3 Transferring an archive to a USB storage device ..............ccccovviivninnnn. 217
7.41 Viewing the audit [og.......ooiiiiiiiiie i 217
8 MAINTENANCE .o 219
9 Troubleshooting .........oiiiiii e 220
9.1 DML instrument performance problems and error messages...............cc.coue... 220

9.1.1 Initialization or communication error messages between the
HC2 System computer and the DML instrument............ccocceniiiniinicinncnn. 220

9.1.2  DOOr iS OPEN MESSUGE. ...eeteeeiiiiiiiiiiiieeete ittt e e e et e e e e e e 221

digene HC2 System Software User Manual 08/2015



9.1.3  Rattling noises in the DML instrument..............ccceovriiiviiieeiiiieiec e, 221

9.1.4  Very high RLU readings across the plate...........cccooiiiiiiiiiiiiiie 222
9.1.5  Iris failed to open Message ...........ooviiiiiiiiiiiiie e 222
9.1.6  Erratic results for empty wells and low intensity specimens...................... 223
9.2  Errors in associating capture plate IDs using the RCS Bar Code Reader ........... 223
9.2.1  No bar codes are scanned ............cccoooiiiiiiiiiiii 224
9.2.2 Initial scan of the hybridization plate failed ................cccoooviiiiiiiin 224
9.2.3 Initial scan of the capture plate failed.............ccccoiviiiiiiiii 225
9.2.4  Final scan of the capture plate failed .............ccccooiiiiiiiii 225
9.2.5 Final scan of the capture plate did not match the initial scan of
the capture plate.......cc.ooiiiiiiiiic e 226
9.3 Errors exporting datQ .......ccuuiiiiiiiiii e 226
9.3.1  Error during transmission to LIS............cccooviiiiiiiiiiiiciccicee e, 226
9.3.2  Plate maintains an export status of transmitting............cc.coeveeriiivrnnrnne. 226
9.4 Plate background €rrors ..............cocuiiviiiiiiiiiiii e 227
9.5  Failure creating a hybridization plate from a pre-analytical instrument ............. 228
TO  GlOSSANY ottt 229
APPENdix A — Technical DalG. ... ovve.ooeoeeeeee oo 233
APPENGiX B — ABBIEVIGHONS ... ovveoeeeeeeeee oo oo 235
INAEX e 236

digene HC2 System Software User Manual 08/2015



1 Introduction

Thank you for choosing the digene Hybrid Capture® 2 (HC2) System Software. We are confident

it will become an integral part of your laboratory.
Before using the digene HC2 System Software, it is essential that you read this user manual

carefully and pay particular attention to the safety information. The instructions and safety

information in the user manual must be followed to ensure safe operation.

1.1 About this manual

This user manual provides instructions on using the digene HC2 System Software to measure and
analyze specimens in conjunction with a digene Microplate Luminometer (DML) instrument. Use
this user manual along with the other user manuals provided as part of the digene HC2 System
Suite.

1.1.1 References to custom assay protocols

Custom assay protocols are not applicable for IVD use of the digene HC2 System Software.

1.2  General information

1.2.1 Technical assistance

At QIAGEN we pride ourselves on the quality and availability of our technical support. If you

have any questions or experience any difficulties, do not hesitate to contact us.

QIAGEN customers are a valuable source of information regarding our products. We encourage

you to contact us if you have any suggestions or feedback concerning our products.

For technical assistance and more information, contact QIAGEN Technical Services or a local

distributor (see back cover).
1.2.2  Version management
This document is digene HC2 System Software User Manual, 9024425, Rev. O1. This user

manual is for use with digene HC2 System Software version 3.4 as part of digene HC2 System
Suite 4.4.
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1.2.3  Policy statement

It is the policy of QIAGEN to improve products as new techniques and components become
available. QIAGEN reserves the right to change specifications at any time. In an effort to produce
useful and appropriate documentation, we appreciate your comments on this user manual. Please
contact QIAGEN Technical Services.

1.2.4 Software license agreement

The license agreement for the software applies only to the software purchased with the digene
HC2 System. This license agreement sets forth the terms and conditions of the license and the
limited warranty for the digene HC2 System Software and the Microsoft® Windows® software
provided as part of the digene HC2 System.

1.2.5 License grant

The customer does not receive title to the digene HC2 System Software. The customer is granted a
nonexclusive license to use the digene HC2 System Software subject to the restrictions and terms
set forth in the agreement. The digene HC2 System Software is installed on the HC2 System

computer at the time of delivery to the customer.
1.2.6 Restrictions

An installed copy of the digene HC2 System Software may not be used on multiple computers
through file serving, networking or communications packages. The digene HC2 System Software
may not be rented, loaned or leased. The digene HC2 System Software or accompanying
documentation may not be copied, except as specifically permitted in this license agreement.
Proprietary notices, labels or marks on the digene HC2 System Software or accompanying
documentation may not be removed or altered. The digene HC2 System Software or
accompanying documentation may not be modified, translated, reverse engineered, disassembled

or decompiled.
1.2.7 Termination and transfer

Any failure to comply with the terms and conditions of this agreement will result in automatic
termination of this license. Upon termination of this license for any reason, the customer must
destroy all copies of the digene HC2 System Software and accompanying documentation. The

customer may not transfer the digene HC2 System Software without prior written agreement.
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1.2.8 Communication of license agreement

The customer agrees to communicate the terms and restrictions contained in this license

agreement to all persons under his or her employment, direction or control.
1.2.9  Unauthorized use and compliance

The customer will use all reasonable efforts to see that employees, agents, assignees or other
persons under the direction and control of the customer abide by the terms and conditions of this

license agreement.
1.2.10 Warranty and special provisions

QIAGEN warrants that the digene HC2 System Software will perform in accordance with the
accompanying written materials for a period of 90 days from the date of receipt. Any implied
warranties on the digene HC2 System Software are limited to 90 days. Some countries, states or

jurisdictions do not allow limitations on duration of an implied warranty.
1.2.11 Limitation of liability

The Microsoft software programs are provided to the end user “as is” without warranty of any
kind, either expressed or implied, including but not limited to, warranties of merchantability and
fitness for a particular purpose. The entire risk of the quality and performance of the Microsoft

software is with the recipient.

The foregoing warranties are exclusive and are given and accepted in lieu of any and all other
warranties, expressed or implied, including without limitation, the implied warranty of
merchantability and the implied warranty of fitness for a particular purpose. Neither party shall

be liable to the other for any incidental, indirect, special, or consequential damages.
1.3 Intended use

The digene HC2 System Software calculates and interprets assay results generated by the DML

instrument according to assay validation parameters.
1.3.1 Requirements for users

The digene HC2 System Software is intended for professional use by qualified laboratory

personnel trained in test procedures and protocols.
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The table below shows the level of training and experience required for transportation,

installation, use, maintenance and servicing of the instrument.

Type of task

Personnel

Training and experience

Transportation

Installation

Routine use

Maintenance

Service

Approved carrier

Laboratory technicians or
equivalent

Laboratory technicians or
equivalent

Laboratory technicians or
equivalent

QIAGEN Field Service
employees or personnel

trained by QIAGEN

Appropriately trained, experienced
and approved by QIAGEN

Appropriately trained, experienced,
and familiar with the use of
computers and automation in general

Appropriately trained, experienced,
and familiar with the use of
computers and automation in general

Appropriately trained, experienced,
and familiar with the use of
computers and automation in general

Trained, certified and authorized by
QIAGEN

1.4 Operating software

The instructions in this user manual assume the use of the Windows operating system “Classic
View” rather than “Category View”. To set the HC2 System computer to “Classic View,” see

“Switching the control panel display to Classic View,” page 23.

Users must be familiar with the use of computers to initiate instrument functions, such as to activate
or halt automated functions and to retrieve stored data. The digene HC2 System Software is

password protected to prevent modification.
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The following terms are used when naming features of the software.

Term Description

Box An item in a dialog box which can be checked or unchecked.

Button An item in a dialog box or toolbar, which the user clicks in order to
execute something.

Dialog box A box that appears temporarily and displays information or requires
input from the user.

Dialog field An item in a dialog box where the user can type in or select something.

Drop-down list

Graphic

lcon

Menu

Panel

Parameter

Radio button

Scroll arrows

Status bar

Subpanel

Tab

Note: Some fields are inactivated or simply display numerical or textual
information.

A list of items that appears when the user clicks a menu or the
downward arrow appearing in some dialog fields.

A picture displayed in the software to represent the instrument or a
feature of the instrument.

A small graphic either on the desktop or in the file manager, which
represents a file, application or folder.

An item in the menu bar which the user clicks to display a drop-down
list. A menu is also a list of items which appears when the user right-

clicks the mouse.

A clearly marked area of a window or dialog box containing a
particular group of information.

Something that is specified by the user. A parameter is specified by
checking/unchecking boxes and entering/selecting information in
dialog fields.

A circle in a dialog box, which can be selected or deselected.

Up and down arrows that enable the user to view additional content or
select a value.

The area at the bottom of the window that displays messages
concerning the status of the software.

A subdivision of a panel.

A feature in a window that resembles a file tab and contains a
particular subset of information.
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Term

Description

Taskbar

Window

Wizard

The long horizontal bar at the bottom of the screen. It has three main
sections: the Start button which opens the Start menu, the middle
section showing which programs and files are open, and the
notification area, which includes a clock and icons communicating the
status of certain programs and computer settings.

A primary user inferface of the software.

A sequence of windows or dialog boxes, which guide the user through
a procedure.

The following terms are

used to describe the operation of the software.

Term Description

Check Move the pointer over a box and click the left mouse button to display
a check mark.

Click Move the pointer over a button or tab and click the left mouse button.

Click and drag

Deselect

Double-click

Highlight

Right-click

Select

Uncheck

Move the pointer over an item, hold down the left mouse button, pull
the pointer and item to a new location and release the mouse button.

Move the pointer over a radio button and click the left mouse button to
unselect the radio button.

Move the pointer over an item and click the left mouse button twice in
quick succession.

Move the pointer over an item and click the left mouse button to
highlight the item.

Note: Multiple items are highlighted in the software by holding either
the Ctrl or Shift keys on the keyboard and selecting the desired items.

Move the pointer over an item and click the right mouse button.

Move the pointer over an item in a drop-down list or over a radio
button and click the left mouse button to make a selection.

Move the pointer over a box and click the left mouse button to remove
the check mark.
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2 Safety Information

This user manual contains information about warnings and cautions that users must follow to

ensure safe operation of the software and to maintain the instrument in a safe condition.

The following types of safety information appear in this user manual.

WARNING  The term WARNING is used to inform you about situations that could result in

personal injury to you or others.
A Details about these circumstances are provided to avoid personal injury fo you

or other persons.

CAUTION  The term CAUTION is used to inform you about situations that could result in
damage to the instrument or other equipment.
A Details about these circumstances are provided to avoid damage fo the

instrument or other equipment.

Before using the software, it is essential to read this user manual carefully and to pay particular
attention to any instructions it contains concerning hazards that may arise from the use of the

software.

The guidance given in this manual is infended to supplement, not supersede, the normal safety

requirements prevailing in your country.
2.1  Proper use

Never power OFF the DML instrument while the digene HC2 System is being operated as a loss

of data may result.

Do not power OFF the HC2 System computer while any disk drive indicator light is illuminated;

the drive may be damaged or the data contained on the disk may be corrupted.

Always perform an archive using the applicable digene HC2 System Software program and
version prior to installing, reinstalling or upgrading the digene HC2 System Software or digene

HC2 System assay protocols.

digene HC2 System Software User Manual 08/2015



WARNING  Incorrect test results

Do not perform an archive during an RCS run. Performing an archive during
A the operation of the RCS could impact the timing of the test steps by slowing

the RCS.

CAUTION Loss of data

Always perform an archive prior to installing, restoring, or upgrading the
A digene HC2 System Software or digene HC2 System assay protocols.

Data could be lost permanently if an archive is not performed.

Do not attempt to access the digene HC2 System Software data files. User manipulation of these

files can result in a loss of data.

Data generated by the digene HC2 System are not encrypted during data export to a laboratory

information system (LIS) or to a file.
2.2 Electrical safety

The digene HC2 System hardware components are equipped with alternating current (AC) power
cords that, when connected to the applicable AC power outlet, ground the instruments. Do not
operate any digene HC2 System component from an AC power outlet that has no ground

connection.

Refer to the applicable user manual for additional safety information.
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3 Functional Description

The following hardware and software components are required to generate test results using the
digene HC2 System Suite:

® DML instrument

e HC2 System computer and computer peripherals (monitor, keyboard, mouse and printer)

e digene HC2 System Software

® digene HC2 System assay protocols

e LumiCheck Plate Software

The software components of the digene HC2 System Suite are provided on two CDs with the

following content:

e the digene HC2 System software containing both the digene HC2 System Software and the
LumiCheck Plate Software

e the digene HC2 System assay protocols

These components have been tested and verified to work as a unit. Only this system configuration
may be used, and the use of any other configuration invalidates the system warranty and may

invalidate any results reported by the system.
3.1 The digene HC2 System Software

The digene HC2 System Software is run using the Windows 7 operating system. The digene HC2

System Software provides data reduction and works in conjunction with the DML instrument.

The digene HC2 System Software has been tested in the environment of the supplied software
applications. Installation of additional programs or connecting the HC2 System computer to the
internet may adversely interact with the digene HC2 System Software and cause it to be
inoperable. Accordingly, installation of programs not provided by QIAGEN on the HC2 System
computer may result in conflicts that render the digene HC2 System Software inoperable.
Installation of additional software or connecting the HC2 System computer to the internet voids all

warranties.
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4 Unpacking Procedures

4.1 Materials provided

The digene HC2 System will be shipped in separate cartons and will consist of the following

hardware components:

HC2 System computer and power cord

Keyboard, mouse and Universal Serial Bus (USB)-to-Serial converter
Monitor, power cord and cable

Printer and power cord

Printer cable

DML instrument, power cord, power adapter and serial cables

4.2  Unpacking the digene HC2 System hardware

. Open the cartons containing the digene HC2 System component.

Refer to the respective user manual for instructions to unpack the instruments.

. Remove the contents of the cartons.

Save the packaging materials and shipping carfons.

. Examine the packaging of each component to make sure that the associated power cord,

power adapters and all other materials have been removed.

. Inspect all hardware for damage.

If any damage is observed, immediately contact QIAGEN Technical Services.
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5 Installation

This section provides the procedures for installing the digene HC2 System hardware and software

components.

The HC2 System computer must be dedicated to running only components validated by QIAGEN;

do not add any additional software applications or components.

For the specifications and minimum requirements, including operating system requirements, of the

digene HC2 System, see “Appendix A — Technical Data A Technical Data,” page 233.
5.1 Connecting the digene HC2 System hardware components
Important: Do not plug any of the power cords into an outlet power source until instructed.

1. Connect the HC2 System computer, monitor, keyboard, mouse and printer according to the

HC2 System computer manufacturer’s installation instructions.

2. Set up and connect the DML instrument according to the instructions provided in the DML

instrument user manual.

3. Plug the power cords of the hardware components into the applicable electrical outlets and

power ON the digene HC2 System hardware components.
5.2 Installing the digene HC2 System Software

The HC2 System computer should arrive with the digene HC2 System Software installed;
however, follow these instructions if the installation of the digene HC2 System Software is

required for some other reason.

Installation of the digene HC2 System Software is performed by a wizard that is initiated when
the CD containing the software is inserted in the CD-ROM drive of the HC2 System computer.

The following are the requirements for installation of the digene HC2 System Software:

® A minimum of 1.5 gigabytes (GB) of free hard disk space

® The user installing the digene HC2 System Software must have administrator rights in the

Windows operating system

The wizard automatically installs the digene HC2 System Software to the working directory in
C:\Program Files\QIAGEN and C:\Users\Public\QIAGEN.
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Note: If data from previous versions of the software must be transferred to this version of the

software, contact QIAGEN Technical Service for assistance.

1. Insert the CD containing the digene HC2 System Software into the CD-ROM drive of the HC2
System computer.
A wizard will open.
Note: If the wizard is not automatically initiated, navigate to the CD-ROM drive and double-
click the executable file HC2AppSetup.exe.

2. Follow the wizard prompts to install the digene HC2 System Software and the LumiCheck
Plate Software.

The digene HC2 System Software and the LumiCheck Plate Software are installed once the
wizard is complete. Shortcuts for the digene HC2 System Software and LumiCheck Plate
Software will display on the desktop, and the software can be accessed using the Windows

Start menu.
5.3 Installing the digene HC2 System assay protocols

The HC2 System computer will not arrive with the digene HC2 System assay protocols installed.
The digene HC2 System Software must be installed before the digene HC2 System assay
protocols are installed. A wizard automatically installs the digene HC2 System assay protocols to
the working directory in C:\Users\Public\QIAGEN\HC2 System Software\Protocol Library.

1. Insert the CD containing the digene HC2 System assay protocols in the CD-ROM drive of the
HC2 System computer.

A wizard will open.

Note: If the wizard is not automatically initiated, navigate to the CD-ROM drive and double-
click the executable file HC2ProtocolSetup.exe.
2. Follow the wizard prompts to install the digene HC2 System assay protocols.

The digene HC2 System assay protocols are installed once the wizard is complete.
5.4  Setting up the Windows operating system

The Windows operating software must be set up prior to using the digene HC2 System Software.
The HC2 System computer should arrive with the setup of the Windows operating system
complete, with the exception of specifying the printer paper size and setting the system time. Set
the system time appropriate for your region before using the software. Do not change the system

time once the software is put into use.

digene HC2 System Software User Manual 08/2015 22



This section is included in case a setting requires modification.

5.4.1 Switching the control panel display to Classic View

Perform this procedure if the Windows operating system Control Panel window displays in

Category View rather than in Classic View.

1. On the Windows taskbar, click the Start button and select Control Panel from the menu.

[ All Control Panel Ttems

OO E ~ Control Panel ~ All Control Panel Items ~

~ |23 [ search Control Panel

Adjust your computer's settings

¥ Action Center
@Eackup and Restore

' Date and Time
@Devices and Printers

' Folder Options
Q@HomeGroup
1 Internet Options

F Mouse
..EParental Contrals
1] Phone and Modem

& Realtek HD Audio Manager
[/ RemateApp and Desktop Connections
®) Sync Center
ETroubleshouﬁng

8] windows Cardspace

{1 windows Update

Administrative Tools
L3 color Management
(& Default Programs
B pisplay
|4 Fonts
ﬁ, Indexing Options
Z2 Keyboard
L& Network and Sharing Center
M performance Information and Taols
i3 Power Options
Pl Recovery
% Sound
1Bl system
SJJ User Accounts

il windows Defender

View by:  Smallicons ¥

Category

Large icons

(5 AutoPlay ® Smallicons

@ Credential Manager

=4 Device Manager

@' Ease of Access Center

] Getting Started

Intel(R) HD Graphics
Location and Other Sensors
Notification Area Icons

d_ Personalization

Programs and Features

& Region and Language

& Speech Recognition

\ull, Taskbar and Start Menu
‘; Windows Anytime Upgrade

o windows Firewall

2. Select Small icons from the View by: drop-down list.

3. Select Persondlization.

4. Scroll through Themes and select Windows Classic.

5.4.2 Specifying the printer paper size

1. On the Windows taskbar, click the Start button and select Devices and Printers.

The Devices and Printers dialog box opens.

2. Rightclick the icon of the printer supplied with the digene HC2 System.

A menu displays.
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3. Select Properties from the menu.
The printer Properties dialog box opens on the General tab.

Example:

™\ Brother HL-5450DN series Properties 5'

General |Sharing I Ports I Advanced | Color Management I Securifyl Accessories I

-
- Erother HL-54500N series

Location: I

Comment:  [H[-5450DN

Model: Brother HL-54500M series

Features

Color: No Paper available:
Double-sided: Yes Letter |
Staple: Mo

Speed: 40 ppm
Maximum resolution: 1200 dpi LI

@ Change Properties | Preferences... | Print Test Page |

T e I =

4. Click the Preferences... button.
The Printing Preferences dialog box opens.

Example:

=¥ Brother HL-5450DN

brother HL-5450DN

ries Printing Preferences

Basio | Advanced | Print Profiles |

A =
__E_ Paper Size ILetter j
Orientation @ Portratt " Landscape
Copies N =
Media Type IPIa\n Paper j
Resolution [600 dpi |
Paper Size : Letter Print Settings [Graphics =l
‘szlgz_p:‘xg;:; Amm) I anual Settings.
Media Type : Plain Paper
Copies - 1 Mutiple Page [Nomal |
Resolution : 600 dpi Page Mrder [Rigrt. then Down =
E:;I;s;f l;;ok\el Mone Bord Lins I j
Watermark : Off Duplex / Booklet [None |

Dupley Settings...

PFaper Source

First Page [Auto Select

Lel L«

Cther Pages ISame as First Page

e | Defaut
Support.. -
2x | o] o s | Hep |
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In the Paper Size drop-down list, select the applicable paper size.
Click the OK button to close the Printing Preferences dialog box.
Click the OK button to close the Properties dialog box.

© N o O

Make sure the digene HC2 System printer is set as the default printer.
Note: A checkmark displays next to the default printer.

To set the default printer, right<lick the applicable printer and select Set as default printer from
the menu that displays.

9. Close the Devices and Printers dialog box.
5.4.3 Configuring the monitor screen resolution
Perform this procedure for every affected Windows user account.

1. On the Windows taskbar, click the Start button and select Control Panel from the menu.
2. In the Control Panel window, double-click the Display icon.

3. In the Display window, select Adjust resolution.
The Screen Resolution window opens.

Example :

[£] Screen Resolution - l:|5||

v

e E ~ Control Panel ~ All Control Panel Ttems - Display - Screen Resolution ~ &3 [ search control Panel @‘

Change the appearance of your display

Detect
=
Digplay: 1. VATOS Series ¥

Resolution: 1024 x 768 ¥
Orientation: Landscape -

Advanced settings

Make text and other items larger or smaller

What display settings should I choose?

oK Cancel Al

4. In the Resolution: drop-down list, move the slider to a minimum of 1024 x 768.

5. Click the Apply button and then click OK.
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5.4.4  Setting up page numbering

1. On the Windows taskbar, click the Start button, select All Programs and then select Internet
Explorer from the menu.
The Internet Explorer® browser opens.

Note: If the New Connection Wizard displays, click the Cancel button to close the wizard and

then select Internet Explorer from the Start menu again to open the browser.
2. Click the Print menu and select Page setup.
The Page Setup dialog box opens.

3. In the Headers and Footers panel, select Title in the first Header: drop-down list. Select Empty
in the second Header: drop-down list. Select Page # of total pages in the third Header:

drop-down list.

4. In the Headers and Footers panel, select Empty for the Footer fields.

Example:
x
~Paper Options ——————— [~ Margins ({inches)
Page Size: Left: ID_?5
|| R 57
i+ Portrait " Landscape Top: 0.75
[~ Print Background Colors and Images Botiom: [0.75
[ Enable Shrink-to-Fit
~Headers and Footers
Header: Footer:
| Title | [ Empty- |
|-Emoty- =l JEmay- =l
IPage # of total pages j I—Empty— j
Change font |

5. Click OK.

6. Close the Internet Explorer browser.
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5.4.5 Configuring regional options
The digene HC2 System Software was validated using the English language setting.

Important: Do not modify the regional settings of the digene HC2 System Software. The setting
must remain English (United States).

Note: If you are using an English (United Kingdom) keyboard, you may change the default
language for the keyboard to English (United Kingdom). Change the default keyboard input
language as follows:
1. Click Start.
2. In the Start menu, select Control Panel.

The Control Panel window opens.
3. In the Control Panel window, select Region and Language.

4. In the Region and Language dialog box, select the Keyboards and Languages tab and click
the Change Keyboards... button.

The Text Services and Input Languages dialog box opens.

Example:

gTe‘xt Services and Input Languages ll

General | Language Bar I Advanced Key Settings I

r Default input language
Select one of the installed input languages to use as the default for all input
fields.

r~ Installed services
Select the services that you want for each input language shown in the list.
Use the Add and Remove buttons to maodify this list.

(B Engish (United States)
ﬁ Keyboard
few US

Add...

Eemove |
Broperties... |
owe Up |
[dove Dot |

ok | Canced | ey |
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5. In the Text Services and Input Languages dialog box, click the Add... button.
The Add Input Language dialog box opens.

Example:

x

Select the language to add using the checkboxes below. oK I

- English (Ireland) ;I Cancel |
English (Jamaica)

English (Malaysia) Preview. .. |

English (Mew Zealand) —

English {Republic of the Philippines)

English {Singapore) J

English (South Africa)

English {Trinidad and Tobago)

[=- English (United Kingdom)

B- Keyboard

[ [United Kingdom

[+-English (United States)
[#-English (Zimbabwe)

[#- Estonian (Estonia)
[+-Faroese (Faroe Islands)
[#- Filipino (Philippines)

£

4

- Finnish (Finland) -
| |

6. In the Add Input Language dialog box, click the + symbol beside English (United Kingdom).
Select the checkbox beside United Kingdom.

7. Click OK.

4

The Add Input Language dialog box closes.
8. In the Text Services and Input Languages dialog box, click the General tab and select English
(United Kingdom) in the Default input language panel.

Example:

g Text Services and Input Languages ll

General | Language Barl Advanced Key Settings I

r~ Default input language
Select one of the installed input languages to use as the default for all input
fields.

English (United Kin

r~ Installed services

Select the services that you want for each input language shown in the list.
Use the Add and Remove buttons to modify this list.

[T Engish (United States)
Keyboard
e w US

&l Engish (United Kingdom)
Keyboard Add... |
i w United Kingdom Fremaie |
Eroperties... |
ove Up |

ove Down |

ok | Cacel | ooy |
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9. Click the Apply button and click OK to close the Text Services and Input Languages dialog

box.

10.Click OK to close the Region and Language dialog box. Close the Control Panel window.
5.4.6 Setting up user accounts in the Windows operating system

The Windows operating system requires a user to log in with a user ID and password. The user ID

indicates certain rights within the operating system.

The HC2 System computer is set up with two administrative user accounts and one standard user

account. Use the following case-sensitive credentials for the Windows operating system.
Administrative user account:

e User ID: Administrator

e Password: digene

You will be prompted to change the password the first time you log in to the administrator

user account.
Standard user account:

e User ID: Welcome

® Password: welcome

The second administrative account is for use by QIAGEN service personnel.
5.5 Uninstalling the digene HC2 System Suite software

A wizard is used to uninstall the digene HC2 System Suite software, which uninstalls the digene
HC2 System Software, the LumiCheck Plate Software and the digene HC2 assay protocols. The

uninstall wizard is installed when the digene HC2 System Software is installed.

The data generated using the digene HC2 System Suite software are not removed or deleted. If
the digene HC2 System Software is uninstalled and reinstalled, all prior data, including data

archived to the hard disk, can be viewed.

To uninstall the digene HC2 System Suite software, click the Start button on the Windows taskbar,
select Programs from the menu, select HC2 System Software and click Uninstall HC2 Suite 4.4.

Follow the prompts to uninstall the software.
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5.6 Virus scanners

We are aware of the threat that viruses cause to any computer that exchanges data with other
computers. The digene HC2 System is intended to be installed in environments where local
policies exist to minimize this threat and where the digene HC2 system is not exposed to the
internet. Local policies usually require use of a particular antivirus tool. The digene HC2 System
Software was tested on a computer using McAfee® Endpoint Protection Essential for SMB and on
a computer using Windows Defender. Due to the sheer number of antivirus tools available, it is
not possible for QIAGEN to predict the possible impact on the system if such a tool is active. The
selection of an appropriate virus scanning tool is the customer’s responsibility. QIAGEN has not

validated the digene HC2 System Software for use with any virus scanning software.

The firewall on the HC2 System computer is configured to block all incoming connections. IT

personnel must configure the firewall settings as required for use with an anti-virus solution.

The system administrator should ensure the following:

e QIAGEN directories are excluded from virus scanning. For the digene HC2 system Software,

these directories are:

e C:\Users\Public\QIAGEN
e C:\Program Files\QIAGEN

® File access is not intercepted by a virus scanner when the digene HC2 System Software
is in use

e Updates to the virus database are not performed when the digene HC2 System Software
is in use

e File scans are not performed when the digene HC2 System Software is in use

We strongly recommend disabling virus scanner activity during laboratory working hours to
prevent interference of the virus scan with the operation of the digene HC2 System Software. The
virus scanner tasks described above can only be safely carried out when the digene HC2 System
Software is not running, otherwise there is a risk of adverse impact on the performance of the

system.
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6 Software Features

The digene HC2 System Software contains a series of tabs that display across the top of the

software window. The Plates tab is foremost when the digene HC2 System Software is started and

when a user logs in. The footer of the window remains constant.

The window header provides the following functions:

Feature

Function

Current luminometer: dialog
box

Current user: dialog box

Help button

Change User... button

About... button

Exit button

Displays the serial number of the DML instrument selected to
perform measurement.

Displays the user ID of the current user logged in to the
digene HC2 System Software.

Opens the QIAGEN HC2 System Software Help dialog box.

The information to contact QIAGEN Technical Services is
displayed.

Opens the User Login dialog box.

A new user must log in.

Opens the About QIAGEN HC2 System Software dialog box.

The version and copyright information for the digene HC2
System Suite and the associated software is displayed.

Opens the exit dialog box.

Click Yes to exit the digene HC2 System Software or No to
keep the digene HC2 System Software open.
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6.1 Using the Plates tab

The Plates tab is used to:

e Create, modify and manage hybridization plates
® Associate capture plates with hybridization plates
e Generate reports for test results

® Accept test results

e Export data to an LIS or to file

Example of the Plates tab:

Current luminometer: Current user.

888888 TFinland

Plates | Measurel Assay Protocols | Patients | Trends | Users | Lttities/Settings | Luminometer Settings |

i~ Unmeasured Hybridization Plates ~Measured Capture Plates — | [~ Accepted Capture Platt

[ Type [ Flate ID Creation D= New IVD Type Measured Dat | Fie-measire Type [ Capture 1D UusT Export

VD 2013-11-08 / 3 IVD  CIDASC-USplate 1 Not T

VD 2014-04-18.. 4/18/2014 _ New Custom. Aceept Hesults

VD 20130515 §/24/2013 - _ Fiter

VD phdetd 2/16/2011 Edit

~ Mot
Delete Transmitted
oAl
Plate Import...
Associate
£ Full eport " Ful Report
£ Hawdata " Raw data
£ Plate " Plate
£ Colunn " Column
7 Assay 1 Assay
Show Show

< | 4 | | L | |

ftem | Status ttem | Status | ltem Status

Capture Plate Hyb. Flate ASC-US plate 1

Protocol CT-ID Protocol  High Risk HPY

Range AlE2 Range Al H12
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The Unmeasured Hybridization Plates panel lists the assay protocol type, hybridization plate ID
and creation date of hybridization plates that have been created but not yet measured. When a
hybridization plate is highlighted in the Unmeasured Hybridization Plates panel, the associated
capture plate and assay protocols as well as the occupied wells on the plate are displayed in the

lower subpanel.

The following table describes the actions that can be performed in the Unmeasured Hybridization

Plates panel.

To...

Click or select...

create a new hybridization
plate to be tested using an
IVD assay protocol

modify the plate layout

delete the hybridization
plate

create a hybridization plate
using an Extensible Markup
Language (XML)-formatted
output file from a
pre-analytical instrument

associate a capture plate
with a hybridization plate

the New IVD... button.

See “Creating a hybridization plate manually,” page 159,
for additional instructions.

the applicable hybridization plate and click the Edit... button.
See “Modifying the plate,” page 164, for additional

instructions.

the applicable hybridization plate and click the Delete button.

See “Deleting a plate ,” page 167, for additional
instructions.

the Plate Import... button.

See “Creating a hybridization plate from a pre-analytical
instrument,” page 155, for additional instructions.

the applicable hybridization plate and click the Associate
button.

See “Associating a capture plate ID manually,” page 166 for
additional instructions.

digene HC2 System Software User Manual 08/2015

33



The Measured Capture Plates panel lists the assay protocol type, capture plate ID and
measurement date of measured capture plates. When a capture plate is highlighted in the
Measured Capture Plates panel, the associated hybridization plate, assay protocols and the plate

status are displayed in the lower subpanel.

The following table describes the actions that can be performed in the Measured Capture Plates

panel.

To... Click or select...

re-measure the capture plate  the applicable capture plate and click the Re-measure button.

See "Re-measuring a plate,” page 194, for additional
instructions.

accept the results for the the applicable capture plate and click the Accept Results
measured capture plate button.

See “Accepting results,” page 196, for additional
instructions.

generate a full report the applicable capture plate, select the Full Report radio
button and click the Show button.

See “"Generating test reports,” page 172, for additional
instructions.

generate a raw data report  the applicable capture plate, select the Raw data radio
button and click the Show button.

See “"Generating test reports,” page 172, for additional
instructions.

generate a plate report the applicable capture plate, select the Plate radio button and
click the Show button.

See “Generating test reports,” page 172, for additional
instructions.
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To... Click or select...

generate a column report the applicable capture plate, select the Column radio button
and click the Show button.

See “Generating test reports,” page 172, for additional
instructions.

generate an assay report the applicable capture plate, select the Assay radio button
and click the Show button.

See “Generating test reports,” page 172, for additional
instructions.

The Accepted Capture Plates panel lists the assay protocol type, capture plate ID and LIS
transmission status of accepted capture plates. When a capture plate is highlighted in the
Accepted Capture Plates panel, the associated hybridization plate and assay protocols as well as

the occupied wells on the plate are displayed in the lower subpanel.

The following table describes the actions that can be performed in the Accepted Capture Plates

panel.
To... Click or select...
export the plate data the applicable capture plate and click the Export button.

See “Exporting data,” page 213, for additional instructions.

filter the list in the Accepted  the Not Transmitted radio button in the Filter subpanel.
Capture Plates panel to

display only plates with an

LIS transmit status of not

transmitted

filter the list in the Accepted  the All radio button in the Filter subpanel.
Capture Plates panel to

display all accepted capture

plates

generate a full report the applicable capture plate, select the Full Report radio
button and click the Show button.

See “Generating test reports,” page 172, for additional
instructions.
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To... Click or select...

generate a raw data report  the applicable capture plate, select the Raw data radio
button and click the Show button.

See “"Generating test reports,” page 172, for additional
instructions.

generate a plate report the applicable capture plate, select the Plate radio button and
click the Show button.

See “Generating test reports,” page 172, for additional
instructions.

generate a column report the applicable capture plate, select the Column radio button
and click the Show button.

See “Generating test reports,” page 172, for additional
instructions.

generate an assay report the applicable capture plate, select the Assay radio button
and click the Show button.

See “Generating test reports,” page 172, for additional
instructions.

6.1.1 Using the Create/Edit Layout window

The Create/Edit Layout window is used to create and modify plates. This window is accessed
from the Plates tab by clicking New IVD... to create a new hybridization plate or Edit... to modify
an existing hybridization plate. See “Creating a hybridization plate manually,” page 159, for

additional instructions on creating a hybridization plate.
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Example of the Create/Edit Layout window:

Create/Edit Layout i

Hybridization Plate |D: Capture Plate ID: |58734 Creation Date: |4/1Sr‘2014 Modified Date:  |4/18/2014
1 2 3 6 T i) k] 10 1" 12
NC 1|FAN2Z FANZE
A
STM ST™
NC 2|FANZS FAN41T
B
STM STM
NC 3|FAN3D FAN4Z
c
STM STM
HRC 1[Fanzz
e]
STM
HRC 2[FAN34
=
STM
HRC 3| FAN3S
3
STM
QCiLiR FAN3S
G
v STM
QC2-HR FAN3T
H
STM
—A3saps on lapout ~ Unassigned specimers — Quality contral Actions or plal
Assay Protocol ] Specimen D[ RetestID «| SortBy acio Lot Humber | Exp [ Feplieates Femove | FReE
High Risk HPY 5894783 [Ertyorder =] QcILR M550 BM (1 Cl2
7837837378 FEala OCZHR 659874 B/ Edit Specimen,
sdlfsfst545af & ~ Random OC 45645 520 | add | Add At |
= ABBRSHESIIRDY 2 i asclsdisf  sfarfs 51
i Assay 45465453654 asdisfs ddd 9/
i o e Manage OCs.._ | Realocate |
Remave Assay 4550551654 I~ Add/Reallocate assap on
A54E54E54 Update OCs...
Mew Specimens... new column
Edit Header.. 76645 ji— B
FAN12 =1 "Delete || Pt :
View Assay Protocol ‘ _I_’l_l I | B tequired Cs: = i pit. | Save |

The Create/Edit Layout window displays a graphical representation of a 96-well microplate,
referred to as the plate layout grid. Each well of the microplate is represented on the plate layout

grid as a cell. As assay protocols and specimens are added, the applicable information displays

in the cells of the plate layout grid.

The following table describes the fields that are above the plate layout grid.

Field

Description

Hybridization Plate ID:
dialog box

Capture Plate ID: dialog box
Creation Date: dialog box

Modified Date: dialog box

Displays the hybridization plate ID associated with the plate.

Displays the capture plate ID associated with the plate.
Displays the date the plate was created.

Displays the most recent date that the plate was modified.
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Each cell of the plate layout grid is either empty or contains a calibrator, quality control or

specimen. The cell displays information based on the content type. The following table describes

the font colors used in the plate layout grid.

Color Plate layout grid content type
Blue Calibrator

Green Quality control

Brown Specimen

The information displayed in the cell depends on the content type. The following table describes

the information provided in the cells of the plate layout grid.

Position in the cell

Description

Upper-left

Upper-right

Lower-left for a quality
control

Lower-left for a specimen

Lower-right for a specimen

ID of calibrator, quality control or specimen

Replicate number; if only one replicate, the position is blank

Displays V when the quality control is used in assay
validation; blank means the quality control is not required for
validation of the assay.

Specimen type

Cutoff type; blank is primary; secondary is 2°; tertiary is 3°
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The following table describes the actions that can be performed in the Assays on layout panel.

To...

Click or select...

add an assay protocol to the
plate

highlight the calibrators,
quality controls and
specimens on the plate
layout grid associated with
an assay protocol

remove an assay protocol
from the plate

modify the header
information for an assay
protocol on the plate layout
grid

view the parameters for an
assay protocol on the plate
layout grid

The following table describes the actions that can be performed in the Unassigned specimens

panel.

To...

the Add New Assay... button.

See “Adding an assay protocol to a plate,” page 160, for
additional instructions.

the assay protocol ID in the list.

The associated items will have a red outline.

the applicable assay protocol ID in the list and click the
Remove Assay button.

Note: The status of all associated specimens will be changed
to unassigned.

the applicable assay protocol ID in the list and click the Edit
Header... button.

See “Using the Header Information dialog box,” page 43,
for additional instructions.

the applicable assay protocol ID in the list and click the View
Assay Protocol... button.

See “Using the View IVD Assay Protocol dialog box” dialog
box,” page 61, for additional instructions.

Click or select...

sort the specimens in the list

specify the number of
replicates to add when a
specimen is added to the
plate layout grid

either Alphanumeric or Entry order from the Sort By:
drop-down list.

either the 1 or 2 radio button in the Replicates subpanel.
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To...

Click or select...

add a specimen after the last
occupied cell on the plate

layout grid

add a specimen to a specific
cell on the plate layout grid

create a new specimen

modify a specimen

delete a specimen

print or save the list of
specimens in the list

the applicable specimen ID and click the Add button.

This function can also be performed by doubleclicking the
applicable specimen ID in the list.

Add multiple specimen IDs by highlighting the applicable
specimen IDs in the list and clicking the Add button.

See “Adding a specimen to a plate,” page 162, for
additional instructions.

the applicable specimen ID, select the cell location on the
plate layout grid and click the Add At button.

Add multiple specimen IDs by highlighting the applicable
specimen IDs list and clicking the Add At button.

See “Adding a specimen to a plate,” page 162, for
additional instructions.

the New Specimens... button.
The New/Edit Specimens dialog box opens.

See “Creating specimens,” page 131, for additional
instructions.

the New Specimens... button.
The New/Edit Specimens dialog box opens.

See “Modifying a single specimen using the New/Edit
Specimens dialog box,” page 139, for additional
instructions.

the applicable specimen ID and click the Delete button.

Delete multiple specimen IDs by highlighting the applicable
specimen IDs and clicking the Delete button.

See “Deleting a specimen using the Create/Edit Layout
window,” page 145, for additional instructions.

the Print... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.
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The following table describes the actions that can be performed in the Quality controls panel.

To...

Click or select...

specify the number of
replicates to add when a
quality control is added to
the plate layout grid

add a quality control after
the last occupied cell on the
plate layout grid

add a quality control to a
specific cell on the plate
layout grid

manage the quality controls
associated with an assay
protocol

apply updated quality
control information to the
quality controls on the plate
layout grid

print or save the list of
quality controls

either the 1 or 2 radio button in the Replicates subpanel.

See “Adding a quality control to a plate,” page 161, for
additional instructions.

the applicable quality control ID and click the Add button.

This function can also be performed by doubleclicking the
applicable quality control ID in the list.

Add multiple quality controls by highlighting the applicable
quality control IDs in the list and clicking the Add button.

See “Adding a quality control to a plate,” page 161, for
additional instructions.

the applicable quality control ID, select the cell location on
the plate layout grid, and click the Add At button.

Add multiple quality controls by highlighting the applicable
quality control IDs in the list and clicking the Add At button.

See “Adding a quality control to a plate,” page 161, for
additional instructions.

the Manage QCs... button. The Quality Control List dialog
box opens.

See “"Managing quality controls,” page 150, for additional
instructions.

the Update QCs... button.

See “Modifying a required quality control,” page 152, or
“Modifying an optional quality control,” page 152, for
additional instructions.

the Print... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.
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Note: The No. of required QCs dialog field displays the number of quality controls that are
required as defined by the assay protocol parameters. An equivalent number of quality controls

with the Automatically set for use in validation when added to a plate layout box checked are

required on the plate before plate measurement can occur.

The following table describes the actions that can be performed in the Actions on plate panel.

To...

Click or select...

remove a specimen or
optional quality control from
the plate layout grid

modify or view the
information associated with
a specimen

restore a removed specimen
or optional quality control to
the plate layout grid

remove all empty cells
between the first and last
occupied cell on the plate
layout grid

specify that an added assay
protocol to the plate layout
grid is added at the

beginning of the next column

the applicable specimen ID or quality control ID on the plate
layout grid and click the Remove button.

Note: When removing a specimen, the status of the specimen
is changed to unassigned and is returned to the list in the
Unassigned specimens panel.

the applicable specimen ID on the plate layout grid and click
the Edit Specimen... button.

See “Modifying a single specimen using the Edit Specimen
dialog box,” page 137, for additional instructions.

the applicable removed specimen ID or quality control ID on
the plate layout grid and click the Restore button.

Note: This function is only applicable to a specimen ID or
optional quality control ID created from an output file of a
pre-analytical instrument.

See “Modifying a hybridization plate created from a pre-
analytical instrument,” page 158, for additional instructions.

the Reallocate button.

See “Modifying the plate,” page 164, for additional

instructions.

the Add/Reallocate assay on new column box.

Uncheck this box for assay protocols added to the plate
layout grid to be added after the last occupied cell on the
plate layout grid.

See “Modifying the plate,” page 164, for additional

instructions.
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The following table describes the actions that can be performed in the Create/Edit Layout

window.

To...

Click or select...

print or save the plate layout

save the plate and close the
Create/Edit Layout window

the Print... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.

the Save button.

6.1.2  Using the Header Information dialog box

Each plate has a header that contains information relevant to the plate and is displayed on

reports. The Header Information dialog box is used to modify header information.

The Header Information dialog box opens automatically when an assay protocol is added to a

plate. See “Adding an assay protocol to a plate” page 160, for additional instructions.

Example of the Header Information dialog box:

Header Information x|

Azzay Protocol [D: IHigh Rizk HP
User ID: IT_FinIand
Fioaom Temperature: |25

" C -
Camment;

Kit Lat Mumber: [T 9
Expiration D ate: I B/A29/2013 "I
Kit Lats... |

ak. I Cancel
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The following table describes the features that are available in the Header Information

dialog box.

Feature

Function

Assay Protocol ID: dialog
field

User ID: dialog field
Room Temperature: dialog

field

°C and °F radio buttons

Kit Lot Number: drop-down
list

Expiration Date: dialog field

Kit Lots... button

Comment: dialog field

Displays the assay protocol ID added to the plate.

Displays the user ID that added the assay protocol to the
plate.

Parameter specifying the room temperature of the laboratory
at the time of plate measurement.

Parameter specifying either °C for degrees Celsius or °F for
degrees Fahrenheit for the unit of measure for the room
temperature of the laboratory at the time of plate
measurement.

Parameter specifying the kit lot used for testing with the
applicable assay protocol.

Displays the expiration date of the kit lot displayed in the Kit
Lot Number: dialog field.

Opens the Kit Lot Number Entry dialog box.

See “Managing kit lots,” page 148, for additional
instructions.

Parameter specifying any information applicable to the assay
protocol on the plate.

Note: The maximum length is 100 characters.
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Feature Function

OK button Accepts the information displayed and closes the Header
Information dialog box.

Note: If the OK button is clicked during the addition of an
assay protocol to a plate layout grid, the Header Information
dialog box closes, and the assay protocol is added to the
plate layout grid.

Cancel button Closes the Header Information dialog box without making
any changes.

Note: If the Cancel button is clicked during the addition of an
assay protocol to a plate layout grid, the Header Information
dialog box closes and the assay protocol is not added to the
plate layout grid.

6.1.3  Using the New/Edit Specimens dialog box

The New/Edit Specimens dialog box is used to create or modify specimens. The New/Edit
Specimens dialog box is accessed from the Create/Edit Layout window or the Specimen List
window. Access the Create/Edit Layout window from the Plates tab by clicking New IVD... to
create a new hybridization plate or Edit... to modify an existing hybridization plate. Access the
Specimen List window on the Assay Protocols tab by highlighting the applicable assay protocol ID
and clicking the Specimens button.

To create a specimen, see “Creating a specimen individually,” page 132. To modify a specimen
or specimens, see “Modifying a single specimen using the New/Edit Specimens dialog box,”
page 139, or “Modifying multiple specimens using the New/Edit Specimens dialog box,”

page 140, for additional instructions.

The Single ID, Series of IDs and Import IDs tabs are used to create or modify specimens. Click the

respective tab to perform the desired action.
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Example of the New/Edit Specimens dialog box:

x
Azzay IEustom HR Plate |D: IDemo Plate
Specimen 1D | Create D ate | —Add specimet

Single 1D | Series of Dz I Import 1Ds I

Specimen 1D: I

Specimen  |STM

L L

Cutoff Type: I Primary

<- Add |

—when OF iz pressed, add new specimens to——————————
" Specimen list Ok |

% Specimen izt and plate layout Cancel |

The following table describes the functions that are available in the New/Edit Specimens dialog

box.
Feature Function
Assay dialog field Displays the assay protocol ID.
Plate ID: dialog field Displays the plate ID.
Specimen ID list Displays the specimen IDs created or modified while the

New/Edit Specimens dialog box is open.

The Single ID tab is used to create or modify one specimen at a time. Multiple specimens may be
created or modified by repeating the creation or modification procedures. The specimens created
or modified during the procedure are displayed in the list. See “Creating a specimen
individually,” page 132, and “Modifying a single specimen using the New/Edit Specimens

dialog box,” page 139, for additional instructions.
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Example of the Single ID tab:

— Add specimens

Single 1D |Series of IDs I Import [Ds I

Specimen 1D: I

Specimen  [STM

Cutoff Type: I Primary

<— Add |

L L«

The following table describes the actions that can be performed in the Single ID tab.

To...

Click or select...

create a new specimen or
specify a specimen for
modification

specify a specimen type for
the specimen

specify a cutoff type for the
specimen

add the created or modified
specimen to the list of
specimens created or

modified

add the created or modified
specimens fo the specimen
list when OK is clicked

the Specimen ID: dialog field and enter the specimen ID.
Notes:

® The maximum length of a specimen ID is 30 characters.

® A hand-held bar code reader may be used to enter the
specimen ID. The bar code reader must be programmed
to include a return for continuous entry.

a specimen type from the Specimen drop-down list.

a cutoff type from the Cutoff Type: drop-down list.

Note: The Cutoff Type: drop-down list will be grayed-out if
creating a specimen for a consensus assay protocol.

the <-- Add button.

The specimen will display in the list.

select the Specimen list radio button in the When OK is

pressed, add new specimens to: panel.

Note: This option is only available if the New/Edit Specimens
dialog box was accessed from the Create/Edit Layout
window.

digene HC2 System Software User Manual 08/2015

47



To...

Click or select...

add the created or modified
specimens fo the specimen

list and plate layout grid
when OK is clicked

create or modify the
specimens in the list

cancel the creation or
modification of the
specimens in the list

select the Specimen list and plate layout radio button in the
When OK is pressed, add new specimens to: panel.

Note: This option is only available if the New/Edit Specimens
dialog box was accessed from the Create/Edit Layout
window.

the OK button.

The New/Edit Specimens dialog box closes, and the
specimens are created or modified.

the Cancel button.

The New/Edit Specimens dialog box closes.

The Series of IDs tab is used to create or modify multiple specimens that have the same starting

identifier to the specimen ID. The specimens created or modified during the procedure are

displayed in the list. See “Creating a series of specimens,” page 133, and “Modifying multiple

specimens using the New/Edit Specimens dialog box,” page 140, for additional instructions.

Example of the Series of IDs tab:

—Add specimens

Single ID Series of IDs | Import 1Ds I

<~ Add |

Root: |
StatNo.. |
EndNo: |
Specimen  |FresenvCyt =l
Cutoff Type: |Primary =
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The following table describes the actions that can be performed in the Series of IDs tab.

To...

Click or select...

specify a root name that is at
the beginning of each
specimen ID in the series

specify a start number for
the series that will be
appended to the root

specify an end number for
the series that will be
appended to the root

specify a specimen type for
the series of specimens

specify the cutoff type for the
series of specimens

add the created or modified
specimens to the list of
specimens created or

modified

add the created or modified
specimens fo the specimen
list when OK is clicked

the Root: dialog field and enter the root for the series of
specimen IDs.

Note: The maximum length of a specimen ID is 30
characters. The combination of the root and the sequential
numbers must not exceed 30 characters.

the Start No.: dialog field and enter the start number for the
series of specimen IDs.

the End No.: dialog field and enter the end number for the
series of specimen IDs.

Notes:

® The ending number must be greater than the start number.

e If the number begins with a zero, the zero is ignored
during the creation of the specimen ID.

a specimen type from the Specimen drop-down list.

the cutoff type from the Cutoff Type: drop-down list.

Note: The Cutoff Type: drop-down list will be grayed-out if
creating a specimen for a consensus assay protocol.

the <-- Add button.

The specimens will display in the list.

select the Specimen list radio button in the When OK is
pressed, add new specimens to: panel.

Note: This option is only available if the New/Edit Specimens
dialog box was accessed from the Create/Edit Layout
window.
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To...

Click or select...

add the created or modified
specimens fo the specimen

list and plate layout grid
when OK is clicked

create or modify the
specimens in the list

cancel the creation or
modification of the
specimens in the list

The Import IDs tab is used to import multiple specimens from a text file. See “Creating specimens

select the Specimen list and plate layout radio button in the
When OK is pressed, add new specimens to: panel.

Note: This option is only available if the New/Edit Specimens
dialog box was accessed from the Create/Edit Layout
window.

the OK button.

The New/Edit Specimens dialog box closes, and the
specimens are created or modified.

the Cancel button.

The New/Edit Specimens dialog box closes.

from a text file,” page 133, for additional instructions.

Example of the Import IDs tab:

—Add specimens

Single 1D | Series of 1Ds  Import IDs |
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The following table describes the actions that can be performed in the Import IDs tab.

To...

Click or select...

import specimens using a
text file

add the created specimens
to the specimen list when OK
is clicked

add the created specimens
to the specimen list when OK
is clicked

create the specimens in the
list

cancel the creation of the
specimens in the list

the <-- Import... button.

A directory dialog box opens. See “Creating specimens from
a text file,” page 133, for additional instructions.

select the Specimen list radio button in the When OK is
pressed, add new specimens to: panel.

Note: This option is only available if the New/Edit Specimens
dialog box was accessed from the Create/Edit Layout
window.

select the Specimen list and plate layout radio button in the
When OK is pressed, add new specimens to: panel.

Note: This option is only available if the New/Edit Specimens
dialog box was accessed from the Create/Edit Layout
window.

the OK button.

The New/Edit Specimens dialog box closes, and the
specimens are created.

the Cancel button.

The New/Edit Specimens dialog box closes.

6.1.4  Using the Edit Specimen and Edit Multiple Specimens dialog boxes

The Edit Specimen and Edit Multiple Specimens dialog boxes are used to modify the information

associated with a specimen or multiple specimens, as applicable. See “Modifying specimen

information,” page 136, for additional instructions.
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Example of the Edit Specimen dialog box:

Edit Specimen x|

Soeal: IDB-25-2D‘I 325

[Peet 00 I "I Mew | " Secondary
Specimen ISTM ,I
Date Collected: I 5/23/2013 vI

Comment:

Change ID

Qualitative cutaff
& Fiimany

£ Tertiany

(]9 | Cancel

Example of the Edit Multiple Specimens dialog box:

Edit Multiple Specimens Xl

Specimen ST

Date Collected: I 5/258/2013 vI

v Comment:

Qualitative cutaff
& Primary
" Secondany
 Tertiany

(]4 I Cancel |

The following table describes the actions that can be performed in the Edit Specimen and Edit

Multiple Specimens dialog boxes.

To...

Click or select...

modify the specimen ID

the Change ID button.
The Edit Specimen ID dialog box opens.

Modify the information in the Specimen ID: dialog field and
click OK.

See “Modifying specimen information,” page 136, for
additional instructions.

Note: This function is only available if modifying a single
specimen.
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To...

Click or select...

associate an existing patient
ID with the specimen

create a new patient

remove a patient ID
associated with a specimen

modify the specimen type

enter or modify the specimen
collection date

modify the cutoff type for the

specimen

enter a comment about the
specimen that will be
included on reports

save the specimen with the
modifications

close the dialog box without
making modifications to the
specimen

the applicable patient ID from the Patient ID drop-down list.

Note: This function is only available if modifying a single
specimen.

the New button.

See “Creating a patient,” page 146, for additional
instructions.

Note: This function is only available if modifying a single
specimen.

<Not Assigned> from the Patient ID: drop-down list.

Note: This function is only available if modifying a single
specimen.

the applicable specimen type from the Specimen drop-down
list.

the applicable date in the Date Collected dialog field.

the applicable radio button in the Qualitative cutoff panel.

Note: This function is only available for non-consensus assay
protocols.

the Comment: dialog field and enter the comment.
If modifying multiple specimens, check the Comment: box
and enter the comment in the Comment: dialog field.

Note: The maximum length is 100 characters.

the OK button.

the Cancel button.
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6.2 Using the Measure tab

The Measure tab is used to measure plates and to perform raw data measurements.

Example of the Measure tab:

Current luminometer: Current user Help About...

Plates  Measurs |Assay Frmoco\sl F‘atientsl Trendsl Users | Utilities/Settings | Luminometer Seﬂingsl

Capture Plates | [ Plate Measurement
| 1 2 3 4 5 3 7 8 5 10 i 12
4589345 Linmeasured NG tjseE
56734 Unmeastred i
NC 24554857065
B
NC 3|454654s36
c
HRC 1
D
HRC 1|
| E
HRC 3|
F
Measure... I Raw Data
QCLR
Manual Entry... I G
CIHR
H
Hyb. Plate 2014-04-18 - HR HPV
Protocol  High Risk HPY lessages
Range A1.D2 d
Stop Remove
=
L i Set QNS Prirt.

The following table describes the actions that can be performed in the Capture Plates panel.

To... Click or select...
select a capture plate for the applicable capture plate in the list.
measurement

The layout for the capture plate selected displays in the Plate
Measurement panel.

Select multiple capture plates by highlighting the applicable
capture plates in the list.
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To...

Click or select...

use a bar code reader to
start capture plate
measurement

measure a capture plate

measure a capture plate as
raw data

The subpanel of the Capture Plates panel displays the associated hybridization plate and assay

scan the bar code of the applicable capture plate. The
capture plate ID displays in the dialog box above the
Measure... button.

Notes:
® This function only works if the capture plate is available in
the Capture Plates panel.

® The capture plate ID will not display in the dialog box
above the Measure... button if other functions are
selected on the Measure tab. Click on the dialog box to
display the capture plate ID.

the applicable capture plate from the list and click the
Measure... button.

See “Measuring a plate,” page 167, for additional
instructions.

the Raw Data button.

See “Measuring a plate as raw data,” page 171, for
additional instructions.

protocols as well as the occupied wells of the highlighted capture plate.

The following table describes the actions that can be performed in the Plate Measurement panel.

To...

Click or select...

stop the measurement of a
capture plate

remove a specimen from the
plate layout grid

the Stop button.

See “Canceling plate measurement,” page 170, for
additional instructions.

the applicable specimen ID on the plate layout grid and click
the Remove button.

Multiple specimen IDs can be removed by highlighting
multiple specimen IDs in the plate layout grid and clicking the
Remove button.

The cell of the removed specimen is empty and is grayed-out.

See “Measuring a plate,” page 167, for additional
instructions.
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To... Click or select...

set the final result of a the applicable specimen ID on the plate layout grid and click

specimen as quantity not the Set QNS button. A dialog box opens to confirm setting the

sufficient status of the specimen to quantity not sufficient. Click the Yes
button.

Multiple specimen IDs can be set to quantity not sufficient by
highlighting multiple specimen IDs in the plate layout grid
and clicking the Set QNS button.

The cell of the specimen set to quantity not sufficient is empty
and grayed-out.

Note: A calibrator or quality control as well as specimen with
a status of unclear or invalid cannot be set to quantity not
sufficient.

See “Measuring a plate,” page 167, for additional
instructions.

print or save the plate the Print... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page
102102, for additional instructions.

The Messages dialog field displays information relevant to the measurement of the plate. If using a
DML 2000, the Background dialog box will display if the Show plate background in measure
window box is checked on the Luminometer Settings tab. The Background dialog box displays the
value of the plate background (10) performed immediately before plate measurement. See

“Understanding the plate background (10) reading,” page 122, for additional instructions.
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6.3 Using the Assay Protocols tab

The Assay Protocols tab is used to manage assay protocols and to access other functions used to

manage specimen, quality control and kit lot information.

The IVD Assay Protocols panel lists assay protocol IDs validated by QIAGEN in the digene HC2

System. The Specimens not bound to a protocol panel lists specimens that are not assigned to an

assay protocol.

Example of the Assay Protocols tab:

Plotes | Measure  Assay Protocols | Patients | Trends | Users | Uities/Settings | Luminometer Settings |

r~IVD Assay Protocols
Assay Protocol ID_| Type (=2
CT-ID Qualitative
CTGC Qualitative Edit
GCD Qualitative
High Risk HPV Qualitative R
Low Risk HPV Qualitative :
RCSCTD Qualitative
RCS CTGC Qualtative Loy
RCS GCAD Qualitative
RCS High Risk HPV Qualitative Specimens..
Quality Controls...
Kit Lots.
Delete
Worldist Export.
Print List.

r~Custom Assay Protocol: r Specimens not bound to an assay pratocol —————————
Assay Protocol 1D Type New Specimen ID | Date of Entry New |
HPV High Risk Custom  Qualtative
Edit Edit |
View... Import.. |
Copy... Copy ta.. |
Specimens... Delete I
Qualty Controls...
Kit Lots
Delete
Worklist Export
FrirtList, . I
i~ Query Status
Huer
Print List...
L ) g i

The following table describes the actions that can be performed in the IVD Assay Protocols panel.

To...

Click or select...

modify the parameters of an
assay protocol

the applicable assay protocol ID and click the Edit... button.
The Edit IVD Assay Protocol dialog box opens.

See “Modifying assay protocols,” page 125, for additional
instructions.

Note: Grayed-out information indicates the parameters
cannot be modified.
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To...

Click or select...

view the parameters of the
assay protocol

view the specimen list for an
assay protocol

manage the quality controls
associated with an assay
protocol

manage the kit lots
associated with an assay
protocol

delete an assay protocol

export a list of unassigned
specimens for an assay
protocol

print or save the list of assay
protocols

the applicable assay protocol ID and click the View... button.
The View IVD Assay Protocol dialog box opens.

See “Viewing assay protocol information,” page 124, for
additional instructions.

the applicable assay protocol ID and click the Specimens...
button. The Specimen List dialog box opens.

See “Using the Specimen List window,” page 71, for
additional instructions.

the applicable assay protocol ID and click the Quality
Controls... button. The Quality Control List dialog box opens.

See “Using the Quality Control List dialog box,” page 69, for
additional instructions.

the applicable assay protocol ID and click the Kit Lots...
button. The Kit Lot Number Entry dialog box opens.

See “Managing kit lots,” page 148, for additional
instructions.

the applicable assay protocol ID and click the Delete button.

See “Deleting an assay protocol,” page 125, for additional
instructions.

Note: If the assay protocol is associated with any specimens,
including specimens with a status of unassigned, the assay
protocol cannot be deleted.

the applicable assay protocol ID and click the Worklist
Export... button. The Worklist Export dialog box opens.

See “Exporting unassigned specimens,” page 143, for
additional instructions.

the Print List... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.
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The following table describes the actions that can be performed in the Specimens not bound to an

assay protocol panel.

To...

Click or select...

create a specimen

modify the information
associated with a specimen

import specimens from a text

file

copy a specimen fo an
assay protocol

delete the specimen

print or save the list of
unbound specimens

the New... button. The New/Edit Specimens dialog box
opens.

See “Creating specimens,” page 131, for additional
instructions.

the specimen ID in the list and click the Edit... button. The Edit
Unbound Specimen dialog box opens.

Edit multiple specimens by highlighting the applicable
specimen IDs in the list and clicking the Edit... butfon.

See “Modifying a single specimen or multiple specimens
using the Edit Unbound Specimen dialog box,” page 139,
for additional instructions.

the Import... button.

See “Creating specimens from a text file,” page 133, for
additional instructions.

the specimen ID and click the Copy to... button.

Copy multiple specimens by highlighting the applicable
specimen IDs in the list and clicking the Copy to... button.

See “Copying unbound specimens to an assay protocol,”
page 135, for additional instructions.

the specimen ID and click the Delete button.

Delete multiple specimens by highlighting the applicable
specimen IDs in the list and clicking the Delete button.

See “Deleting an unbound specimen,” page 144, for
additional instructions.

the Print List... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,

for additional instructions.
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The Query button in the Query Status panel is used to manually query for test orders. Bidirectional
communication with the LIS must be configured before a test order can be received in the digene
HC2 System Software. See “Managing the data export settings,” page 114, for additional

instructions.

The dialog field in the Query Status panel contains information about the last query for test
orders. If the query was successful, the date and time of last query as well as the number of
specimens received from the LIS is displayed; if the query was unsuccessful, the error description
is displayed. The following are examples of the information displayed in the dialog field in the

Query Status panel:

® 20131108 07:45:53 - 1 Test Order(s) received.
e 20141201 12:12:24 - Query cannot be performed when no order mappings are defined.

6.3.1 Using the Edit IVD Assay Protocol dialog box

The Edit IVD Assay Protocol dialog box is used to modify the parameters of an assay protocol.
Most of the parameters of an IVD assay protocol cannot be modified and are grayed-out. Access
the applicable dialog box on the Assay Protocols tab by highlighting the assay protocol in the IVD
Assay Protocols panel and clicking the Edit... button.

To modify the parameters of the assay protocol, see “Modifying assay protocols,” page 125, for

additional instructions.

Example of the Edit IVD Assay Protocol dialog box:

I E— x|
Assay Protocal | High Risk HPY Version: |50 I™ Passwiord protected:
Code:  [100 Confirm password:

| Calibrators and Limits | Specimen Types, Cutoff Factors and Results Output I
ion Method Validation

% FCO = PE* CAF Mumber of required Quality Controls: IZ

Calibrator ratio ———————————
= PCAIE Quality Cortrols...
Calibration Adjustment |1
Rl = Iz': Max. IIE 0 ¥ Dutlier rejection

Negative IDs | Posttive IDs I Equivocal/Retest IDs I

¥ Consensus

Cancel
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6.3.2  Using the View IVD Assay Protocol dialog box

The View IVD Assay Protocol dialog box displays the parameters of the assay protocol.
Information displayed cannot be modified with the exception of the Quality Control button. To
access the dialog box, highlight the applicable assay protocol in the IVD Assay Protocols panel
on the Assay Protocols tab and click the View... button.

Click the Validation and Evaluation, Calibrators and Limits or Specimen Types, Cutoff Factors and

Results Output tabs to view the desired information.

Example of the View IVD Assay Protocol dialog box:

e 0 nssay protacl______ x
Agzay Pratocol IHigh Risk HFY Vergion: 2.0 I™ Password protected:
Code: (100 Confirm passward:

Walidation and Evaluation | Calibrators and Limits | Specimen Types, Cutoff Factors and Results Output I
ion Method Validation

(% FCO = PC*CAF Mumber of required Quality Controls: I;

Calibratorstio——————————————
& PLME Quality Cortrols...
Calibration Adjustment |1
Fector: < |2_: Mac I15 0 [V | Dutlier rejection

Negative IDs | Posttive IDs | Equivocal/Retest IDs |

¥ Conserisus

Close

The following table describes the functions that are available in the View IVD Assay Protocol
dialog box.

Feature Function

Assay Protocol dialog field Displays the assay protocol ID.

Version: dialog field Displays the current version of the digene HC2 System assay
protocol.
Code: dialog field Displays the assay protocol code to be transmitted to an LIS.
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The Validation and Evaluation tab contains the Normalization Method panel, the Validation panel

and the tabs that determine the retesting parameters for non-consensus assay protocols.

Example of the Validation and Evaluation tab for a consensus assay protocol:

Validation and Evaluation | Calibrators and Limits I Specimen Types, Cutoff Factors and Results Output I

Nomalization Method Validation
Mumber of required Quality Contrals: IZ

% PLO = PL * EAF

Calibrator mtio ———————————— :

& PCNC Quality Cortrols... |
Calibration Adjustment |1

Min. |2.E Mazc. |1 50 ¥ Outlier rejection

Factor:

Negative IDs | Positive IDs | Equivocal/Retest IDs |

¥ | Cansensus

Example of the Validation and Evaluation tab for a non-consensus assay protocol:

Validation and Evaluation | Calibrators and Limits | Specimen Types, Cutoff Factors and Results Qutput |

N lization Method 1
Mumber of required Quality Controls: |2

& PCj=PEFCAF
Calibrator ratio —————————— _
& PO Quality Controls... |
Calibration Adjustment |1
Min. |2.E Max. (200 V| Dutlier rejection

Factor:

Negative IDs | Fostive IDs | Equivocal/Retest IDs |

I™ | Eratile Wegative [Ds to be retested
= | Retest Frimany Cutaff Specimens
™| Fetest Secondan Cutaf Speimers

= | Consensus

Retest Assay Protocols for Negative |Ds
Retest for Primary Cutoff Retest for Secondany

Cutoff Type
1st Assay [ Select Al i © <- Select -> 'l
2nd Assay |- Select = vl © Secondany € <- Select > 'l
3d Assay [ Select ¥ € Tetiap © I Select > vl
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The following table describes the functions that are available in the Normalization Method panel.

Feature Function

PCO = PC * CAF radio button  Specifies the method for determining the positive assay cutoff
(PCO) of the assay protocol.

The positive assay cutoff is determined by multiplying the
average of the positive calibrators (PC) by the calibration
adjustment factor (CAF).

Calibration Adjustment Specifies the CAF that is used to calculate the positive assay
Factor: dialog field cutoff for each assay.

The Validation panel contains the settings for the number of quality controls required for
validation and the calibrator ratio. The following table describes the functions that are available

in the Validation panel.

Feature Function

Number of required Quality ~ Specifies the number of quality controls that are required to

Controls: dialog box validate the plate. An equivalent number of quality controls
with the Automatically set for use in validation when added
to a plate layout box checked are required on the plate
before plate measurement can occur.

PC/NC radio button in the Specifies the method for determining the calibrator ratio of
Calibrator ratio subpanel the assay validation.

The calibrator ratio is determined by dividing the average of
the positive calibrators (PC) by the average of the negative
calibrators (NC).

Min. dialog field in the Specifies the minimum value of the calibrator ratio required
Calibrator ratio subpanel for validation of the assay protocol.

Max. dialog field in the Specifies the maximum value of the calibrator ratio required
Calibrator ratio subpanel for a validation of the assay protocol.
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Feature Function

Outlier rejection box Specifies if the assay protocol is permitted to reject one of the
calibrator results as an outlier when calculating the average.

The value furthest from the calibrator average will be rejected
as an outlier if the coefficient of variation (CV) for the
calibrators is not within specification.

The average of the calibrator results and the CV is calculated
with the remaining calibrator results.

Quality Controls... button Opens the Quality Control List dialog box.

See “Using the Quality Control List dialog box,” page 69, for
additional instructions.

The Negative Ids,, Positive IDs and Equivocal/Retest IDs tabs contain the retest parameters for a
non-consensus assay protocol. Each tab has the same functionality for the respective type of ID.

The following table describes the functions that are available in the tabs.

Feature Function

Consensus box Defines the assay protocol as a consensus assay protocol.

Note: If the box is checked, no other features of the Negative
IDs, Positive IDs and Equivocal/Retest IDs tabs are available.

If the box is not checked, the assay protocol is defined as a
non-consensus assay protocol.

Enable Negative IDs to be Enables or disables the application of retest parameters
retested box based on the applicable specimen result.

Enable Positive IDs to be

retested box

Enable Equivocal/Retest IDs
to be retested box

Retest Primary Cutoff Implements retest parameters for specimens according to the
Specimens box primary cutoff factor parameters as defined on the Specimens
Types, Cutoff Factors and Results Output tab.

If this box is checked, the Retest for Primary Cutoff dialog
fields are active in the panel below. If the box is not checked,
the dialog fields are grayed-out.
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Feature

Function

Retest Secondary Cutoff
Specimens box

Retest Assay Protocols for
Negative IDs panel

Retest Assay Protocols for
Positive IDs panel

Retest Assay Protocols for
Equivocal/Retest IDs panel

1st Assay drop-down list
2nd Assay drop-down list
3rd Assay drop-down list

Cutoff Type radio buttons

Implements retest parameters for specimens according to the
secondary cutoff factor parameters as defined on the
Specimens Types, Cutoff Factors and Results Output tab.

If this box is checked, the Retest for Secondary dialog fields
are active in the panel below. If the box is not checked, the
dialog fields are grayed-out.

Displays retest parameters for the assay protocol.

Defines the assay protocol for the retest of specimens.

Defines the cutoff factor type for the retest of specimens.

The Calibrators and Limits tab specifies the parameters for the calibrators associated with the

assay protocol. If the box beside a parameter is checked, the parameter is activated for the assay

protocol.

Example of the Calibrators and Limits tab:

"Viglidation and Evaluation Calibrators and Limits | Specimen Types, Cutoff Factors and Results Output

Ratiee HEHE{:LU Placei Max %LV :E?gsiaﬁon
‘Neg e B R [0 [0 P[5 ic ‘
Poscal: [ I [0 milC = [i5 [FRC ‘
Unknown: [T ‘
Room Temperature
’7Min:|22 Maxc: |25 (ol e
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The following table describes the functions that are available on the Calibrators and Limits tab.

Feature Function

Neg Cal: row Parameters for the negative calibrator associated with the
assay protocol.

Pos Cal: row Parameters for the positive calibrator associated with the

Unknown: row

Replicates column

Min RLU column

Max RLU column

Max %CV column

Printing Abbreviation column

Min: dialog field in the
Room Temperature panel

Max: dialog field in the
Room Temperature panel

°C and °F radio buttons in
the Room Temperature panel

assay protocol.

Parameters for the specimens associated with the assay
protocol.

Specifies the number of replicates required for the respective
calibrator.

Regarding the Unknown: row, the specification determines
the number of specimen replicates that is added by default to
a plate associated with the assay protocol.

Specifies the minimum RLU for the respective calibrator
required to validate the assay protocol.

Specifies the maximum RLU for the respective calibrator
required to validate the assay protocol.

Specifies the maximum CV for the respective calibrator
required to validate the assay protocol.

Specifies the printing abbreviation for the respective
calibrator.

Specifies the minimum temperature required at the time of
plate measurement for the assay protocol.

Specifies the maximum temperature required at the time of
plate measurement for the assay protocol.

Specifies either °C for degrees Celsius or °F for degrees
Fahrenheit for the unit of measure for the temperature at the
time of plate measurement.

digene HC2 System Software User Manual 08/2015

66



The Specimen Types, Cutoff Factors and Results Output tab defines

factors and the result designations for the assay protocol.

Example of the Specimen Types, Cutoff Factors and Results Output tab:

"Vaiidation and Evaluation | Calibrators and Limts  Specimen Types, Cutoff Factors and Resubs Output |

 Specimen Types
Type ID Comection Factor | Results Fi Add Type | 1 "For fesearch Use Bnl
£y alidated By <lat nanmes

OPresenviCyt 1

|

Na Fename Type |
P | v [efault specimen Bipe cat
I _’I e be determined by user

r~ Cutoff Factors: < STM =

| Primarny Secondary Tertiany
| Negative 1.00 1.00 1.00
| Postive 1.00 1.00 1.00
—Resutt Designations: < 5TM =
Final

Negative |~
| Positive |High Fisk
| Equivocal/Retest |11/
| spuT 50

The following table describes the functions that are available in the Specimen Types, Cutoff

Factors and Results Output panel.

Feature

Function

the specimen types, cutoff

Type ID column

Correction Factor column

Results Final column

Displays the specimen type IDs associated with the assay
protocol.

Displays the correction factors for the specimen types
associated with the assay protocol.

Displays if the retest algorithm is applicable to the specimen
type. If Yes, the final result for the specimen type is
determined based on the primary test. If No, the final result of
a specimen is defermined using the refest algorithm, as
applicable.

Note: The Results Final column only displays if the Consensus
box is checked on the Validation and Evaluation tab.
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Feature

Function

Box beside each specimen
type ID

Default specimen type can
be determined by user box

The checked box specifies the default specimen type for the
assay protocol.

See “Changing the default specimen type of an assay
protocol,” page 128, for additional instructions.

Specifies if a user with operator access level can select the
default specimen type for the assay protocol. If the box is
checked, a user with operator access level can select the
default specimen type.

The information displayed in the Cutoff Factors: < [specimen type] > and Result Designations:

< [specimen type] > panels is specific to the specimen type highlighted in the Specimen Types

panel.

The following table describes the functions that are available in the Cutoff Factors: < [specimen

typel > panel.

Feature

Function

Negative row

Positive row

Primary column

Secondary column

Tertiary column

Specifies the cutoff factor parameters for determining a
negative result. Any result that is less than the specified
parameter is considered negative.

Note: If the Negative cutoff does not equal the Positive cutoff
and the result falls between the cutoffs, the result is
considered equivocal/refest.

Specifies the cutoff factor parameters for determining a
positive result. Any result that is equal to or greater than the
specified parameter is considered positive.

Note: If the Negative cutoff does not equal the Positive cutoff
and the result falls between the cutoffs, the result is
considered equivocal/refest.

Specifies the parameters of the primary cutoff factors for a
specimen.

Specifies the parameters of the secondary cutoff factors for a
specimen.

Specifies the parameters of the tertiary cutoff factors for a
specimen.
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The following table describes the functions that are available in the Results Designations

< [specimen type] > panel.

Feature Function

Negative row Specifies the result displayed for a negative result.

Positive row Specifies the result displayed for a positive result.
Equivocal/Retest row Specifies the result displayed for an equivocal or retest result.
SPLIT row Specifies the result displayed for a split result.

Preliminary column Specifies the result displayed for a preliminary result.

Note: The Preliminary column does not display when the
Consensus box is checked on the Validation and Evaluation
tab or when the Results Final column is Yes in the Specimen
Types panel.

Final column Specifies the result displayed for a final result.

6.3.3  Using the Quality Control List dialog box

The Quality Control List dialog box is used to manage quality controls. The Quality Control List

dialog box can be accessed using one of the following methods:

e On the Plates tab in the Unmeasured Hybridization Plates panel, click the New IVD... button
or select a hybridization plate ID from the list and click the Edit... button. The Create/Edit
Layout window opens. Click the Manage QCs... button in the Quality controls panel.

e On the Assay Protocols tab, select an assay protocol ID from the IVD Assay Protocols panel
and click the Quality Controls... button.

e On the Assay Protocols tab, select an assay protocol ID from the IVD Assay Protocols panel
and click the Edit... button. The Edit IVD Assay Protocol dialog box opens. On the Validation
and Evaluation tab, click the Quality Controls... button.

e On the Assay Protocols tab, select an assay protocol ID from the IVD Assay Protocols panel
and click the View... button. The View IVD Assay Protocol dialog box opens. On the

Validation and Evaluation tab, click the Quality Controls... button.

digene HC2 System Software User Manual 08/2015



Example of the Quality Control List dialog box:

Quality Control List

fizzay IHigh Frizk HP

Checked quality controlz are automatically et for use in
wvalidation when added to a plate layout,

Huality Control 1D I Mew... |

GQC1-LR

&l 0C2HR Edit.. |

Fandom QC

Delete

Print Lizt...

fl

Cloze

The following table describes the features that are available in the Quality Control List dialog box.

Feature Function

Assay dialog field Specifies the assay protocol ID that is associated with the
quality controls displayed.

Quality Control ID list Specifies the quality control IDs associated with the specified

assay protocol.

If the box beside the quality control ID is checked, the
Automatically set for use in validation when added to a plate
layout box is checked for the quality control. If the quality
control is added to the plate, the quality control must meet the
defined specifications of the quality control for the assay to

be valid.
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The following table describes the actions that can be performed in the Quality Control List dialog

box.

To...

Click or select...

add a new, optional quality
control

modify the information for a
quality control

delete an optional quality
control

view the list of quality
controls associated with an
assay protocol

close the Quality Control List
dialog box

the New... button. The QC ID Entry dialog box opens.

See “Creating an optional quality control,” page 151, for
additional instructions.

the applicable quality control ID and click the Edit... button.
The Edit Quality Control dialog box opens.

See “Modifying a required quality control,” page 152, or
“Modifying an optional quality control,” page 152, for
additional instructions.

the applicable quality control ID and click the Delete button.

See “Deleting an optional quality control,” page 153, for
additional instructions.

the Print List... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,

for additional instructions.

the Close button.

6.3.4  Using the Specimen List window

Use the Specimen List window to view specimen information and to manage specimens. Access

this window on the Assay Protocols tab by highlighting the applicable assay protocol ID and

clicking the Specimens button.
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Example of the Specimen List window:

posy  [FighRisk HPY

06-25-201313 20150515 Plate2
062520114 20190515 Plate2
06-25-201 15 2013.05-15 Plate2
06-25-201 316 2013-05-15 Plate2
06-25-201 317 20150515 Plate2
06-26-201321 2018.06-15 Plaie2
06-25-201323 2013.08-15 Plate2
07-25-2013 567 20190515 Plate2
123 ASCAS plate 1
124 ASCUS plate 1
45454554
45465452654 20140418 - HRHPY 56734
4554851dES4 20140418 -HR HPY 56734
AEEESAGSIE
20140418 -HRHPY 56734
TEB4E
78378578 20140418-HRHPY 56734
7897857978
_01_2000012
2000013
Z0n_2000064 pltd ol 4569345
"o1_2000085 pltd ot 4589345
2000066 pitd cil 4509345
_01_2000067 olt4 cil 456345
ASCAUS plate 1
: ASCUS plate 1
ASCAUS plate1
ASCUS plate 1
pitd el 4583345
olt 4 ot 4589345
pltd et 4569345
pitd el 4583345
ASCUS plate 1
ASCUS plate 1
1
ASCUS plate 1
ASCUS plaia 1
oltd ctl 4509345
pitd ctd 4589345
pltd cil 4583345
olt4 et 4509345

ASCAUS plate 1

5409568
54BES

54E9EES
5489563

5489568
54BY5ES

5489568
5489568

5489563
5489568

ervCyt
eyt
vyt
erviCyt
ey
vyt
ervCyt
ervCyt
eyl
ervCyt

eyt
eyl
erviCyt
envCyt
eyl

ey
eyt
envCyt

B
5723201314737 PM
57232013 1:47:37 PM
5/29/2013 14737 M
5/29/2013 14737 PM
5/23220131.47.37 PM
5/29/2013 1:47.37 FM
5292013 14737 FM
B/13/2013 420, 0 PM
11672013 94713 M
11/6/2013 34715 AM
B/20/2013 11:31.33 AM
B/8/2013613. 24 PM
6/20/2013 11:31:33 AM
B/18/2013 6:13:34 P
6132013 42359 PM
6/20/2013 34518 PM
B/202201311:31: 33 AM
6182013 6:13:34 PM
11/8/2013 40800 PM
11/8/2013 4.08:00 PM
11712/2013 32931 PM
1112/2012 22931 P
1112/2013 32931 PM
11/712/2013 329.71 PM
10/31/213 41511 P
10/31/2013 41511 PM
10/31/2013 41571 PM
10/3172013 41511 P
10/31/2013 41511 PM
11/8/2013 40800 PM
11/8/2013 0800 PM
1111242013 32331 PM
11712/2013 32931 PM
11712/2013 32931 P
111242013 32331 PM
10/31/2013 41511 PM
10/3172012 41511 PM
10/31/2013 41511 PM
10/31/2013 41571 PM
107372013 41511 PM
11/8/2013 408,00 PM
11/8/2013 4.08.00 PM
11A2/2003 22971 PM
1112/213 32931 PM
11A12/2013 329:31 PM
11012/2013 329.31 PM
10/31/2013 41511 PM

14642013
182013

14842013
/82013

1/6/2013
/62013

114672013
114642013

11642013
1146/2013

/672013

Retest

N
No result
Noresut
Noresuk
Horesut
Ho resul
Mo resub
Norent
Noresult
Final

Final

Noresul
Noresuk
HNoresub
Noresul
Noresuk
Noresut
No result

Freiinay
Noresuk
Fral

Fial
Unclear
Naresut
Ho resut
Ho result
Noresut
Unclesr
Final
Frelminary.
No resut

45
s

45

22

7
75

45

2224

75
75

003
03

003
i

005

[ka]

0.05
0.05

Mot Transmited
Mot Transmited

Mot Transmited
Mot Transmited

Mot Transmited
Mol Transmited

Not Transmited
Mot Transmited

Nt Transmited
Mot Transmited

Mot Transmitted

s

es

et
Yes

‘fes
e

Yes
‘fes

e

ol

The assay protocol ID is displayed in the Assay dialog field at the top of the window.

=181

~Filter by Specimen Status—
&

¥ Unassigned

¥ Unmessued

¥ Messured

[V Accepted

A

e ans

¥ Retest

¥ Aemessus

¥ Procesiing Enars

=
2

Compto..
SetONS

o
T

el

Print Liet...

x
2

Export

Bl

The following table describes the actions that can be performed in the Specimen List window.

To...

Click or select...

sort the specimen list by a
particular parameter

include in the specimen list
all specimens associated
with the assay protocol

include in the specimen list
all specimens with a status of
unassigned

the applicable column header.

Note: Each click of the column alternates between ascending
and descending sort order.

the All box in the Filter by Specimen Status panel.

Note: This box acts as a toggle to select or unselect all other
specimen status filters.

the Unassigned box in the Filter by Specimen Status panel.

Uncheck this box to remove from the specimen list those
specimens with a status of unassigned.
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To...

Click or select...

include in the specimen list
those specimens with a
status of unmeasured

include in the specimen list
those specimens with a
status of measured

include in the specimen list
those specimens with a
status of accepted

include in the specimen list
all specimens selected using
the boxes in the first column
of the Filter by Specimen
Status panel

include in the specimen list
those specimens with a result
of quantity not sufficient

include in the specimen list
those specimens with a result
of retest

include in the specimen list
those specimens set to be
re-measured

include in the specimen list
those specimens with a
status of unclear and invalid

the Unmeasured box in the Filter by Specimen Status panel.

Uncheck this box to remove from the specimen list those
specimens with a status of unmeasured.

the Measured box in the Filter by Specimen Status panel.

Uncheck this box to remove from the specimen list those
specimens with a status of measured.

the Accepted box in the Filter by Specimen Status panel.

Uncheck this box to remove from the specimen list those
specimens with a status of accepted.

the All box in the second column of the Filter by Specimen
Status panel.

Note: A box must be checked in the first column of the Filter
by Specimen Status panel.

the QNS box in the second column of the Filter by Specimen
Status panel.

Note: A box must be checked in the first column of the Filter
by Specimen Status panel.

the Retest box in the second column of the Filter by Specimen
Status panel.

Note: A box must be checked in the first column of the Filter
by Specimen Status panel.

the Re-measure box in the second column of the Filter by
Specimen Status panel.

Note: A box must be checked in the first column of the Filter
by Specimen Status panel.

the Processing Errors box in the second column of the Filter
by Specimen Status panel.

Note: A box must be checked in the first column of the Filter
by Specimen Status panel.
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To...

Click or select...

refine the specimen list using
a date range for the date of
plate measurement

create a specimen

modify the information
associated with a specimen

copy a specimen fo an
assay protocol

set a specimen to be
re-measured

the Filter by date box and select the parameters in the Start:
and End: drop-down lists.

Note: A box must be checked in the first column of the Filter
by Specimen Status panel.

the New... button.
The New/Edit Specimens dialog box opens.

See “Creating specimens,” page 131, for additional
instructions.

the specimen ID in the list and click the Edit... button.
Alternatively, double-click a specimen ID in the list.

The Edit Specimen dialog box opens.

See “Modifying a single specimen using the Edit Specimen
dialog box,” page 137, for additional instructions.

To modify multiple specimens, see “Modifying multiple
specimens using the Edit Multiple Specimens dialog box,”
page 138, for additional instructions.

the specimen ID in the list and click the Copy to... button.

Copy multiple specimens by highlighting the applicable
specimen IDs in the list and clicking the Copy to... button.

See “Copying specimens from one assay protocol to another
assay protocol,” page 135, for additional instructions.

the specimen ID in the list and click the Re-measure button.

See “Re-measuring a specimen,” page 195, for additional
instructions.

Note: Only users with supervisor access level are able to use
this function; the Re-measure button is grayed-out if the
function is not available.
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To...

Click or select...

set the final result of a
specimen as quantity not
sufficient

clear the status of a
specimen with an unclear or
invalid status

delete an unmeasured
specimen

print or save the specimen
list for an assay protocol

the applicable specimen ID in the list and click the Set QNS
button. A dialog box opens to confirm sefting the status of the
specimen to quantity not sufficient. Click the Yes button.

Multiple specimen IDs can be set to quantity not sufficient by
highlighting multiple specimen IDs in the list and clicking the
Set QNS button.

Notes:

® A calibrator or quality control as well as specimen with a
status of unclear or invalid cannot be set to quantity not
sufficient.

e The Set QNS button is grayed-out if none of the specimens
selected can be set to quantity not sufficient.

the specimen ID in the list and click the Clear Import butfon.

See “Clearing the status of a specimen,” page 193, for
additional information.

Note: The Clear Import button is grayed-out if the function is
not available.

the applicable specimen ID in the list and click the Delete
button. A dialog box opens to confirm the deletion of the
specimen. Click the Yes button.

Multiple specimen IDs can be deleted by highlighting multiple
specimen IDs in the list and clicking the Delete button.
Notes:

e Unmeasured specimens with a status of retest cannot be

deleted.

e The Delete button is grayed-out if none of the specimens
selected can be deleted.

the Print List... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.
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To...

Click or select...

view a specimen history
report

view an individual specimen
report

export the test results of a
specimen with the status of
quantity not sufficient

close the Specimen List
window

the specimen ID in the list and click the History button. The
QIAGEN Report Viewer window opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.

See “Understanding the specimen history report,” page 190,
for additional information.

the specimen ID in the list and click the View ISR button. The
QIAGEN Report Viewer window opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.

See “Understanding the individual specimen report,”
page 188, for additional information.

Note: The View ISR button is grayed-out if the function is not
available.

the specimen ID in the list and click the Export button.

Multiple specimen IDs with a status of quantity not sufficient
can be exported by highlighting the applicable specimen IDs
in the list and clicking the Export button.

Note: Only a specimen with a status of quantity not sufficient
can be exported from the Specimen List window; the Export
button is grayed-out if the function is not available.

the OK button.
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6.4  Using the Patients tab

The Patients tab is used to view and manage patient information.

Example of the Patients tab:

Current luminometer: Current user:

poee8 ]

' Plates | Measure | Assay Protocols  Patients |Trend5| Users | Uti\mes/Settingsl Luminometer Seﬂingsl

- Patients

Patient 1D | First Name | Last Name | Date of Bith | Sex Results Pending | Physician Medications | Comments New...
7894580  Riff Raff 3/24/1918  Male Yes Dr. Frank-N-Furter Mo
7894578 Janet Weiss 9/24/1972  Female Yes Dr. Frank-N-Furter Yes Edi..

Comments. .
Specimens
[Delete:

Prirtt List...

The following table describes the actions that can be performed on the Patients tab.

To... Click or select...

sort the patient list by a the applicable column header.

articular parameter . .
P P Note: Each click of the column alternates between ascending

and descending sort order.

add a new patient the New... button. The Patient ID Entry dialog box opens.

See “Creating a patient,” page 146, for additional
instructions.

modify the information for @ the applicable patient ID and click the Edit... button. The Edit
patient Patient dialog box opens.

See “Modifying patient information,” page 146, for
additional instructions.
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To...

Click or select...

view, modify or delete the
comments associated with a
patient

view the specimen
information associated with
a patient

delete a patient

print or save the patient list

the applicable patient ID and click the Comments... button.
The Patient Comments dialog box opens.

See “Creating a patient comment,” page 147, “Modifying a
patient comment,” page 147, and “Deleting a patient
comment,” page 148, for additional instructions.

the applicable patient ID and click the Specimens... button.
The Specimens dialog box opens.

See “Viewing patient information,” page 146, for additional
information.

the applicable patient ID and click the Delete button.
A dialog box opens to confirm the deletion of the patient.
Click the applicable response.

Multiple patient IDs can be deleted by highlighting the
applicable patient IDs in the list and clicking the Delete
button. A dialog box opens for each patient ID to confirm the
deletion of the patient. Click the applicable response.

See “Deleting a patient ID,” page 148, for additional
instructions.

the Print List... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.

6.5 Using the Trends tab

The Trends tab is used to view trending reports based on the database maintained by the digene

HC2 System Software.

To generate trend reports for patients, quality controls, calibrators, specimens and background

measurements, see “Generating trending reports,” page 197, for additional instructions. The

trend reports for background measurements are only available for the DML 2000.
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Example of the Trends tab with a DML 3000 selected as the DML instrument:

Currert luminometer Current user:

' Plates I Measure | Assay Protocols | Patients  Trends I Users | Ltilities./Settings | Luminometer Settings |

Specimen 1D | Measured Date | TendDats ————————— r~ Trend Range

" Patierts Start Date: | 6/12/2012 i
€ Qualty Cortrols End Date: | 6/13/2013 -

" Calibrators by Kit Lot

" Calibrators by User ~ Pratocal Fiter
@ Specimens @ VD Protocals

" Custom Protocols

Tirend.

Example of the Trends tab with a DML 2000 selected as the DML instrument:

Current luminometer. Curent uger:

' Plates | Measurel Assay Protocols | Patients  Trends |U5ers | Ltilities/Settings | Luminometer Seﬂingsl

Specimen 1D | Measured Date | S

" Patients Start Date: | 6/12/2012 =
" Quality Cortrols End Date: | £/13/2013 -

" Calibrators by Kit Lot

™ Calibrators by Ussr ~ Protacal Fiter
i Specimens @ VD Protocols
" Background Measursments " Custom Protocols

Trend |
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The following actions can be performed on the Trends tab.

To...

Click or select...

specify the type of data for
the trend report

specify a date range for the
trend report

specify the type of assay
protocol for the trend report

specify the serial number of
the DML instrument for the
trend report

generate a trending report
with the parameters selected

the applicable radio button in the Trend Data panel.

the applicable parameters in the Start Date: and End Date:
dialog fields in the Trend Range panel.

the IVD Protocols radio button in the Protocol Filter panel.

Note: One of the radio buttons is selected at all times and
only one radio button may be selected at a time.

the serial number of the DML instrument from the drop-down
list in the Serial Number for Trend panel.

Note: The Serial Number for Trend panel is available only
when a DML 2000 is selected as the current DML instrument.

the Trend... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.
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6.6  Using the Users tab

The Users tab is used to create and manage user accounts. The Users tab only displays if a user

has supervisor access level. See “Managing users,” page 105, for additional instructions.

Example of the Users tab:

Current luminometer. Current user:

B ]

Plates | Measure I Assay Protocols | Patients | Trends Ussrs I Ltities/Settings | Luminometer Settings |

Enabled
User ID | Last Name I First Name I Account Type | Locked I Active |
New. Inactivity Timer min’ n W
TFinland  Finland Tom Supervisor No Yes —I Y il
Super Supervisor Lab Supervisor Yes Yes
el Password Expiration (days): | 90~ M

Allowed Login Atempts: | 5 I~
Password History Depth: | 5 i

Prirt List...

The following table describes the actions that can be performed on the Users tab.

To...

Click or select...

sort the user list by a
particular parameter

add a user

modify the login password
or access level of a user

the applicable column header.

Note: Each click of the column header alternates between
ascending and descending sort order.

the New... button. The User ID Entry dialog box opens.

See “Creating a user,” page 106, for additional instructions.

the user ID from the list and click the Edit... button. The Edit
User dialog box opens.

See “Modifying a user,” page 107, for additional
instructions.
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To...

Click or select...

modify the inactivity timer
setting

inactivate the inactivity timer
setting

modify the password
expiration setting

inactivate the password
expiration setting

modify the allowed login
attempts setting

inactivate the allowed login
attempts setting

modify the password history
depth sefting

the Inactivity Time (min): dialog field and enter the number of
minutes of user inactivity that will result in the inactivation of
the digene HC2 System Software.

See “Setting the inactivity timer,” page 109, for additional
instructions.

the Inactivity Time (min): box. The Inactivity Time (min): dialog
field will be grayed-out.

See “Setting the inactivity timer,” page 109, for additional
instructions.

the Password Expiration (days): dialog field and enter the
number of days after which the user is prompted to change
their login or eSign password.

See “Setting the password expiration,” page 109, for
additional instructions.

the Password Expiration (days): box. The Password
Expiration (days): dialog field will be grayed-out.

See “Setting the password expiration,” page 109, for
additional instructions.

the Allowed Login Attempts: dialog field and enter the
number of times a user may attempt to log in before the user
is locked out of the digene HC2 System Software.

See “Setting the allowed login attempts,” page 110, for
additional instructions.

the Allowed Login Atempts: box. The Allowed Login
Attempts: dialog field will be grayed-out.

See “Setting the allowed login attempts,” page 110, for
additional instructions.

the Password History Depth: dialog field and enter the
number of past passwords that may not be used by the user
when creating a new password.

See “Setting the password history depth,” page 110, for
additional instructions.
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To... Click or select...

inactivate the password the Password History Depth: box. The Password History
history depth setting Depth: dialog field will be grayed-out.

See “Setting the password history depth,” page 110, for
additional instructions.

print or save the user list the Print List... button. The QIAGEN Report Viewer window
opens.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.

Note: Passwords do not print.

6.7 Using the Utilities/Settings tab

The Utilities/Settings tab is used fo:

Modify the laboratory name and header information
Archive data

Modify the digene HC2 System Software settings

Install assay protocols

View the audit log

Configure the data interface for the export of test results

Schedule queries for bidirectional communication between the digene HC2 System Software
and the LIS
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Example of the Utilities/Settings tab:

Current luminameter. Current user,

ceoee G

Plotes | Measure | Assay Protocos | Patients | Trends | Users  UHlties/Seftings | Luminometer Settings |

- Laboratory - LIS Connection Setting:
Connection Protocol. -
™ Allow enly Supervisor acceptance of resultts Default temperature unit RN D ASTM (File)
[¥ Prompt for RCS Serial Number on Measure et LI TCP/IP Transmit Port 0
TCPAP Recive Address /Fot. | 0 0 0 0| 0
Name / Customized protocol validated by
[R¥Z Lebordores Seral Port Connection coMi >
Change... |
Header: Test Cannection |
XYZ Laboratories -]
1235 South Boulevard
Greenwood, TQ 38789 i~ LIS Laboratery Settings
582-693-4717
= Query Mode Scheduled -~
~ Archiving — Install Companents Poliing Frequency (minutes): 5
LS TR Install Assay Protocols... — =
4| Scheduled Query I [1zo0 M =
View Archive Data... | Archive Data... | =
I [1zo0 Am =
Fiestare Curent Data | Archive Frequency.. | rAudtlog————
Include Preliminary Results
Audit Log a #
ul Transmit Resuits
RCS 1 Barcode Diectory: |C:\RapidCap'\BCR\Data, Browse... |
[ Transmit Calibrator and Quality Control Data for Failed Assays
RCS 2 Barcode Directory: | Bowse.. | Map Orders...

The following table describes the actions that can be performed on the Utilities/Settings tab.

To... Click or select...

prohibit a user with operator  the Allow only Supervisor acceptance of results box.

access level from acceptin . )
PINI " if the box is not checked, a user with operator access level

results
can accept plates.
See “Determining the access level required to accept results,”
page 110, for additional instructions.
Note: Only users with supervisor access level can modify this
function.

activate the RCS Serial the Prompt for RCS Serial Number on Measure box.

Number: dialog field in the
dialog box that opens
immediately prior to plate
measurement

See “Modifying the prompt during plate measurement,”
page 111, for additional instructions.
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To...

Click or select...

specify the unit of measure
for the temperature used on
reports

modify the laboratory and
header information

only archive plates that have
an export status of
transmitted

view an archive

end the viewing of an
archive and restore the
current data

perform an archive

set the frequency of archive
reminder

either the °C, for Celsius, or °F, for Fahrenheit, radio button in
the Default temperature unit panel.

Note: Only users with supervisor access level can modify this
function.

the Change... button. The Edit Laboratory Information dialog
box opens.

See "Modifying the laboratory information,” page 111, for
additional instructions.

Note: Only users with supervisor access level can modify this
function.

the LIS Interface Active box in the Archiving panel.

See “Managing the archive settings,” page 112, for
additional instructions.

Note: Only users with supervisor access level may modify this
function.

the View Archive Data... button in the Archiving panel. The
View Archive Data dialog box opens.

See “Viewing an archive,” page 215, for additional
instructions.

the Restore Current Data button in the Archiving panel.

See “Viewing an archive,” page 215, for additional
instructions.

the Archive Data... button in the Archiving panel. The Archive
Data dialog box opens.

See “Creating an archive,” page 214, for additional
instructions.

the Archive Frequency... button in the Archiving panel. The
Archive Frequency dialog box opens.

See “Managing the archive settings,” page 112, for
additional instructions.

Note: Only users with supervisor access level may modify this
function.
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To...

Click or select...

restore assay protocols

view the audit log

specify the directory
containing the import
mapping files for automatic
capture plate ID association

select the type of connection
for exporting results

enter the transmission control
protocol/internet protocol
(TCP/IP) transmit port
through which the HC2
System computer is
connected to an LIS

the Install Assay Protocols... button in the Install Components
panel.

See "Restoring the digene HC2 System assay protocols,”
page 126, for additional information.

Note: Only users with supervisor access level may modify this
function.

the Audit Log button in the Audit Log panel. The Audit Log
window opens.

See “Using the Audit Log window,” page 89, and “Viewing
the audit log,” page 217, for additional instructions.

the Browse... button beside the RCS 1 Barcode Directory:
dialog field or the RCS 2 Barcode Directory: dialog field.

See “Sefting up the RCS Bar Code Reader directory,”
page 113, for additional instructions.

Note: Only users with supervisor access level may modify this
function.

the applicable parameter from the Connection Protocol:
drop-down list in the LIS Connection Settings panel.

See “Managing the data export seftings,” page 114, for
additional instructions.

Note: Only users with supervisor access level may modify this
function.

the TCP/IP Transmit Port: dialog box in the LIS Connection
Settings panel and enter the applicable parameter.

See “Setting up data export using the HL7 standards,”
page 115, for additional instructions.

Notes:

e The TCP/IP Transmit Port: dialog box is grayed-out unless
HL7 (Ethernet) is selected in the Connection Protocol:
drop-down list.

e Only users with supervisor access level may modify this
function.
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To...

Click or select...

enter the TCP/IP receive
address/port through which
the HC2 System computer is
connected to an LIS

select the serial port through
which the HC2 System
computer is connected to an

LIS

test the connection of the
HC2 System computer to the
LIS

select query mode for
requesting test orders from
the LIS

the TCP/IP Receive Address/Port: dialog boxes in the LIS
Connection Settings panel and enter the applicable
parameters.

See “Setting up data export using the HL7 standards,”
page 115, for additional instructions.
Notes:

® The TCP/IP Receive Address/Port: dialog boxes are
grayed-out unless HL7 (Ethernet) is selected in the
Connection Protocol: drop-down list.

® Only users with supervisor access level may modify this
function.

the applicable COM port from the Serial Port Connection:
drop-down list in the LIS Export Settings panel.

See “Setting up data export using the CLSI standards,”
page 114, for additional instructions.
Notes:

e The Serial Port Connection: drop-down list is grayed-out
unless ASTM (Serial) is selected in the Connection
Protocol: drop-down list.

e Only users with supervisor access level may modify this
function.

the Test Connection button.

See “Managing the data export seftings,” page 114, for
additional instructions.

Notes:

e The Test Connection button is grayed-out unless ASTM
(Serial) or HL7 (Ethernet) is selected in the Connection
Protocol: drop-down list.

e Only users with supervisor access level may modify this
function.

the applicable parameter from the Query Mode: drop-down
list in the LIS Laboratory Settings panel.

See “Sefting up bidirectional communication,” page 115, for
additional instructions.

Note: Only users with supervisor access level may modify this
function.
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To...

Click or select...

specify the frequency of
polling for test orders from
the LIS

schedule the time(s) for test
order query to occur

include preliminary results
when exporting results

automatically transmit results
at the time the results are
accepted

the Polling Frequency (minutes): dialog box and enter the
applicable parameter.

See “Sefting up bidirectional communication,” page 115, for
additional instructions.
Notes:

e The Polling Frequency (minutes): dialog box is grayed-out
unless Polling is selected in the Query Mode: drop-down
list.

® Only users with supervisor access level may modify this
function.

the Schedule Query box and modify the time in the dialog
field using the arrows.

See “Setting up bidirectional communication,” page 115, for
additional instructions.
Notes:

® The Schedule Query dialog boxes are grayed-out unless
Scheduled is selected in the Query Mode: drop-down list.

e Only users with supervisor access level may modify this
function.

the Include Preliminary Results box in the LIS Laboratory
Settings panel.

If the box is not checked, preliminary results will not be
exported.

See “Determining if preliminary results are exported,”
page 116, for additional instructions.

Note: Only users with supervisor access level may modify this
function.

the Automatically Transmit Results box in the LIS Laboratory
Settings panel.

If the box is not checked, accepted results will not transmit
until manually exported.

See “Detfermining if accepted results are automatically
exported,” page 117, for additional instructions.

Note: Only users with supervisor access level may modify this
function.
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To...

Click or select...

include calibrator and
quality control data when
exporting results for invalid
assays

map the assay protocols
according to the parameters
specified in the LIS

the Transmit Calibrator and Quality Control Data for Failed
Assays box in the LIS Laboratory Settings panel.

If the box is not checked, the information for an invalid assay
will not be exported.

See “Determining if calibrator and quality control results are
exported for failed assays,” page 117, for additional
instructions.

Note: Only users with supervisor access level may modify this
function.

the Map Orders... button. The LIS Assay Protocol Map dialog
box opens.

See “Sefting up bidirectional communication,” page 115, for
additional instructions.

Note: Only users with supervisor access level may modify this
function.

6.7.1  Using the Audit Log window

The digene HC2 System Software includes an audit log of certain events to track changes and to
make troubleshooting easier. Open the Audit Log window by clicking the Audit Log button in the
Audit Log panel on the Utilities/Settings tab. The information displayed in the Audit Log window

can be filtered to refine the information displayed. Actions that are tracked as part of specimen

history are not included in the audit log.

The following events are included in the audit log:

e Assay protocol parameter modified

® Assay protocol deleted

® Assay protocol removed from a plate

e Patient deleted

e Kit lot deleted

e Qudlity control parameters modified

® Quality control moved on a plate

® Quality control removed from a plate

e Quality control deleted
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® Specimen information changed

® Specimen moved on a plate

® Specimen removed from a plate

® Specimen re-measured
® Specimen deleted

® Plate re-measured

e Plate deleted

® User account locked

See “Viewing the audit log,” page 217, for additional instructions.

Example of the Audit Log window:

[ Elemert [ item [ Protocal

[ Acton =

51272014 107.00PM  Supsr  Specmen ddd28
RAZHMAVITMNPM  Simer  Snecmen Adi7e

AssayProtocal  CTGC cT6C ‘Assay protocol deleled
AssayProtocol  HighRisk HPY  High Risk HPY  Defaul samgle type changed hiom PresenvCid 1o STH'
Specimen ddd7e7 S pecimen deleted —
Specmen dad778 S pecmen deleted
473072014 23652PM  TFiland Specmen  ddd779 Specimen delsted
4730/2014 236 52PM  TFinland  Specimen ddd7e0 S pecamen debsted
A430/2014 236 52PM  TFinlsrd  Specimen ddd7en S pecamen delsied
473072014 23652PM  TFirland Specimen  ddd7E2 Specimen delsted
4730/2014 23652PM  TFinland  Specimen ddd783 Specimen deleted
4/30/2014 236 52PM  TFinlsnd  Specimen dad7e4 S pecimen delsted
4302014 23652PM  TFinlsnd  Specmen dad786 Spacimen delsted
473072014 23652PM  TFirlsnd Specmen  ddd7e8 S pecimen delsted
4/30/2014 23652PM  TFinlsnd  Specimen ddd789 S pecamen delsied
47302014 23652PN TFiland Specimen  ddd738 S pecimen deleied
473022014 23652PM  Thinland  Specimen dad7es S pecamen deleted
4/30/2014 236 52PM  TFinlsnd  Specimen dad78 S pecimen deleted
402014 23652PM  TFnland  Specimen ddd790 S pecimen delsied
473072014 23652PM  TFirland Specmen  dod737 5 pecimen delsted
4730/2014 23652PM  TFinland  Specimen ddd7% S pecamen deleted
4730/2014 23652PM  TFikand  Specimen ddd795 S pecimen deleted
4702014 23652PN TFilond Specmen  ddd734 S pecimen deleted
430201426 52PM  Thinlarnd  Specimen dad73 § pecamen debeted
4/30/201423652PM  TFinlarnd  Specimen dad1e S pecimen delsted
43072014 23652PM  Thiland Specmen  ddd731 5 pecaen deieled
402014236 52PM  TFinkend  Specimen dadaon S pecimen deleted
4/30/2014 40058 PM  TFinkard  Specimen dad779 High Risk HPY  Specimen 1D changed from ‘'ddd779 1o 'ddd?79new’
4302014 $0068FM  TFiland Specmen  dod77dnew High Fisk KRV Type changed from FresenvCy 1o STH"
402004 40058PM  TFirland Specmen  ddd77Snew High sk HPY Manualy edied
4/30/201440226PM  Thinkard  Specimen dadTTSew High Rlsk HPY  Patient 1D 561 to 1544456
4302014 40226PM  Thiland Specmen  ddd779new High Flsk HPY Manusaly edited
473072014 40315 TFidend Specimen 03 2000055 High Flisk PV Specimen 1D changed fom"_09_2000356' to*_09_2000356pc0p'
473072014 £0315PM  TFirdand  Specimen _03_20003560ppe  High Rlisk HPY - Manusly edited
473002014 40327PM  TFrland Specmen 03 2000356pppp  High Risk PV Specimen D changed from *_09_2000356pppp to*_09_2000358'
4302014 80327PM TFirlond Specmen 032000356 High Fisk KRV Manusly edited
5122014104512 AM TFinkard  User Fi User account locked after exceedng masmmum logn atlempts
SN2201411.0546AM Supei  AssayProtocal  ACS GCAD ACS GCAD Agsay protocol deleted
5122014120257 P Super  Qually Conbed  OCT-LR High Flisk HPV  Exgitation date changed from 'B/4/2007 11, 5353 PM' 1o T1/4/2017 11,5353 FM'
5122014120257 PM Super  Quality Conked  OCT1-LR High Risk HPV Lot number changed from Diefaull’ to 155485
51272014 120310PM Super  Quality Conbd  QC2HA High Flisk HPY  Expiration date changed from '8/4/2007 11:53.53 PM' to '8/4/2018 11:5359PM°
5/12/2014120310PM Super  Qualiy Conbidl  QC2HA High Fisk HPY Lot rumber changed from Diefaudt 1o 43756412
512/2014120915PM Super  Quality Conbedd  CT+ GCAD Expaabon date changed from 'B8/4/2007 115359 PM'" ko '8/4/2018 11.5359 PM"
5N12/2014120915PM Super  Quality Contrdl  CT+ GCAD Lot rumber changed from Defaul’ 1o B797564"
SN12/2014 120327 PM Super  Quaity Conidl GC GCID Lot rimber changed from Defaudl 1o 456482145
5122014120927 PM Super  Quality Conbed  GC+ GCID

Enpaation date changed from 'B/4/2007 115359 PM" ko '8/4/2018 11.5359 PM"
Specimen deleted

| Date Range
StatDate: | 218/2014 =
EndDate | 61772004 o

User: Al =

¥ Assay Protace
¥ Quaity Contid
¥ Plate

W Specimen

F Use

= Pasient

memid: [

=10/

The following table describes the actions that can be performed in the Audit Log window.

To...

Click or select...

select a specific date range
for the audit log

select a specific user for the
audit log

the applicable parameters in the Start Date: and End Date:

dialog fields in the Date Range panel.

the applicable user in the User: drop-down list.

Note: The default setting is All.
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To...

Click or select...

include in the audit log the
actions applicable to assay
protocols

include in the audit log the
actions applicable to quality
controls

include in the audit log the
actions applicable to plates

include in the audit log the
actions applicable to
specimens

include in the audit log the
actions applicable to users

include in the audit log the
actions applicable to
patients

enter a specific parameter

for the audit log

select a specific assay
protocol for the audit log

apply the filters specified for
the audit log

print the displayed audit log

close the Audit Log window

the Assay Protocol box in the Element: panel.

the Quality Control box in the Element: panel.

the Plate box in the Element: panel.

the Specimen box in the Element: panel.

the User box in the Element: panel.

the Patient box in the Element: panel.

the applicable parameter in the ltem ID: dialog field.

Note: The default setting is All; leaving the dialog field blank
is equal to having All in the dialog field.

the applicable assay protocol in the Protocol: drop-down list.

Note: The default setting is All.

the Apply Filter button.

the Print List button. The QIAGEN Report Viewer window
displays the list.

See “Using the QIAGEN Report Viewer window,” page 102,
for additional instructions.

the Close button.
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6.8 Using the Luminometer Settings tab

The Luminometer Settings tab is used fo:

® Manage the settings for the DML instruments
e Perform DML instrument diagnostic tests

e Test the connection between the HC2 System computer and the DML instrument

Only users with supervisor access level can perform the functions available on the Luminometer

Settings tab. See “Managing the DML instrument,” page 117, for additional instructions.
6.8.1 Using the Luminometer Settings tab with a DML 3000

Example of the Luminometer Settings tab for the DML 3000:

Current luminometer: Cunent user:

Plates | Measure | Assay Protocols | Patients | Trends | Users | Utities/Settings  Luminometer Setings |

L election
’7333333 - Add Luminometer | Remove Luminometer | ‘

"Mﬁd\aﬂica| Test Settings rl Actions

[~ Perform mechanical test on startup

[¥ Display mechanical report after completion Settings.. |

Perform Mechanical Test |

Luminometer Controls.
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The following table describes the actions that can be performed on the Luminometer Settings tab

for the DML 3000.

To...

Click or select...

change the current DML
instrument used to measure a
plate

add a new DML instrument

delete a DML instrument

set the digene HC2 System
Software to perform a
mechanical test of the DML
instrument automatically
when a user logs in or the
user is changed

display the results of the
mechanical test immediately
after the mechanical test is
complete

modify the settings of a DML
instrument

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel.

the Add Luminometer button in the Luminometer Selection
panel. The Luminometer Settings dialog box opens.

See “Adding a DML instrument,” page 118, for additional
instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Remove
Luminometer button.

See “Deleting a DML instrument,” page 123, for additional
instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and check the Perform
mechanical test on startup box in the Mechanical Test Settings
panel.

See “Performing a mechanical test,” page 120, for
additional instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and check the Display
mechanical report after completion box in the Mechanical
Test Settings panel.

See “Performing a mechanical test,” page 120, for
additional instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Settings...
button. The Luminometer Settings dialog box opens.

See “Modifying the settings of a DML instrument,” page 119,
for additional instructions.
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To... Click or select...

perform a mechanical test the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Perform
Mechanical Test button in the Luminometer Actions panel.

See “Performing a mechanical test,” page 120, for
additional instructions.

manually control the DML the DML instrument serial number from the drop-down list in
instrument the Luminometer Selection panel and click the Luminometer
Controls... button in the Luminometer Actions panel.

See “Controlling the DML instrument manually,” page 123,
for additional instructions.

6.8.2 Using the Luminometer Controls dialog box with a DML 3000

The DML 3000 can be manually controlled to determine if the instrument is functioning correctly.
The DML 3000 is controlled using the Luminometer Controls dialog box. The Luminometer
Controls dialog box is accessed on the Luminometer Settings tab by selecting the DML instrument
from the Luminometer Selection drop-down list and clicking the Luminometer Controls... butfon.
Only users with supervisor access level can perform the functions available using the Luminometer

Controls dialog box.

Example of the Luminometer Controls dialog box for the DML 3000:

Luminometer Controls ] 1[

Status——————— [~ Movement

¥ Door Closed

— Functiar
Read'wel | Motor O~ |

I'.'_\ vl I‘] vI
™| Commuricating I Cloze |
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The following table describes the actions that can be performed in the Luminometer Controls

dialog box for the DML 3000.

To...

Click or select...

get the status of the DML
instrument

move the plate carrier to the
home position

measure a specific well
location

turn off the stepper motor for
the plate carrier

close the Luminometer
Controls dialog box

the Get Status button.
The information in the Luminometer Controls dialog window

will update on the current status of the DML instrument.

the Move Home button.

the specific location on the plate using the drop-down lists in
the Functions panel and click the Read Well button. The RLU
result displays in the dialog field below the drop-down lists.

the Motor Off button.

the Close button.

The following table describes the features that are available in the Luminometer Controls dialog

box for the DML 3000.

Feature

Function

Door Closed box

Communicating box

If this box is checked, the door was closed during the last
status check of the DML instrument.

If the box is not checked, the door was open during the last
status check of the DML instrument.

If this box is checked, the DML instrument is currently
communicating with the HC2 System computer.

If the box is not checked, the DML instrument is currently not
communicating with the HC2 System computer.
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6.8.3 Using the Luminometer Settings tab with a DML 2000

Example of the Luminometer Settings tab for the DML 2000:

Current lum

' Plates | Measure | Assay Protocols | Patients | Trends | Users | Utiities/Settings Luminometer Settings

L election
’V M bl Add Luminometer | Remove Luminometer | ‘

~Mechanical Test Settings L Actions

™ Peform mechanical test on startup

¥ Display mechanical report after completion Settings.. |
L Background

™ Show plate background in measure window Perform Mechanical Test |

i~ Background Baselin

Last plate background (10): RLUs taken on
Last Background Baseline (100): RLUs taken on Set Bacharound Basefine (100] |
Re-measure Minimum: |30

- Bachground Offset

Background Offset 10

Background Max Luminameter Cortrols. |
Background Min

Background Baseline Reminder Frequency ... |

The following table describes the actions that can be performed on the Luminometer Settings tab
for the DML 2000.

To... Click or select...

change the current DML the DML instrument serial number from the drop-down list in
instrument used to measure a  the Luminometer Selection panel.

plate

add a new DML instrument the Add Luminometer button in the Luminometer Selection

panel. The Luminometer Settings dialog box opens.

See “Adding a DML instrument,” page 118, for additional
instructions.

delete a DML instrument the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Remove
Luminometer button.

See “Deleting a DML instrument,” page 123, for additional
instructions.
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To...

Click or select...

set the digene HC2 System
Software to perform a
mechanical test of the DML
instrument automatically
when a user either logs in or
is changed

display the results of the
mechanical test immediately
affer the mechanical test is
complete

display the results of the
plate background (10)
reading during plate
measurement

specify a minimum RLU value
that will cause the DML
instrument fo re-measure a
well

modify the background

offset

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and check the Perform
mechanical test on startup box in the Mechanical Test Settings
panel.

See “Performing a mechanical test,” page 120, for
additional instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and check the Display
mechanical report after completion box in the Mechanical
Test Settings panel.

See “Performing a mechanical test,” page 120, for
additional instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and check the Show plate
background in measure window box in the Luminometer
Background panel.

See “Understanding the plate background (10) reading,”
page 122, for additional instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and enter an RLU value in
the Re-measure Minimum: dialog field of the Background
Baseline subpanel.

Any well measured with an RLU value less than the specified
parameter will be measured three times and the average
reported as the RLU.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and enter an RLU value in
the Background Offset: dialog field in the Background Offset
subpanel.

See “Understanding the background baseline (100)
reading,” page 120, for additional instructions.
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To...

Click or select...

modify the settings of a DML
instrument

perform a mechanical test

perform the background
baseline (100) reading

set the frequency of
background baseline (100)
reading reminders

manually control the DML
instrument

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Settings...
button. The Luminometer Settings dialog box opens.

See “Modifying the settings of a DML instrument,” page 119,
for additional instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Perform
Mechanical Test button in the Luminometer Actions panel.

See “Performing a mechanical test,” page 120, for
additional instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Set
Background Baseline (100) button.

See “Performing a background baseline (100) reading,”
page 121.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Background
Baseline Reminder Frequency... button. The Baseline
Background Frequency dialog box opens.

See “Setting the frequency of background baseline (100)
reading reminders,” page 121, for additional instructions.

the DML instrument serial number from the drop-down list in
the Luminometer Selection panel and click the Luminometer
Controls... button in the Luminometer Actions panel. The
Luminometer Controls dialog box opens.

See “Controlling the DML instrument manually,” page 123,
for additional instructions.
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The following table describes the features that are available on the Luminometer Settings tab for

the DML 2000.

Feature

Function

Last plate background (10):

and RLUs taken on dialog
fields in the Background
Baseline subpanel

Last Background Baseline
(100): and RLUs taken on
dialog fields in the
Background Baseline
subpanel

Background Max: dialog
field in the Background
Offset subpanel

Background Min: dialog
field in the Background
Offset subpanel

Displays the result and date of the last plate background (10)
reading for the DML instrument selected in the Luminometer
Selection panel.

Displays the result and date of the last background baseline
(100) reading for the DML instrument selected in the
Luminometer Selection panel.

Displays the maximum RLU for the plate background (10)
reading result.

See “Understanding the plate background (10) reading,”
page 122, for additional instructions.

Displays the minimum RLU for the plate background (10)
reading result.

See “Understanding the plate background (10) reading,”
page 122, for additional instructions.

6.8.4 Using the Luminometer Controls dialog box with a DML 2000

The DML 2000 can be manually controlled to determine if the instrument is functioning correctly.

The DML 2000 is controlled using the Luminometer Conirols dialog box. The Luminometer

Controls dialog box is accessed on the Luminometer Settings tab by selecting the DML instrument

from the Luminometer Selection drop-down list and clicking the Luminometer Controls... button.

Only users with supervisor access level can perform the functions available using the Luminometer

Controls dialog box.
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Example of the Luminometer Controls dialog box for the DML 2000:

Luminometer Controls i 1[

Status——————— [~ Movement
Get Status I Move Home | Move To | Get Position |
N |
¥ Door Closed
¥ liis Clozed [Richion
bed obor QU
[~ % at Home LI
[~ at Home Get Value | Open lris |

[T Communicating I Cloze Iris | Close |

The following table describes the actions that can be performed in the Luminometer Controls
dialog window for the DML 2000.

To... Click or select...
get the status of the DML the Get Status button in the Status panel.
instrument

The information in the Luminometer Controls dialog window
will update with the current status of the DML instrument.

move the plate carrier to the  the Move Home button in the Movement panel.
home position

move the plate carrier fo a the specific location on the plate using the drop-down lists in
specified location the Movement panel and click the Move To button.

determine the location of the  the Get Position button in the Movement panel. The position
plate carrier of the plate carrier is displayed in the dialog field below the
Get Position button.

Note: RR is the home position.

measure the well at the the Get Value button in the Functions panel. The RLU result
current location of the plate  displays in the dialog field below the Get Value button.
carrier

turn off the stepper motor for  the Motor Off button in the Functions panel.
the plate carrier

open the iris the Open Iris button in the Functions panel.
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To...

Click or select...

close the iris

close the Luminometer
Controls dialog box

The following table describes the features that are available in the Luminometer Controls dialog

box for the DML 2000.

Feature

the Close Iris button in the Functions panel.

the Close button.

Function

Door Closed box

Iris Closed box

X at Home box

Y at Home box

Communicating box

If this box is checked, the door was closed during the last
status check of the DML instrument.

If the box is not checked, the door was open during the last
status check of the DML instrument.

If this box is checked, the iris was closed during the last status
check of the DML instrument.

If the box is not checked, the iris was open during the last
status check of the DML instrument.

If this box is checked, the plate carrier was in the home
position for the X-axis during the last status check of the DML
instrument.

If the box is not checked, the plate carrier was not in the
home position for the X-axis during the last status check of the
DML instrument.

If this box is checked, the plate carrier was in the home
position for the Y-axis during the last status check of the DML
instrument.

If the box is not checked, the plate carrier was not in the
home position for the Y-axis during the last status check of the
DML instrument.

If this box is checked, the DML instrument is currently
communicating with the HC2 System computer.

If the box is not checked, the DML instrument is currently not
communicating with the HC2 System computer.
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6.9 Using the QIAGEN Report Viewer window

The QIAGEN Report Viewer window displays reports.

Modifying the default settings of the report may truncate information. Do not change the size of

the report as information will not be truncated if the default settings are used.

An example of the menu bar that opens at the top of the QIAGEN Report Viewer window:

[N QIAGEN Report Viewer

Fririt... | Prirt F'review...l Save bz |

The following table describes the actions that can be performed using the QIAGEN Report Viewer

window.

To...

Click or select...

print the displayed report to
the default printer

preview the displayed report
in print format

save the displayed report as
a *.csv file

exit the QIAGEN Report
Viewer window

the Print... button.

the Print Preview... button.

The Print Preview window opens displaying the report. Use
the icons in the menu bar to modify the parameters for
printing the report.

the Save As... button. The Save File As dialog box opens.
Select the directory to which the file will be saved and enter
the file name in the File name: dialog field. Click the Save
button.

A dialog box opens confirming the file was saved. Click OK.

click the Close button.
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7 General Operation

The digene HC2 System Software works with a DML instrument to measure a capture plate. In the
absence of the DML instrument, the digene HC2 System Software can still perform all functions

that do not require a DML instrument.

Performing a test using the digene HC2 System Software involves the following tasks:

e Creating a hybridization plate in the digene HC2 System Software
® Associating a capture plate with a hybridization plate

® Measuring the capture plate using the DML instrument

® Generating reports to view the test results

® Accepting the results of testing

e Transmitting the data to an LIS or to file
7.1 Starting the digene HC2 System

Starting the digene HC2 System involves powering ON the HC2 System computer and
components and logging into the digene HC2 System Software.

When started, the digene HC2 System Software analyzes the available space on the hard disk on
which it is installed, typically the C: drive. If less than 20% of the hard disk space is available, a
dialog box opens that defines the current available free space and suggests removing data. The
performance of the digene HC2 System Software may suffer if less than 20% of the hard disk
space is available. To remove data, the archives containing the data must be removed using the
operating system. See “Creating an archive,” page 214, and “Backing up data,” page 212, for

additional instructions.

The digene HC2 System Software installs with one user that has supervisor access level. Use the
following case-sensitive credentials to log in to the digene HC2 System Software the first time:

® User ID: Super

® login password: Super1234

Once logged in the first time, the digene HC2 System Software will prompt to enter a new login

password for the “Super” user ID.
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1. Power ON the digene HC2 System hardware components.
Refer to the respective user manuals for additional instructions.
2. Log in to the Windows operating system.

Note: If logging into the Windows operating system for the first time, see “Setting up the
Windows operating system,” page 22, for additional instructions.
3. Start the digene HC2 System Software by double-clicking the digene HC2 System Software

icon on the Windows desktop.

Note: The digene HC2 System Software can also be started by clicking the Windows Start
menu, selecting All Programs, selecting HC2 System Software and selecting HC2 System
Software v3.4.

4. In the User Login dialog box, enter the user ID and login password in the applicable dialog
fields and select the applicable serial number of the DML instrument from the Luminometer

Serial Number: drop-down list.
Notes:

e If a DML instrument cannot be selected, see “Adding a DML instrument,” page 118, for
additional instructions to add a DML instrument once logged in.

e The login password for the user ID can be changed from the User Login dialog box by
checking the Change Password box. The Old Password:, New Password: and Confirm
Password: dialog fields appear. Enter the applicable information.

5. Click OK.

The digene HC2 System Software opens with the Plates tab at the forefront.

7.2 Shutting down the digene HC2 System

Shutting down the digene HC2 System hardware is optional; the digene HC2 System hardware

components may be left powered ON without adverse effect.

Recommendation: Leave the digene HC2 System Software powered ON to maintain optimal

performance.

1. Click the Exit button in the digene HC2 System Software window. Alternatively, click the X

button in the upper-right corner of the window.
A dialog box opens to confirm the exit of the digene HC2 System Software.
2. Select the applicable response to close the digene HC2 System Software.

3. Power OFF the DML instrument and printer and shut down the HC2 System computer.
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7.3 Managing users

A user ID and login password are required to use the digene HC2 System Software. User IDs
have an associated access level, either operator or supervisor, that determines the software
functions the user can perform. Using individual user IDs with the digene HC2 System Software
provides control over software functions based on the access level of the user. The digene HC2

System Software requires at least one user have the access level of supervisor.

Once a user is created, the user cannot be deleted from the digene HC2 System Software;

however, a user can be inactivated.

Users with operator access level can perform the following functions:

® View assay profocol parameters

® Manage specimens

e Export a list of unmeasured specimens

® Manage patients

e Create and manage plates

e Import a plate

® Associate capture and hybridization plates
e Create and manage quality controls and test kit lots
e Delete unmeasured plates

® Measure capture plates

® Perform raw data measurements

e Generate reports

® Accept results, based on the setting

e Transmit accepted results to an LIS or to file
® View trend reports

e View the audit log

® Archive data and view archived data

Users with supervisor access level can perform all operator access level functions along with the
following functions:

® Manage users

® Manage the settings of the digene HC2 System Software

e Specify the default specimen type for an assay protocol
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® Delete assay protocols

® Set capture plates to re-measure
® Sef specimens to re-measure

® Accept results

® Manage the DML instruments

® Manage the export settings of results
7.3.1 Creating a user

Recommendation: Reserve the user ID and login password combination of the “Super” user ID for

QIAGEN Technical Services. Do not use this user ID to perform testing.
Only users with supervisor access level can perform the following procedure.

1. On the Users tab, click the New... button.
The User ID Entry dialog box opens.
2. Enter the new user ID in the Enter new User ID: dialog box.

Note: The user ID must consist of alphanumeric characters and underscores as well as
non-leading or non-trailing spaces and hyphens with a minimum of 5 characters and a

maximum of 25 characters.

3. Click OK.
The Create User dialog box opens.

4. Enter the login password for the user in the Password: and Confirm password: dialog boxes.
Notes:

e The login password is case-sensitive and must consist of at least 8 alphanumeric characters
or special symbols [ ~1@# $ % A& *()_+=-":;,. ] as well as one uppercase
character, one lowercase character and one numerical character.

® The maximum length of the login password is 16 characters.

5. Using the User Type: drop-down list, select either the Operator or Supervisor access level.

6. Enter the first name and last name for the user in the First Name: and the Last Name: dialog

boxes.
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7. Enter the eSign password for the user in the eSign Password: and eSign Confirm password:

dialog boxes.
Notes:

e The eSign password is case-sensitive and must consist of at least 8 alphanumeric
characters or special symbols [ ~1 @ # $ % A& * () _+=-":;,. ] as well as one
uppercase character, one lowercase character and one numerical character.

® The maximum length of the eSign password is 16 characters.

e The eSign password must differ from the login password.

8. Make sure the Account Active box is checked to allow the user to perform actions in the
digene HC2 System Software.

9. Click OK.
The Users tab displays the user ID in the list.
Note: As a different user created the login password, the newly created user will be required

to change the login password upon logging in to the digene HC2 System Software for the first

time.
7.3.2  Modifying a user

Once created, a user cannot be deleted from the digene HC2 System Software; however, a user
can be deactivated. A deactivated user will not display in the User ID: drop-down list of the User
Login dialog box and cannot log in to the digene HC2 System Software.

Based on the allowed login attempts setting, a user can lock the account by using an incorrect
password. The user can only be activated if another user with supervisor access level logs in to
the digene HC2 System Software and unlocks the account. If another user with supervisor access

level is not available, contact QIAGEN Technical Services for assistance.

Only users with supervisor access level can perform the following procedure. The user logged in

to the digene HC2 System Software cannot modify their own user account.
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1. On the Users tab, highlight the user ID to modify and click the Edit... button.
The Edit User dialog box opens.

2. Edit the login password using the Password: and Confirm password: dialog boxes, as
applicable.

Notes:

® Based on the password history depth setting, the login password cannot be any of the
defined number of previous login passwords.

® The login password is case-sensitive and must consist of at least 8 alphanumeric characters
or special symbols [ ~1@# $ % A& *()_+=-":;,. ] as well as one uppercase
character, one lowercase character and one numerical character.

® The maximum length of the login password is 16 characters.

® As a different user modified the login password, the modified user will be required to

change the login password at the next log in to the digene HC2 System Software.

3. Edit the user access level by selecting the applicable access level from the User Type:

drop-down list, as applicable.

4. Edit the eSign password using the eSign Password: and eSign Confirm password: dialog

boxes, as applicable.
Notes:

® Based on the password history depth setting, the eSign password cannot be any of the
defined number of previous eSign passwords.

® The eSign password is case-sensitive and must consist of at least 8 alphanumeric
characters or special symbols [ ~ 1 @# $% A& * () _+=-":;,. ] as well as one
uppercase character, one lowercase character and one numerical character.

® The maximum length of the eSign password is 16 characters.

® The eSign password must differ from the login password.

® As a different user modified the eSign password, the modified user will be required to

change the eSign password at the next use of the eSign password.
5. If the user is locked, uncheck the Account Locked box, as applicable.

6. Activate or deactivate the user by check or unchecking the Account Active box, as applicable.

Note: If deactivated, the user ID will not display in the User Login dialog box and cannot log
in o the digene HC2 System Software.

7. Click OK.
The digene HC2 System Software returns to the Users tab.
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7.4  Setting the security parameters

The digene HC2 System Software is equipped with multiple optional security features. The security
features are found on the Users tab. Only users with supervisor access level can modify the

security parameters.
7.4.1  Setting the inactivity timer

The inactivity timer logs a user out of the digene HC2 System Software after the specified time of
inactivity has occurred. The digene HC2 System Software remains at the function that was being
performed when the inactivity timer reached the maximum. The inactivity timer feature is

suspended during plate measurement.

Once inactivated, the User Login dialog box opens, and any user may log in to the digene HC2
System Software; the same user is not required to log in to the digene HC2 System Software. The
digene HC2 System Software cannot be exited while inactivated; a user must log in to exit the
digene HC2 System Software. If a different user logs in with an access level that is unable to

perform the unsaved function, the modification that was started will not be saved.

Important: Do not leave the digene HC2 System Software open with unsaved modifications to

avoid loss of changes.

The default setting for the inactivity time is 30 minutes. The allowed parameter for the inactivity
timer is from 1 to 60 minutes. Modify the inactivity timer using the Inactivity Timer (min): dialog

field on the Users tab. Deactivate the inactivity timer by unchecking the Inactivity Timer (min): box.
7.4.2 Setting the password expiration

The password expiration setting defines the number of days before a user must change their
password. Once the password has expired, the user will be prompted to change the applicable
password at the next use of the password. The password expiration setting applies to both the

login and eSign passwords; however, the setting for each of the passwords is tracked separately.

The default setting for the password expiration is 90 days. The allowed parameter for the
password expiration is from 15 to 120 days. Modify the password expiration sefting using the
Password Expiration (days): dialog field on the Users tab. Deactivate the password expiration by
unchecking the Password Expiration (days): box.

digene HC2 System Software User Manual 08/2015

109



7.4.3 Setting the allowed login attempts

The allowed login attempts setting defines the number of times a user can incorrectly attempt to
log in using an incorrect password before the user account is locked. The allowed login attempts
setting applies to both the login and eSign passwords, and the setting for each of the passwords
is tracked separately. Once a user account is locked, a user with supervisor access level must log

in and unlock the account. See “Modifying a user,” page 107, for additional instructions.

The default setting for the allowed login attempts is 5. The allowed parameter for the login
attempts is from 1 to 10. Modify the allowed login attempts sefting using the Allowed Login
Attempts: dialog field on the Users tab. Deactivate the allowed login attempts by unchecking the
Allowed Login Attempts: box.

7.4.4  Setting the password history depth

The password history depth sefting defines the number of previous passwords that may not be
used when changing a password. The setting applies to both the login and eSign passwords. The

user will be prompted to change the password if using one of the previous passwords.

The default setting for the password history depth is 5. The allowed parameter for the password
history depth is from 5 to 15. Modify the password history depth setting using the Password
History Depth: dialog field on the Users tab. Deactivate the password history depth by unchecking
the Password History Depth: box.

7.5  Setting up the digene HC2 System Software

A user with supervisor access level should configure the digene HC2 System Software according
to laboratory requirements. The various settings should be reviewed and modified, as applicable,
before using the digene HC2 System Software. Pay special attention to the parameters on the

Utilities/Settings tab. See “Using the Utilities/Settings tab,” page 83, for additional information.
7.5.1 Determining the access level required to accept results

Accepting results means an authorized user has determined that the results associated with a
capture plate are acceptable to be reported as test results. Once the results are accepted, the test
results cannot be modified, and the results are automatically added to the database for trending.

See “Accepting results,” page 196, for additional instructions.

Only users with supervisor access level can determine the access level required to accept results.
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A user with supervisor access level can always accept results. To restrict accepting results to only
users with supervisor access level, check the Allow only Supervisor acceptance of results box on
the Utilities/Settings tab. If the Allow only Supervisor acceptance of results box is not checked,

users with operator access level are able to accept results.
7.5.2  Moadifying the prompt during plate measurement

At the start of plate measurement, the Insert Plate for Measurement dialog box opens which
includes the RCS Serial Number: dialog field. If RCS-automated testing was performed with the
capture plate being measured, the Rapid Capture® System (RCS) serial number should be
included as part of the information for the capture plate; however, if RCS-automated testing was

not performed, no RCS serial number is available.

Users with operator or supervisor access level can modify the setting for the RCS serial number.
To activate the RCS Serial Number: dialog field, check the Prompt for RCS Serial Number on
Measure box on the Utilities/Settings tab; to inactivate the RCS Serial Number: dialog field,
uncheck the Prompt for RCS Serial Number on Measure box on the Utilities/Settings tab.

After an RCS serial number is entered, the RCS Serial Number: dialog field will default to the

entered RCS serial number for consecutive plate measurements.
7.5.3 Modifying the laboratory information

The laboratory information displays on the header of all reports. Only users with supervisor

access level can modify the laboratory information.

1. On the Utilities/Settings tab, click the Change... button.
The Edit Laboratory Information dialog box opens.

2. Enter the applicable laboratory name in the Name/Customized Assay Protocol dialog field.
Important: Do not use “QIAGEN” in the name.

Note: Limit the name to a maximum of 20 characters to make sure the name fits in the printing

area of the report.

3. In the Header: dialog field, type the information that is desired to display on all reports, such

as the laboratory’s name, address, phone number and fax number.
Note: Limit the header information to 4 lines of 50 alphanumeric characters.
4. Click OK.

The digene HC2 System Software returns to the Utilities/Settings tab, and the information
displays in the respective dialog fields.
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7.5.4 Managing the archive settings

Creating an archive removes accepted plates from the current data displayed in the digene HC2
System Software. During the creation of an archive, all accepted plates are copied to the archive

and any plates that do not require further actions are removed from the current data.

The LIS Interface Active box on the Utilities/Settings tab determines if plates that have not been
exported can be removed from the current data. If the LIS Interface Active box is checked, only
plates that have been exported will be removed from the current data displayed in the digene
HC2 System Software. If the LIS Interface Active box is not checked, all accepted plates that do
not require further action will be removed from the current data displayed in the digene HC2

System Software.

An archive reminder can display upon opening the digene HC2 System Software if the archive
frequency limit has been reached. It is recommended that an archive is performed when the
archive reminder opens, but it is optional. A large amount of data may slow the digene HC2

System Software.

The available settings for the archive reminder frequency are:
® Never

e Monthly

e Quarterly

e Every X plates

The default archive reminder frequency is every 100 plates.
Recommendation: Set the archive reminder frequency to every 100 plates.
Only users with supervisor access level can perform the following procedure.

1. On the Utilities/Settings tab, click the Archive Frequency... button in the Archiving panel.
The Archive Frequency dialog box opens.

2. Select the applicable radio button in the Reminder Frequency panel.
Note: The every X plates option counts the number of accepted plates.

3. Click OK.
The digene HC2 System Software returns to the Utilities/Settings tab.
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7.5.5 Setting up the RCS Bar Code Reader directory

The RCS can be modified to include an RCS Bar Code Reader that automatically associates the
plate IDs of the hybridization and capture plates processed on the RCS. For more information
about the RCS Bar Code Reader, see “Associating a capture plate automatically,” page 165, for

additional instructions.

Only a QIAGEN representative can install the RCS Bar Code Reader Upgrade Package. Do not
attempt to install the hardware components, the RCS scripts or the software application. Contact

QIAGEN Technical Services for assistance.

For plate association to occur, the directory containing the import mapping files must be
specified. The digene HC2 System Software is capable of monitoring 2 different directories.
During the installation of the RCS Bar Code Reader Upgrade Package, a QIAGEN representative
will set up the correct directory in the digene HC2 System Software. The following instructions are

included in case the directory must be changed.
Only users with supervisor access level can perform the following procedure.

1. On the Utilities/Settings tab, click the Browse... button beside either the RCS1 Barcode
Directory: or RCS2 Barcode Directory: dialog fields.

The Select Path dialog box opens.
2. Click the Browse button.
The Browse for Folder dialog box opens.
3. Using the directory, navigate to the folder that will contain the import mapping files.
Note: The import mapping files have an *.imf file extension.
4. Click OK.
The Browse for Folder dialog box closes.
5. In the Select Path dialog box, click OK.

The Select Path dialog box closes, and the mapping of the folder is displayed in the dialog
field.
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7.6 Managing the data export settings

To export results to an LIS, the data interface between the digene HC2 System Software and an
LIS must be programmed so that the data transmitted by the digene HC2 System Software can be

parsed into reportable results by the testing laboratory.

Contact your laboratory’s Information Technology (IT) department to set up the connection
between the HC2 System computer and an LIS. Refer to digene HC2 System Software Data

Interface Guide for more information.

Note: The firewall on the HC2 System computer has been configured to block all incoming
connections. When configuring the connection to an LIS, IT personnel must configure the firewall

settings appropriately.

Once the data interface is set up, the LIS connection settings and the LIS laboratory seftings must
be configured in the digene HC2 System Software. Only users with supervisor access level can

manage the LIS connection for data export.

The LIS Connection Settings panel on the Utilities/Settings tab is used to configure the data export
seftings. The digene HC2 System Software can be configured to export data in accordance with

the following standards:

e Clinical and Laboratory Standards Institute® (CLSI) standards LISO1-A2 and LIS2-A2
® Health Level 7 (HL7) and the Minimal Low Layer Protocol (MLLP) standards

7.6.1  Setting up data export using the CLSI standards

The applicable CLSI standards are referenced in the digene HC2 System Software and in this user
manual as “ASTM” and “E 1394-97" as the standards previously used and referenced were
ASTM E1394-97 and ASTM E1381.

Export data using the following methods:

e To export to file, select ASTM (File) from the Connection Protocol: drop-down list.

Note: The exported data are saved in a file named after the hybridization plate ID and not the

capture plate ID.

e To export using a serial port connection, select ASTM (Serial) from the Connection Protocol:
drop-down list. Using the Serial Port Connection: drop-down list, select the applicable serial
port connection. Click the Test Connection button to determine if the connection is functioning
properly. If functioning properly, a dialog box opens stating the connection with the LIS host

has been established.
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7.6.2 Setting up data export using the HL7 standards

Export data using the following methods:

® To export to file, select HL7 (File) from the Connection Protocol: drop-down list.

Note: The exported data are saved in a file named after the hybridization plate ID and not the

capture plate ID.

® To export using an Ethernet connection, select HL7 (Ethernet) from the Connection Protocol:
drop-down list. Enter the applicable information in the TCP/IP Transmit Port and TCP/IP
Receive Address/Port dialog boxes. Click the Test Connection button to determine if the
connection is functioning properly. If functioning properly, a dialog box opens stating the

connection with the LIS host has been established.
7.6.3 Setting up bidirectional communication

The digene HC2 System Software can use the data interface to query the LIS for test orders. The
digene HC2 System Software will only receive test orders of specimens along with the associated
patient and assay protocol information; a plate layout cannot be received. The LIS Laboratory

Settings panel on the Utilities/Settings tab is used to configure the query settings.

Important: Specimens received as a result of a query from the LIS are given the default specimen
type associated with the applicable assay protocol. Make sure specimens transmitted from the LIS

are associated with the correct specimen type.

The digene HC2 System Software must query the LIS for information; the transmission of
unsolicited information is not accepted. The query will request test orders for the previous 7 days.
The setting for the query mode has the following options:

® Manually —clicking the Query button in the Query Status panel on the Assay Protocols tab

e Polling—query after an interval of time has passed

e Scheduled—query at up to 4 specified times

In addition to determining the query mode, the assay protocols must be mapped according to the

parameters specified in the LIS for the query to occur. If a requested test order is not mapped, the

test order is rejected.
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1. Using the Query Mode: drop-down list in the LIS Laboratory Settings panel on the
Utilities/Settings tab, select the query mode of OFF (Transmit Only), Manual, Polling or
Scheduled.

Note: No further action is required if OFF (Transmit Only) is selected. No information will be

received from the LIS.

2. If the Polling mode was selected, enter the applicable parameter in the Polling Frequency
(minutes): dialog field.
Note: The parameter must be between 5 and 60 minutes.

3. If the Scheduled mode was selected, check the applicable boxes and enter the times for the

query fo occur.
4. Click the Map Orders... button.
The LIS Assay Protocol Map dialog box opens.
5. Select the assay protocol in the list and click the Edit... button.
The Edit Assay Protocol Map dialog box opens.
6. Enter the applicable LIS name for the assay protocol in the Order Mapping: dialog field.

Note: The LIS name for the assay protocol must appear in the order being received. The LIS
name may be the same as the assay protocol ID in the digene HC2 System Software or

defined by the laboratory.
7. Click OK.

The Edit Assay Protocol Map dialog box closes.
8. Repeat steps 5 through 7 for each assay protocol that will receive test orders from the LIS.
9. Click OK.

The LIS Assay Protocol Map dialog box closes. The digene HC2 System Software is now

capable of bidirectional communication with the LIS.

7.6.4  Determining if preliminary results are exported

The exporting of preliminary results is configurable using the Include Preliminary Results box.

To include preliminary results when exporting data, check the Include Preliminary Results box;

to exclude preliminary results when exporting data, uncheck the Include Preliminary Results box.

For more information about preliminary specimens, see “Understanding the retest algorithm,’

page 129, for additional information.

4
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7.6.5 Determining if accepted results are automatically exported

The automatic exporting of accepted results is configurable using the Automatically Transmit
Results box. To automatically transmit accepted results, check the Automatically Transmit Results
box; to transmit accepted results manually, uncheck the Automatically Transmit Results box. For
more information about accepting results, see “Accepting results,” page 196, for additional

information.

7.6.6  Determining if calibrator and quality control results are exported for failed
assays

The inclusion of calibrator and quality control results during the data export of a failed assay is
configurable using the Transmit Calibrator and Quality Control Data for Failed Assays box. To
include the calibrator and quality control results, check the Transmit Calibrator and Quality
Control Data for Failed Assays box; to exclude the calibrator and quality control results, uncheck
the Transmit Calibrator and Quality Control Data for Failed Assays box. If the Transmit Calibrator
and Quality Control Data for Failed Assays box is not checked, no information for a failed assay

will be exported.
7.7  Using a hand-held bar code reader

QIAGEN recommends that either a PS/2- or USB-connected CCD bar code reader be used with
the digene HC2 System Software. Check the HC2 System computer ports to determine the type of
bar code reader needed and make sure that the selected bar code reader supports the bar code

symbologies used in the laboratory.

Follow the installation instructions supplied by the manufacturer of the bar code reader. To
function properly with the digene HC2 System Software, configure the bar code reader to

automatically add a carriage return/line feed to the end of any scanned bar code.
7.8 Managing the DML instrument

The DML instrument measures the RLU of samples contained in a capture microplate placed in the
instrument. The photomultiplier tube (PMT) is the component of the DML instrument used to detect

light emitted by chemiluminescence.

The user cannot adjust the PMT or DML instrument as the PMT does not have a traceable standard

for calibration. The assay acceptance criteria of the digene HC2 System is used to determine if
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the DML instrument is performing within specification; therefore, if the results of a digene HC2

DNA test meet the assay acceptance criteria, the DML instrument is functioning properly.

The LumiCheck Plate provides trend information of the DML instrument. On days of digene HC2
DNA testing, perform a periodic check using the LumiCheck Plate prior to measuring the first

microplate. Refer to LumiCheck Plate and Software User Manual for additional instructions.

The DML instrument is managed using the Luminometer Settings tab. See “Using the Luminometer

Settings tab,” page 92, for additional information.
7.8.1 Adding a DML instrument

The digene HC2 System Software can maintain the data for multiple DML instruments; however,

only one DML instrument should be connected to the HC2 System computer at a time.

If adding a DML 2000, the following settings are specified during the manufacturing of the DML

instrument and the user cannot modify these settings:
e Seftle Time: — indicates the time to pause between the movement of the plate carrier and
plate measurement

e RLU Factor: — the scale of the RLU reported by the DML instrument

1. On the Luminometers Settings tab, click the Add Luminometer button.
The Luminometer Settings dialog box opens.

2. In the COM Port: drop-down list, select the communications port that connects the DML
instrument to the HC2 System computer. Refer to the applicable DML instrument user manual

to determine the COM port to select.
3. In the Serial Number: dialog field, enter the serial number of the DML instrument.

Note: The serial number of the DML instrument is located on the back of the DML instrument.
4. In the Instrument Type: drop-down list, select the type of DML instrument.

Important: Selecting the incorrect type will result in digene HC2 System Software or DML

instrument errors.
5. If a DML 2000 is being added, enter the iris factor into the Iris Factor: dialog box.

Note: The iris factor is a value specific to the DML instrument and is supplied on the Iris Factor

Correction Sheet supplied with the DML instrument.
6. Click OK.

The Luminometer Settings dialog box closes.
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7. A didlog box will open to prompt for the performance of a mechanical test. See “Performing a

mechanical test,” page 120, for additional instructions.

If a DML 2000 was added, a dialog box will open to prompt for the performance of a
background baseline (100) reading. See “Understanding the background baseline (100)

reading,” page 120, for additional instructions.
The DML instrument will be available for use with the digene HC2 System Software.

8. On the Luminometer Settings tab, click the Luminometer Controls... button in the Luminometer
Actions panel.

The Luminometer Controls dialog box opens.

The communication of the digene HC2 System Software with the DML instrument is checked to

make sure the DML instrument settings are correct.
9. For a DML 3000, select H and 12 from the drop-down lists in the Functions panel.
For a DML 2000, select H and 12 from the drop-down lists in the Movement panel.
10.For a DML 3000, click the Read Well button in the Functions panel.
For a DML 2000, click the Move To button in the Movement panel.

If the DML instrument does not initialize, make sure the DML instrument settings are correct and

check the connections between the HC2 System computer and the DML instrument.

If the digene HC2 System Software communicates with the DML instrument, the DML

instrument executes the command. The DML instrument is ready for use.
7.8.2  Modifying the settings of a DML instrument

The settings of a DML instrument are modified using the Luminometer Settings dialog box.
Depending upon the DML instrument in use, See “Using the Luminometer Settings tab with a DML
3000,” page 92, or “Using the Luminometer Settings tab with a DML 2000,” page 96, for

additional instructions.

1. On the Luminometers Settings tab, click the Settings... button in the Luminometer Actions

panel.
The Luminometer Settings dialog box opens.
2. Modify the parameters of the DML instrument and click OK.

Note: Only the COM Port: dialog field may be modified for the DML 3000. The COM Port:
and Iris Factor: dialog fields may be modified for the DML 2000.

3. Click the OK button.

The Luminometer Settings dialog box closes.
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7.8.3 Performing a mechanical test

A mechanical test for the DML instrument selected must have been completed and valid before a

plate can be measured. During a mechanical test, the digene HC2 System Software:

® Checks the connection between the HC2 System computer and the DML instrument
® Moves the DML instrument plate carrier to the home position

® Opens and closes the iris of the DML instrument (DML 2000 only)

During the mechanical test, error messages will display if a problem is detected. For information
about errors experienced during the mechanical fest, refer to the applicable DML instrument user

manual for additional information.

A mechanical test may be prompted when a user logs into the digene HC2 System Software if the
Perform mechanical test on startup box is checked in the Luminometer Settings tab. See “Using

the Luminometer Settings tab,” page 92, for additional information.

A mechanical test can be performed at any time using the Perform Mechanical Test button on the
Luminometer Settings tab. See “Using the Luminometer Settings tab,” page 92, for additional

information.

If the Display mechanical test report after completion box is checked on the Luminometer Settings
tab, the QIAGEN Report Viewer window displays the mechanical test report after the mechanical
test is completed. The QIAGEN Report Viewer window opens. See “Using the QIAGEN Report

Viewer window,” page 102, for additional instructions.
7.8.4 Understanding the background baseline (100) reading

The background baseline (100) reading only applies to the DML 2000. A background baseline
(100) reading is a series of one hundred measurements that are averaged. The minimum,
maximum and average measurements are reported and stored. Each time a new background

baseline (100) reading is measured, the plate background (10) data are cleared.

Background baseline (100) readings are performed fo establish the background offset
parameters. The background maximum is determined by adding the background offset parameter
to the average of the background baseline (100) readings; the background minimum is
defermined by subtracting the background offset parameter from the average of the background

baseline (100) readings. The background offset parameter can be modified by the user; the
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background maximum and background minimum parameters are automatically calculated based

on the background offset parameter.
Recommendation: Do not exceed 20 for the background offset parameter.

The background maximum and minimum parameters are displayed in the Background Offset
panel on the Luminometer Settings tab. The result and date of the most recent background
baseline (100) reading is displayed in the Background Baseline panel on the Luminometer
Settings tab. See “Using the Luminometer Settings tab with a DML 2000,” page 96, for

additional instructions.

The background offset parameters determine if the plate background (10) reading is within
specification. See “Understanding the plate background (10) reading,” page 122, for additional

information.
7.8.5 Performing a background baseline (100) reading

Perform a background baseline (100) reading of the DML 2000 before using the instrument for

the first time.

Note: A mechanical test must have been performed before a background baseline (100) reading

can occur. See “Performing a mechanical test,” page 120, for additional instructions.

1. On the Luminometers Settings tab, click the Set Background Baseline (100) button.

After all background measurements are complete, the QIAGEN Report Viewer window opens
with the background baseline (100) report. See “Using the QIAGEN Report Viewer window,”

page 102, for additional instructions.

2. Make sure that the average background measurement is 80-500 RLU and the difference

between the minimum and maximum measurements does not exceed 20 RLU.

If the specified parameters are not met, contact QIAGEN Technical Services.
7.8.6  Setting the frequency of background baseline (100) reading reminders
A background baseline (100) reading reminder will display if the frequency limit has been

reached. It is recommended that the background baseline (100) reading is performed when the

reminder displays, but it is optional.
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The available settings for the background baseline ({100) reminder frequency are:

e 3 months
e Biannual

e Every X plates measured

The default setting is biannual.

The every X plates measured reminder is only reset after the reminder displays. Performing a
background baseline (100) reading does not reset the reminder frequency. For example, if the
setting is specified to display a reminder after every 50 plates are measured and a background
baseline (100) reading is performed after 45 plates, the reminder to perform a background

baseline (100) reading will display after 5 more plates are measured.

1. On the Luminometer Settings tab, click the Background Baseline Reminder Frequency... button

in the Luminometer Actions panel.

The Baseline Background Frequency dialog box opens.
2. Select the applicable radio button in the Reminder Frequency panel.
3. Click OK.

The digene HC2 System Software returns to the Luminometer Settings tab.
7.8.7 Understanding the plate background (10) reading

The plate background (10) reading only applies to the DML 2000. The plate background (10)
reading is a series of ten measurements that is performed immediately prior to capture plate
measurement. The results of the reading are averaged and compared to the parameters displayed
on the Luminometer Settings tab. For information about how the parameters are determined, see

“Understanding the background baseline (100) reading,” page 120, for additional instructions.

There are two possible outcomes of the plate background (10) reading:

o If the plate background (10) reading is within specification, the average RLU of the plate
background (10) reading is subtracted from all subsequent RLU results of the plate
measurement. The mean, maximum and minimum RLU values of the ten measurements are

recorded in the trend database.

® If the plate background (10) RLU is not within specification, the digene HC2 System Software
displays a message stating the plate background (10) is out of specification. The plate
measurement may either be continued or canceled. If the plate measurement is continued, the
average RLU of the plate background (10) reading is subtracted from all subsequent RLU

results of the plate measurement. A statement that the plate background (10) is out of
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specification displays on the assay report. See “Plate background errors,” page 227, for

additional instructions fo troubleshoot plate background problems.
7.8.8 Controlling the DML instrument manually

The DML instrument can be manually controlled to determine if the instrument is functioning
correctly. The DML instrument is controlled using the Luminometer Controls dialog box. Depending
on the type of DML instrument, see “Using the Luminometer Controls dialog box with a DML
3000,” page 94, or “Using the Luminometer Controls dialog box with a DML 2000,” page 99,

for additional instructions.

If the DML 3000 is not powered ON or is not connected to the HC2 System computer, a dialog

box opens stating an error occurred during the initialization of the DML instrument.
7.8.9 Deleting a DML instrument

1. On the Luminometer Settings tab, select the applicable DML instrument serial number from the

drop-down list in the Luminometer Selection panel.
2. Click the Remove Luminometer button.
A dialog box opens to confirm the deletion of the DML instrument.
3. Select the applicable response to confirm the deletion of the DML instrument.

The dialog box closes and the DML instrument serial number is deleted from the Luminometer

Selection drop-down list.
7.9 Understanding assay protocols

The digene HC2 System uses assay protocols to maintain specific parameters and settings by
which specimens are measured, analyzed and validated. It is important to use the assay protocol
applicable to the digene HC2 System configuration, intended use of the test and laboratory
requirements. Assay protocols validated and provided by QIAGEN are “IVD" assay protocols.

IVD assay protocols have most of the parameters of the assay protocol locked. Reports for IVD
assay protocols will have an IVD next to the QIAGEN logo. The options that may not be modified

for an IVD assay protocol are grayed-out.

The assay protocol ID is a unique identifier for an assay protocol. The assay protocol ID indicates

the intended use of the assay protocol. If a digene HC2 DNA Test is performed using an RCS,
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make sure to select the assay protocol ID that includes RCS. If any questions remain about which

assay protocol to use, contact QIAGEN Technical Services.

The two types of assay protocols are non-consensus and consensus. A non-consensus assay
protocol does not have a retest zone and all results are reported with a status of final. A
consensus assay profocol always has constituent tests and has a retest zone with a refest

algorithm that is automatically tracked, as required, in the digene HC2 System Software.
7.9.1  Viewing assay protocol information

In addition to the instructions described below, assay protocol information can also be viewed

from the Create/Edit Layout window by clicking the View Assay Protocol... button.

1. On the Assay Protocols tab, select an assay protocol ID in the IVD Assay Protocols panel and
click the applicable View... button.

The View IVD Assay Protocol dialog box opens displaying the settings for the selected assay

protocol.

Note: The displayed information cannot be modified. To modify the assay protocol, see

“Modifying assay protocols,” page 125, for additional instructions.
2. Click the various tabs to view the current seftings.

See “Using the View IVD Assay Protocol dialog box,” page 61, for additional instructions.
3. Click the Close button.

The View IVD Assay Protocol dialog box closes.

7.9.2  Printing and saving assay protocol information

1. On the Assay Protocols tab, select an assay protocol ID in the IVD Assay Protocols panel and
click the applicable View... button.

The View IVD Assay Protocol dialog box opens displaying the settings for the selected

protocol.

Note: The displayed information cannot be modified. To modify the assay protocol, see

“Modifying assay protocols,” page 125, for additional instructions.
2. Open the Windows Paint program.
3. Make the digene HC2 System Software the top window and simultaneously press Alt and

Print Screen on the keyboard to capture the screenshot.
4. Paste the image into the Windows Paint program.

5. Print or save the image using the Windows Paint program.
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6. Close the Windows Paint program.

7. In the digene HC2 System Software, click Close to return to the Assay Protocols tab.
7.10 Modifying assay protocols

The parameters of an assay protocol are modified using the Edit IVD Assay Protocol dialog box.
Most of the parameters of an IVD assay protocol cannot be modified and are grayed-out. Also,
parameters may not be modified based on access level. The only parameter that can be modified
for an IVD assay protocol is changing the default specimen type. See “Changing the default

specimen type of an assay protocol,” page 128, for additional instructions.

Quality controls can be managed by clicking the Quality Control button in the Edit IVD Assay
Protocol dialog box. The Quality Control List dialog box will open. See “Managing quality

controls,” page 150, for additional instructions.
7.11 Deleting an assay protocol

Assay protocols can be deleted from the digene HC2 System Software. If an assay protocol is
associated with any specimens, including specimens with a status of unassigned, the assay

protocol cannot be deleted.

Only users with supervisor access level can perform the following procedure for IVD assay

protocols.

1. On the Assay Protocols tab, select the assay protocol ID to be deleted from the IVD Assay
Protocols panel.

2. Click the Delete button in the applicable panel.
A dialog box opens to confirm the deletion.
3. Click the applicable button to delete the assay protocol.

Note: If a digene HC2 System assay protocol is deleted, the assay protocol is retained in the
assay protocol library directory and can be restored. See “Restoring the digene HC2 System

assay protocols,” page 126, for additional instructions.
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7.12 Restoring the digene HC2 System assay protocols

If a digene HC2 System assay protocol is inadvertently deleted, install the digene HC2 System

assay protocol from the assay protocol library using the following procedure.

This function is only available to users with supervisor access level.

CAUTION  Loss of data
Always perform an archive prior to installing, restoring or upgrading the
A digene HC2 System Software or digene HC2 System assay protocols.

Data could be lost permanently if an archive is not performed.

1. Perform an archive of the data. See “Creating an archive,” page 214, for additional

instructions.
2. On the Utilities/Settings tab, click the Install Assay Protocols... button.

The Select Path dialog box opens with C:\Users\Public\QIAGEN\HC2 System
Software\Protocol Library in the Select path for imported assay protocols dialog box.

3. Click OK.
The Install Assay Protocols dialog box opens.

4. Select the applicable assay protocols to install or click Select All to select the entire list of

assay protocols.
5. Check or uncheck the Install related Quality Control: box, as applicable.
6. Click Install.

The digene HC2 System Software installs the selected assay protocol and closes the Install

Assay Protocols dialog box.
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7.13 Understanding specimens

Each specimen is given a unique identifier called a specimen ID. A specimen ID must be unique in
the specimen list of an assay protocol. Specimen IDs cannot exceed 30 characters and must
consist of alphanumeric characters and underscores as well as non-leading or non-railing spaces

and hyphens. A specimen ID cannot start with a space or a hyphen.
Once a specimen ID is archived, the same unique identifier can be used again as a specimen ID.

Specimen IDs are created using one of the following methods:

e Entfered manually using the New/Edit Specimens dialog box

® Scanned from bar code labels using the New/Edit Specimens dialog box
® Imported as part of a query order from the LIS

e Imported from an external text file

® Imported from an output file originating from a pre-analytical instrument
7.13.1 Understanding specimen types

A specimen type is created in association with an assay protocol. A specimen type ID must be
unique for the associated assay protocol; however, different assay protocols may have the same
specimen type IDs. For example, both the High Risk HPV and Low Risk HPV assay protocols have
specimen type IDs of STM. Each assay protocol is required to have at least one specimen type.
The information for a specimen type is found on the View IVD Assay Protocol dialog box. See

“Using the View IVD Assay Protocol dialog box,” page 61, for additional information.

Each specimen type has a correction factor. The correction factor is multiplied by the assay CO to
normalize the specimen type, as applicable. A correction of factor of 1.000 does not normalize

the specimen type.

Each specimen type will have primary, secondary and tertiary cutoffs for negative and positive
results. The primary, secondary and fertiary refer to the number of tests performed for the
specimen. If the first test of the specimen, the primary cutoff factor is applied; if the second test of
the specimen, the secondary cutoff factor is applied; if the third test of the specimen, the fertiary

cutoff factor is applied.

For consensus assay protocols, the specimen type includes a Results Final column heading that
defines if the specimen type will have a retest algorithm. If Yes is in the Results Final column, all

results are final based on the first test of the specimen and the primary cutoff factor. If No is in the
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Results Final column, a refest zone can be created by having a difference between the negative
and positive cutoff factors. Specimens with a result in the retest zone will be given a status of
preliminary. For example, if the negative primary cutoff factor is 1.00 and the positive primary
cutoff factor is 2.50, the retest zone will be from 1.00 to 2.49. Specimens with test results in the
retest zone will be given a status of preliminary and will require further tfesting. See

“Understanding the retest algorithm,” page 129, for additional information.

Non-consensus assay protocols will not have the Results Final column heading. Requirements for
retesting specimens associated with a non-consensus assay protocol are defined on the Validation

and Evaluation tab.
7.13.2 Changing the default specimen type of an assay protocol

Assay protocols can have multiple specimen types, but one specimen type is set as the default
specimen type. The default specimen type is determined as one of the parameters of the assay

protocol.

Important: The default specimen type of the assay protocol is applied to the specimen if an

unbound specimen is copied to an assay protocol or the specimen is imported from an LIS order.

Note: Changing the default specimen type of the assay protocol will not change the specimen

type of specimens previously associated with an assay protocol.

1. On the Assay Protocols tab, select the applicable assay protocol ID in the IVD Assay Protocols
panel and click the Edit... button.

A dialog opens with a notification that the changes to the assay protocol will not apply to

plates currently associated with the assay protocol.
2. Click OK.
The Edit IVD Assay Protocol dialog box opens.
3. Click the Specimen Types, Cutoff Factors and Results Output tab.

4. In the Specimen Types panel and using the left mouse button, check the box next to the
applicable specimen type in the list to set the specimen type as the default.
Important: Make sure to use the left mouse button to select the default specimen type. If using
the right mouse button, then multiple boxes can be checked and it is unclear which specimen

type is the default.
5. Click OK.
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7.13.3 Understanding specimen status

A specimen always has a status within the digene HC2 System Software.

The following table describes the possible statuses for a specimen.

Specimen status

Description

Unbound

Unassigned

Unmeasured

Measured

An unbound specimen is not associated with an assay
protocol and cannot be tested until associated with an assay
protocol and a plate. Unbound specimens are listed in the
Specimens not bound to an assay protocol panel on the
Assay Protocols tab.

An unassigned specimen is associated with an assay protocol
but cannot be tested until associated with a plate.
Unassigned specimens are listed in the Specimen List window
of an assay protocol.

An unmeasured specimen is associated with an assay
protocol and an unmeasured plate.

A measured specimen is associated with plate that has been
measured.

7.13.4 Understanding the retest algorithm

A consensus assay protocol always has constituent tests and has a retest zone with a refest
algorithm that is automatically tracked, as required, in the digene HC2 System Software. The
result of a consensus assay protocol is defined as either non-derived or derived. Non-derived
consensus assay protocol results do not require retesting, meaning the final result is obtained from

the initial constituent test and the retest algorithm is not required. All non-derived consensus assay

protocol results are reported with a status of final.

Derived consensus assay protocol results require retesting, meaning the retest algorithm is
required and the specimen is tracked to a final result in the digene HC2 System Software. Two

further constituent tests may be required to derive a final result. Until a final result is derived, the

digene HC2 System Software assigns the individual constituent test result a status of preliminary.
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The retest algorithm is fully automated for the digene HC2 System assay protocols. Cutoff factors,
test result statuses of preliminary or final and final results are determined according to the digene

HC2 System assay protocol and specimen type.

The measured capture plate containing a specimen that requires additional testing must be
accepted before the specimen can be associated with a new hybridization plate. When a capture
plate containing a specimen that requires additional testing is accepted, the digene HC2 System

Software automatically:

® Adds the specimen to the unassigned specimen list of the applicable assay protocol

® Assigns a 1 or 2 under the Retest ID column heading in the Create/Edit Layout and Specimen
List windows. A 1 indicates the first refest of the specimen and a 2 indicates the second refest

of the specimen

® Associates the applicable cutoff factor

The automatically generated retest specimen may then be added to a new hybridization plate for
retesting. If the hybridization plate will be created from the output file of a pre-analytical
instrument, the specimen ID of the output file must be identical to the automatically generated
retest specimen ID. If the specimen IDs are not identical, then the digene HC2 System Software

will not associate the two results and will treat both specimens as independent test results.
7.13.5 Refesting a specimen using replicates

If a specimen is being retested, two samples of the same specimen can be run on the same plate
as replicates. This allows the second and third test to be run concurrently and will derive a final
result from one assay. If both results of the replicates are positive, then both results are flagged
with a result status of final. Likewise, if both results of the replicates are negative, then both results

are flagged with a result status of final.

If, however, one sample is positive and the other is negative, then the final derived consensus
assay protocol result is positive. The positive result is flagged with a final status and the negative

result is flagged with a preliminary status.
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7.14 Creating specimens

The method used to create the specimen will determine if the status of the created specimen is

unbound or unassigned.

To create an unbound specimen, access the New/Edit Specimens dialog box by clicking the
New... button in the Specimens not bound to an assay protocol panel on the Assay Protocols tab.

To create an unassigned specimen, access the New/Edit Specimens dialog box using one of the

following options:

® On the Plates tab, click the New IVD... button to create a new plate or select the applicable
assay protocol ID and click the Edit... button. The Create/Edit Layout window opens. Click the
New Specimens... button.

e On the Assay Protocols tab, select the applicable assay protocol ID from the list and click the
applicable Specimens... button. The Specimen List window opens. Click the New... button.

7.14.1 Creating a specimen from a test order from the LIS

The digene HC2 System Software can receive test orders for the testing of specimens from the LIS.
Bidirectional communication with the LIS must be configured before a specimen can be created in
the digene HC2 System Software. See “Managing the data export settings,” page 114, for

additional instructions.

The digene HC2 System Software will only receive test orders of specimens along with the
associated patient and assay protocol information; a plate layout cannot be received. The query
will request test orders for the previous 7 days. The setting for the query mode has the following

options:
® Manually —clicking the Query button in the Query Status panel on the Assay Protocols tab

e Polling—query after an interval of time has passed

® Scheduled—query at up to 4 specified times

If the polling or scheduled option is configured, the specimen in the test orders will automatically
populate in the digene HC2 System Software. If the manual option is configured, the user must
click the Query button in the Query Status panel on the Assay Protocols tab for the digene HC2
System Software to query for test orders. If the digene HC2 System Software is configured for
polling or scheduled query messages, a user can use the Query button in the Query Status panel

on the Assay Protocols tab to manually send a query message.
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Once a test order is received, the digene HC2 System Software verifies that the specimen ID does

not already exist in the digene HC2 System Software.

If the specimen ID does not exist, the specimen ID is created in the digene HC2 System Software,
and the specimen is given the status of unmeasured and is associated with the default specimen

type for the assay protocol.

If the specimen ID exists in the digene HC2 System Software, the patient information associated
with the specimen and contained in the test order is updated. See “Creating a patient from a test

order from the LIS,” page 145, for additional instructions.
7.14.2 Creating a specimen individually

1. Click the Single ID tab in the Add specimens panel.
2. Enter the specimen ID in the Specimen ID: dialog box.
Notes:
® The maximum length of a specimen ID is 30 characters.
® A hand-held bar code reader may be used to enter the specimen ID. The bar code reader
must be programmed to include a return for continuous entry.
3. Select the specimen type from the Specimen drop-down list.
Note: This function is not available if creating a specimen with a status of unbound.
4. For a non-consensus assay protocol, select the cutoff type from the Cutoff Type: drop-down list.

Note: The Cutoff Type: drop-down list will be grayed-out if creating a specimen with an
unassigned status for a consensus assay protocol or if creating a specimen with a status of

unbound.
5. Click the <-- Add button.
The specimen will display in the list. Additional specimens may be added to the list by
repeating the steps.
6. If the New/Edit Specimens dialog box was accessed from the Create/Edit Layout window,
select the applicable radio button in the When OK is pressed, add new specimens to: panel.
7. Click OK.

If the Specimens list and plate layout radio button was selected, the Replicates dialog box

opens. Select the applicable radio button for the desired number of replicates and click OK.
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7.14.3 Creating a series of specimens

1. Click the Series of IDs tab in the Add specimens panel.

2. In the Root: dialog field, enter a root name that is at the beginning of each specimen ID in the

series.

Note: The maximum length of a specimen ID is 30 characters. The combination of the root

and the sequential numbers must not exceed 30 characters.

3. In the Start No.: dialog field, enter a start number for the series that will be appended to the

root.

4. In the End No.: dialog field, enter an end number for the series that will be appended to the

root.
Notes:

® The ending number must be greater than the start number.
e |f the number begins with a zero, the zero is ignored during the creation of the

specimen ID.
5. Select the specimen type from the Specimen drop-down list.
Note: This function is not available if creating a specimen with a status of unbound.
6. For a non-consen