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COBAS TagMan HCV Test Instructions

Kit Entry

The general, sample prep., and PCR kit information is automatically loaded into the Kit Entry module from
the TagMan result file.

Note: The Received Date and Storage Temp fields are not automatically loaded and will need to be
manually entered in the Kit Entry module following the assay run. Appendix I: Kit Entry Screens shows
the appearance of each of the kit entry screens following an assay run.

Running the COBAS TagMan HCV Test

[

1. Goto Tasks — Assays on the menu bar or click the Assays
2. Click the plus sign (+) next to the Viral Load RNA category.
3. Click COBAS AmpliPrep/COBAS TagMan HCV. (See Figure 2.).

) button on the LDMS toolbar.
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Figure 1. Assays

4. Click Select Assay (See Figure 3.).
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Figure 3. Assay Selection

5. Enter any desired search criteria in the Specimen Search section and click Find Specimens. The
Specimens Found grid loads with specimens that match the search criteria and have the COBAS
AmpliPrep/COBAS TagMan HCV test assigned. (See Figure 4.)

Note: If you wish to find specimens by the Specimen Received Date, select the Use Dates check box
and enter the appropriate dates in the From and To fields.
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Specimen Received Date:
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Figure 4. Specimens Found

6. Click the specimens that you wish to add to the run. Selected specimens appear in black.
7. Click Add to Run. The Preview tab opens. (See Figure 5.)

Pozition Global Spec 1D FIDAD Specimen Date | WD Value VIO Lnit | Dilukion | Other Spec 1D “—‘
1 MHC
2 LFC
3 HFC
4 FEQOOOHS-02 TEFEVETF 15/Feb./2005 0.00 Scr 1.0

o

4 |
Run ID: 12877 IV Match by Position Up ] Diovatn ] Diglete ]
Dptions] Run Date [ 07/Mar/2012 |' Techlnitials}MWC Diata Transfer Tech Initials [MwC Wersion |1.0 '1
Re-Run ] ‘

Figure 5. Preview Tab

8. To match the results to specimens on a run by Global Specimen ID (or Patid), verify that the
Match by Position check box is not selected. By default, this option is not selected.

OR

To assign positions for all sample types, including controls, select the Match by Position check
box. Arrange the line listing as desired using the Up and Down buttons. You can also re-arrange
the order of the samples by clicking in the position column and renumbering the rows as needed.

Note: If Match by Position is selected, the order of control and patient samples in the TagMan result file
must match the LDMS preview screen exactly.
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Important: If the Match by Position check box is not selected:
e The LDMS will automatically match to the controls in the TagMan result file.

e The LDMS will match specimens on the run to the Global Specimen ID or PID/ID1 values
found in the Order Number or Specimen ID field of the TagMan result file.

e If you are using PID/ID1 in the TagMan result file, there cannot be more than one sample
for a particular PID/ID1 on the same run.

9. If you wish to modify a dilution, click the Dilution field for the sample that you wish to modify and
enter the new dilution value in the grid.

10. Enter a Run Date

11. Enter the technician’s initials in the Tech Initials field.

12. Select a version of the assay from the Version field drop down menu.

13. Click Run Now. A message appears asking if you wish to run the assay.

14. Click OK. The Open dialog box appears.

15. Locate the appropriate file and click Open.

The LDMS begins reading the TagMan result file. When the assay is complete, the LDMS will display the
results of your assay on the Results screen. By default, Calculated Results is selected as the Grid View
option. (See Figure 6.)

Fesultz File: M:ALDMS Test Files\Training Profile\RMALT aghdan HOWAAlex HCY 1.0 all censors 12 specimens. CSY

|»

Fun 1D | Wersion [ Fiun Date Fiun Censor System Censor Uszer Cenzor Tech Intials [rata Tran. Tech [
07Mar/2012  WALID

SamplelD |  GlobalSpeciD | OtherSpecld |  ExpectedValue | SampleDiution|  Resub(Uml] | j
LFC 576
HPC 356e+008
JEDOQALT 02 FEQOOOHS-02 10 268e+008

oL o

~ Reviewed 1~ Plate Comment: O GrdYiew———
] plions |
Reviewed by: l © Faw Results
Reviewed Date: % Caloulated Results

Figure 2. Calculated Results Screen

To display Raw Results as the Grid View option, click Raw Results. (See Figure 7.)
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Fesultz File: M:ALDMS Test FileshTraining Profile\RMNALT aghdan HOWAAlIex HCY +1.0 all cenzors 12 specimens. CSY
Fiun 1D | Wersion Fiun Date Fiun Censor Sypztem Cengor Uszer Cenzor Tech Initialz [rata Tran. Tech fies
! uj|
Order Mumber | Sample 1D Global 1D Other Spec 1D Fiesult Comment Sample Type | Patient Mame [ Patient |0 Order Date | Batch \[ﬂ
141402600000 MNC MNC 4/6/2011 341
1402600000 LPC LPC 4/6/2011 9:41
1402600000 HPC HPC 4/6/2011 941
3011084 40 JEQOO4LT-02  FEQOOOHS-02 5 4/6/2011 9:41
4 | ;I‘l
— Reviewed - Plate Comment: -~ Grid View————
3 Options
Feviewed by:i _] ' Faw Results
Reviewed D ate: 7 Calculated Fesults
Figure 3. Raw Results Screen
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Adding a User Censor

Censoring a Specimen

1. From the Results screen, right-click on the specimen that you wish to censor.
2. Select Censor Specimen from the shortcut menu. (See Figure 8.) The LDMS Censor Codes
dialog box appears. (See Figure 9.)

AEQO043)-06 = Chari
LENs0r SpeCcimen
AEQOD43)-07 | censor Run
Copy
Paste
Expart As
Prink...

Figure 4. Shortcut Menu

3. Click the appropriate censor. Click OK.
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Cancel

r

Figure 5. LDMS User Censor Codes Dialog Box

4. The censor code is displayed in the User Censor column on the Calculated Results screen.
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Censoring an Assay Run

1. After viewing the assay results on the Result screen, click the Preview tab.

2. Right-click on a specimen on the assay plate.

3. Select Censor Run from the shortcut menu. (See Figure 10.) The LDMS User Censor Codes
dialog box appears.

I.-’-‘-.EE!EIEI#?AJ-EI? |

Censor Specimen

Censor Run

Copy
Paste

Export As F
Print...

Figure 6. Shortcut Menu

4. Click on the appropriate censor. (See Figure 11.)

LDMS User Censor Codes
Code Descr_*
1 Mare

2 |2 Per lab - Do not use

3 |P Equipment failure

4 K Kit/Reagent Prablem

5 |Q kit QC out of range - repeat

g Bl BOOM extraction used

7 |C Contral re-run and valid - assay iz valid
Contarmination

q W |nhibitory/bd aterial didn't amplify

10 |E Foor wiability

44 W Muerr arnnlified il
[« | ‘
Ok Cancel

Figure 7. LDMS User Censor Codes Dialog Box

5. Click OK. The censor code is displayed in the User Censor field at the top of the Results screen.
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Printing the Assay Result Report

The Assay Result Report can be printed/reprinted at any time after an assay has been run, either directly
after the running the assay, or upon assay review at a later date. If you will be printing the Assay Result
Report immediately after running the assay, follow the steps below. If you have already run the assay,
use the Review/Edit feature as described in the Virology chapter of the LDMS User Manual to retrieve the
Results screen for the assay, then follow the steps below.

1. From the Results screen, click the Reports ( button on the LDMS toolbar. The Assay Result
Report appears. (See Figure 12.)

COBAS AmpliPrep /COBAS TaqMan HCV Test Report

Lab Name:
Assay Name : COBAS AmpliPrep/COBAS TagMan HCW Test
Run ID: 12877 Svystern Run Censor @ Valid Spec. Prep. Tech:  MWC
Run Date: 07 Mlarf2012 User Run Censor : Data Transfer Tech: MWC
Reviewed By: Review Date:
File: MALDOMS Test Files\Training Profile\RMANTaghan HCWAAlex HCW w1 0 all censaors 12 specimens. CSY
Comments:
General Kit Lot #: M1402600005 KLP range: 220 - 2200 KHP range: 1,100,000 - 11,000,000
Sample prep Kit Lot #
Expected System  User
Pos Sample ID QOther Spec ID PRI DER PID/ID1 ProtlD2  VOA Kit Lot #: VOA range: Value Result Censor  Censor
1 NG Target kot Detected J
2 LPC A76 IUfmL
3 HPC 3.56e+006 [U/mL
4 FEQO00OHS-02 BLD PL2 7676767F As102 2.68e+006 [UimL

Figure 8. Assay Result Report

2. Click the Print button on the Crystal Reports toolbar.
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Printing the Patient Report

The Patient Report can be printed after the assay has been run, or at a later date from the Review/Edit or
the Reports module.

Note: A Patient Report can be generated for a valid result only.

1. From the Results screen, click Options. The Result Options dialog box appears. (See Figure
13)

2. Select Print Patient Report (Clinical) and click OK. The Patient Report Selection dialog box
appears. (See Figure 14.)

Result Options

O I B

Prirt Patient Beport [Clinical]
Digplay Cengor Codes

Ty

Digplay Uzer Cenzor Codes

ak. Cancel

Figure 9. Result Options Dialog Box

3. Select a single specimen or select the Select all check box.

Note: You can also press CTRL or SHIFT to select multiple specimens.

Patient Report Selection

Select a Specimen Humber.

500005007332
500005001357
50005001233
500N O5007 453

[ Select Al

Ok | Cancel

Figure 10. Patient Report Selection Dialog Box

4. Click OK. The Patient Report will be displayed for the selected specimen(s). (See Figure 15.)
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5. Click the Print button on the Crystal Reports toolbar.

LDMS - COBAS AmpliPrep/COBAS TagMan HCV Test Patient Report

Patient:

JEIBE7ETF

SID: A51020447H

Group / Protocol:

ACTGAMPAACT AS102

Specimen Date:

15/Feb/2005 10:32

Visit: 0.00 Screening

Other Spec ID:

Sample Condition: Satisfactory

Clinic Info: 701 UCED, AVRC GRS Fax: B19-295-6475
Testing Lah Info:

Specimen ID: 500405000185 Received Date: 158/F eb/2005 Primany:  Blood (Whale)
Global Spec ID: FEGOOOHS-02  Received Time: Additive: EDTA

Derivative: Flasma, Double-Spun

Type of Assay: COBAS AmpliPrep/COBAS Taghian HCY Test
Assay Date : 07 Marf2012 Sample Prep Tech:  MWC
Data Transfer Tech: MWC
Results: | IU/mL Loa Base 10 Value
2 F80,000 543

Run comment:

Sample comment:

Reportable Range: The COBAS AmpliPrep/ COBAS TagMan HCY Test assay range of quantitation is 43 to

B9 000, 00000 1LmL.

Figure 11. Patient

Report
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Appendix I: Kit Entry Module Screens

When the COBAS TagMan HCYV test is run, the information on the general kit, sample prep. kit, or PCR
kit screens is automatically populated from the TagMan result file. Below are examples of the Kit Entry
module screens after the assay is run showing the data pulled from the TagMan result file. To complete

the remaining fields, go to QA/QC — Kit Entry Module, select the appropriate kit, and enter any missing
information.

General Kit Screen

At |COBAS AmpliPrep/COBAS TagMan HDY | |[EEEEIAD

| Deactivate | Lat Mumber [ E;gi_rﬁlon_[)gt_ei Date Heceivedl_ Starage Temo _|__ EMLotMo | KLP Lot Ma |__KLF' Min | -
1 | M1402600005 31 /M ap/2011 k1402600005 | M1402600005 220 2z
I ;I_J
™ Deactivate Lot Hurmber: Yerzion:  Ewpiration Date: [ate Rec: Storage Temp [C):

HCW General Kit I L] I:l

Lot Mumber: irirnLnn b &irmumn

MHegative Control

Low Positive Contral

Figure 12. TagMan General Kit Information

High Poszitive Contral

1]

Sample Prep. Kit Screen

Azzay. |

345 AmplPrep/COBAS TagMan HCV | 5ample Prep Kit |

1 | 2] H123456 1d/Mar/2012  14/Marf2012 0

| zik

I~ Deactivate Lot Mumber:

i Deactivate | Lot Number | Expiration Date | Date Received | Storage Temo | KN LotNo | ELPLotNo | ELPMin | _‘I

E xpiration Date; Date Rec: Storage Temp [C):

HCW Sanple Prep Kit | I:I

Figure 13. TagMan Sample Prep. Kit Information
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PCR Kit Screen

Assa |COBAS AmpliPrep/COBAS Taghan HCY x| |PcRER -]
| | Deactivate | LotMumber |Ewpiration Date | Date Received | Storane Temn | KM LotMo | KLPLotMo | KLPMin | =~
| 1 1 L0 A1112600048 1642012 1112800048 R1112600048 220 %
<] | ;l‘l
[~ Deactivate Lat Mumber: Yersion:  Expiration Date: [ate Rec: Storage Temp [C]:

HEV PER i [0 =] 1

Lat Number: it b ainniirn
Megative Contral

Low Positive Control

11

[ 1 [ ]
Il e

High Positive Control

Figure 14. TagMan PCR Kit Information

Exporting Data to Frontier Science

Laboratory data should be exported to Frontier Science on a regular basis. The frequency of data export
often depends on the size of the laboratory database and workload.

To open the Export module:

bl

1. Goto Tasks — Export on the menu bar, or click the Export (|
warning message appears.

) button on the LDMS toolbar. A

WARNING |

4B Exporting in the LDMS does not back up wour daka,
¥ ! aou are still responsible for backing up wour LDMS data.
If wou have any questions please call LDMS User Support,

2. Click OK. The Data Export screen appears.
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v Automatically esport all unexported records. Fram: | M Adaps2011 |;I| To | 14/Febs2012 |_||
Files To Transfer:
Export Id |'me-Tu' Dates |Nu. 0f Records |User |Frum Transld |Tu Transld |Tr: 7
wpark |
/ Bt

Save fig

i

I arks

Transfered Files:

Export Id |'me—Tu' Dates |Nu. 0Of Records |Uscr |Frum Transld |Tu Transld |Tr:

Tranzfer

d

Report

il

E xpart Setup

Using the Exp+Trans Button

Exp+Trans is the recommended method to create your export file and transfer the file to Frontier
Science. The Exp+Trans button allows you to export in one step.

From the Export screen, click Exp+Trans. A progress box appears displaying the status of the data
export. When the export is complete, the export file appears in the Transferred Files section.
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