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COBAS Ampliprep/COBAS TagMan HIV-1 Qualitative Test Instructions

Running the COBAS Ampliprep/COBAS TagMan HIV-1 Qualitative

Test

*
1. Goto Tasks — Assays on the menu bar or click the Assays 2 ) button on the LDMS toolbar.
2. Click the plus sign (+) next to the DNA PCR category.
3. Click COBAS TagMan HIV-1 Qual.. (See Figure 1.).
Ageays
IFrequentI_l,l zed Azzays [last 360 days] j
Cultures
=l DA PCR
COBAS TagMan HIN-1 [lual
Roche HIY DMA PCR
Roche HIV DHNAPCR 1.5
Irmrnunology
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P24 Antigen
PE fizzays
Yiral Load FM&
Figure 1. Assays
4. Click Select Assay. (See Figure 2.)
Assay Selection ] Freview 1 Results 1]
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El D e Previous Runs Found:
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Figure 2. 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
TagMan HIV-1 Qual test assigned. (See Figure 3.)
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.
Specimens Found:
Grouo | 1D1 | Soecid |G|oba|SDec|D| Sopec. Date | 102 | Piirn | Dierwv | Add |Heceived Datel WD | WD Uit | Harvest Date | Cultur &
1 |ACTGAMPAACT 23453238 5OOVOSO00BES EEQOOITZ-01  094Jun/2005 | P1057 BLD PLZ EDT  10Aun/2005  28.00 Dray
2 |ACTG/AMPAACT 23453238 5OOVOSO00BES EEQOOITZ-02  094Jun/2005 | P1057 BLD PLZ EDT  10Aun/2005  28.00 Dray
2 |ACTG/AMPAACT 23453238 BOOVOS000BES EEQOOITZ-03  094Jun/2005 | P1057 BLD PLZ EDT  10Alun/2005  28.00 Dray
4 |ACTG/AMPAACT 23453238 BOOVOS000BES EEQOOITZ-04  094Juns2005 | P1057 BLD PLZ EDT  10Alun/2005  28.00 Dray
5 |ACTG/AMPAACT 23453238 500MOS000668 EEQOOITZ-05  094lun/2005 | P1057 BLD PLZ EDT  104lun/2005  28.00 Dray
6 |ACTG/AMPAACT 23453238 500VOS000B65 EEQOOITZ-06  094Alun/2005 | P1057 BLD PLZ EDT  104lun/2005  28.00 Dray
7 |ACTGAAMPAACT 23453238 500VOS000B65 EEQOOITZ-07  094Alun/2005 | P1057 BLD PLZ EDT  104lun/2005  28.00 Dray
8 |ACTG/AAMPAACT 23453238 50OVOS000665 EEQOOITZ-08  094AJun/2005 | P1057 BLD PLZ EDT  10Alun/2005  28.00 Dray
9 |ACTG/AMPAACT 23453238 500VOS000665 EEQODITZ-03  094Jun/2005 | P1057 BLD PLZ EDT  10Alun/2005  28.00 Day
10 |ACTGAMPAACT 23453238 500VOS000662 EEQODTITZ-10  094Jun/2005 | P1057 BLD PLZ EDT  10Alun/2005  28.00 Day _I

Figure 3: Specimens Found

6. Click the specimens that you wish to add to the run. Selected specimens appear in black.
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Notes:

24 Item Run (One Rack):

e The system will populate one Kit Positive and one Kit Negative control for a 24 item run.

e A user may add up to 16 specimens from the following groups to a 24 Item Run:
ACTG/IMPAACT, HPTN, VTN, MTN, or VQA.

= Two blinded pellets and four VQA copy controls (VQAO, VQAS5, VQA10, and VQAZ20) will
be added to a 24 Item Run containing specimens from the above-listed groups.

e A user may add up to 22 specimens when adding non-logged specimens or specimens from

groups other than those listed above.

48 Item Run (Two Racks):
¢ The system will populate two Kit Positive and two Kit Negative controls for a 48 item run.
= Kit controls should be split between the racks, so that each rack has it's own positive and
negative control
e Adding 17-36 specimens from the following groups will result in a 48 Iltem Run:
ACTG/IMPAACT, HPTN, VTN, MTN, or VQA.
0 Two blinded pellets and four VQA copy controls (VQAO, VQA5, VQA10, and VQA20) will
be added to a 48 Item Run containing specimens from the above-listed groups.
o Blinded pellets should be split up, so each rack has two pellets.
0 The VQA controls should be split between the two racks*, as follows:
=  VQAO and VQAZ10 on one rack
=  VQAS5 and VQAZ20 on one rack
e Auser may add up to 44 specimens when adding non-logged specimens or specimens from
groups other than those listed above.
e The results of a 48 Iltem Run may span two result files.

*Specimens are held accountable to controls on the rack on which they are located. It is possible to
have one valid rack and one invalid rack on a 48 Item Run. Although the results for the specimens on
the valid rack will be valid, the results of the samples on the invalid rack will be considered invalid. Any
run containing one or more invalid racks will be counted as one invalid run in the LDMS. Two
consecutive invalid runs or three invalid runs out of ten will result in an assay lockout. Users will need to
contact the VQA lab (vga@rush.edu) and LDMS User Support (Idmshelp@fstrf.org) if locked out of the
COBAS Tagman HIV-1 Qual assay.

7. Click Add to Run. The Preview tab opens. (See Figure 4.)

Azzay Selection Preview ] Besults ]
Hnmatched tems fo i Fesult ID Rack | Glohal SpecID ‘ Other Spec 1D ‘ PIDADT ‘ SpecDate | YD | VID ﬂ
Drrag to corresponding specimens an o YEho || Uitk
the right. KT
- LPC
Resut D ek j VEA0 Right-click to select
VHAS Right-click to select
YRA10 Right-click to select
WRA20 FRight-click to select
KEQOOE?3-01 011111C OB/4pr/2012 000 st
KEQODE? 3-02 011111C OB/4pr2012 000 st
KEQODE3-02 m11111c O6A4prs2012 000 Wst
KEQIOOGY 3-04 [LIRRRARIN OBA&pr/2012 000 st
KEQOOET 3-05 011111C OB/4pr/2012 000 st
KEQO0G7 3-06 011111C O6/4pr/2012 000 st
KEQOOE? 3-07 011111C OB/4pr2012 000 Wt
KEQIODE?3-02 [(IRRRARIN O6A4pr/2012 000 st
= Select Pelet ﬂ -
oL il o o
Run D: 12872 Add ltem I Select Fesult Filal Commit Fesults I FeFResd I AgzayVersion |1.0 ‘l
Tech Iritials Data Transfer Tech Initials Run Date & 24temBun ¢ 48 Item Run

Figure 4. Preview Tab
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8. Right click on the VQA items in the listing, to Select VQA lot number. The Add VQA Lot dialog box
appears. (See Figure 5.)

Note: A new lot number can also be typed into the Add VQA Lot dialog box.

Addvoatot 8 X

Fleaze zelect an exizting control lat number or enter a new one:

I =
] I Cancel |

Figure 5: Add VQA Lot Dialog Box

9. Enter or select a VQA control lot number. Click OK. If adding a new control lot number, a Save
message will appear. (See Figure 6.) Click Yes to add the new control lot number.

save x|

Would you like to save the new VQA lot 4567

Yes Mo Cancel

Figure 6: Save Message

10. Select the pellet identifiers for each pellet added to the run. (See Figure 7.)

Aszap Selection | Preview ] Besults 1

Hnmatchec erms o fe: Result 1D ‘ Rack | Giohal spec D ‘ Dther Spec 1D ‘ PID/D1 ‘ SpecDate | 1D | VD ﬂ

Drag to comesponding specimens on Vel | WAl

the right. NC

= 1D ‘ i ﬂ \I;PQCAG 123
WOAG 123
WEAT0 123
WRAZ0 123
KEQODE? 301 [RRRRRIN O6/Apr/2012 000 Vst
KEQOOE?3-02 [RRRRAI 0B/&pr/2012 000 Vst
KEQODET3-03 [RRRRRIN 06/Ap/2012 000 Vst
KEQOOE?3-04 [RRRRAI 0B/&pr/2012 000 Vst
KEQODET3-05 [RRRRRIN 06/Ap/2012 000 Vst
KEQO0E?3-06 [RRRRAI 0B/&pr/2012 000 Vst
KEQODET3-07 [RRRRRIN OB/Apr/2012 000 Vst
KEQODEY3-03 o111nc OB/AprA2012 000 Vst
= ———————p  (96d.03 j =
Run D:12872 Add Item | Select Result Filel Commit Fesults | Fe-Head | AgsayVersion |1 .0 2 I
Tech Initials I Diata Transfer Tech Initials I Run D ate |;| @ 24 ltemBun € 43 ltem Fun

Figure 7: Select Pellet

11. Generate the COBAS TagMan HIV-1 Qual Test Run Preview Report by clicking on the Report
button on the LDMS toolbar. (See Figure 8.)
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COBAS TagMan HIV-1 Qual Version 1.0 Test Run Preview
Run 1D 12872 AssayName COBAS TagMan HIV-1 Qua
Position Global Spec D PIDVID1 SpecDate VID VIDUnit Other Spec ID  Dilution Barcode
1 MC
2 LPC
3 VaRAD 123
4 VQAS 123
5 VQAID 123
g VA0 123
.
T KEQO0873-M 0111111C 06/Apr2012 0.00 Vst 1.0 @
B
g KEQODE7302 0111111C 06/Apr2012 0.00 Vst 1.0
.
3 KEQO06T303 01111115 06/Apr20M12 0.00 Vst 1.0 @
£
10 KEQ006T304 0111111C 06/Apr2012 0.00 Vst 1.0 &
11 KEQO067305 0111111C 06/Apr2012 0.00 Vst 1.0 %
12 KEQO06T308 01111115 06/Apr20M12 0.00 Vst 1.0 %
!
13 KEQO06T307 0111111C 06/Apr2012 0.00 Vst 1.0 %
14 KEQO06T308 0111111C 06/Apr2012 0.00 Vst 1.0 m
15 085403
16 KEQO006T309 0111111C 06/Apr2012 0.00 Vst 1.0 ﬁ
17 KEQODET310 0111111C 06/Apr2012 0.00 Vst 1.0 %
18 085408

Figure 8: Run Preview Report
12. Click Select Result File. Click Yes in the Run Assay message that appears.

13. Browse to the desired result file. Select the file and click Open. The LDMS begins matching the
TagMan result file to the listing of specimens added to the run. (See Figure 9.)

Assay Selection | Preview ] BResults

Hnmatched tems from fle Fiesul ID ‘ Rack | Globel Spec D ‘ Other Spec 1D ‘ FID/D1 ‘ SpecDate |10 | VD ﬂ
Drag to conesponding specimens on I Yelliz || Wk

the right. MC 3 MC

a| |LPC 3 LPC
REsTRID Fart j YEAD 3 VDAD 123

SAMPLE 1 2 WA 3 WA 123

SAMPLE 2 3 Y0A10 3 WEAT0 123

SAMPLE 3 3 WEAZ0 3 WRAZ0 123

SAMPLE 4 3 KEQOO0ET3-01 0111111C 0B/4pr/2012 000 st

SAMPLE B 3 KEQOOET3-02 o111111c 0B/Apr/2012 000 Wt

S4MPLE 6 3 KEQOOE73-03 o111111c 06A4pr/20012 000 Wt

Pellet 1::Pasitive 3 KEQOOGET3-04 or1ic OBA4pr/2012 000 Wt

Pellet 2: Positive 3 KEQO0E73-05 0111111C 0B/4pr/2012 000 st

SAMPLE 7 3 KEQDOET3-06 0111111C 0B/4pr/2012 000 st

S4MPLE 8 3 KEQOOET3-07 o111111c OEAhpr/2012 000 Wt

SAMPLE 3 3 KEQOOET3-03 o111111c O6Aapr/20012 000 Wt

SaMPLE 10 3 = 096d.03 ﬂ =
o[ e [ o
Bun ID: 12872 Add [tem | Select Besult Fle]  Commit Results | FeFead | Aszay Version IW_D vl
Tech Initials l— Data Transfer Tech Initials I Run Date |L| & 24 e Bun. € 481kem Bun

Figure 9: LDMS Matching

14. Select any unmatched results from the result file and drag them to the right, to match the result to the
appropriate specimen in the listing. (See Figure 10.)
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Aszap Selection Preview W ]
Unmatched items from file: -
Result D Rack | GlopalSpec (D Other Spec ID PIDADT SpecDate |, YD | VID Bl
" [} Walug | Lnit

Drrag ta carresponding specimens on

the right. WHAS 2 WAS 123
WEATO 3 WEA10 123

Rack | =
syl D J ¥0AZ0 3 voez0 123
SaMPLE 1 3 KEQO0ET3-01 0111111C OB/8pr/2012 000 st
SaMPLE 2 3 KEQOOET3-02 [URRRRRIS 0B A4pr/2012 000 Wst
SaMPLE 3 3 KEQOOET3-03 0111111C OB/8pr/2012 000 st
SaMPLE 4 3 KEQOOET3-04 [URRRRRIS 0B A4pr/2012 000 Wst
SAMPLE & 3 KEQOOET3-05 0111111C 0B 4pr/2012 000 Wst
SaMPLE B 3 KEQOOGT3-06 [URRRRRIS OBA4prf2002 000 Wst
SAMPLE 7 3 KEQOOET3-07 0111111C 0B 4pr/2012 000 Wst
SaMPLE 8 3 KEQOOGT3-05 [URRRRRIS OBA4prf2002 000 Wst
Pellet 1::Positive 3 0964d.03 j
SaMPLE 9 3 KEQOOGT3-03 [RRRRRIS 0BA4prf2012 000 Wst
SaMPLE 10 3 KEQOOET3-10 [URRRRRIS OB A4pr/2012 000 Wst
«| |Pelet 2:Positive 3 0964.06 | =

4 » L »

Run ID: 12872 | | Cornmit Fesults | | Aszap Verzion

Tech Initiak: ’— Data Transfer Tech Initials ’— Run Date ljl 5 S

Figure 10: User Completed Matching

15. When matching is complete, enter the technician’s initials in the Tech Initials fields and indicate the
Run Date.

16. Click Commit Results. The LDMS will match the listing to the results in the result file. The Results
screen will appear. (See Figure 11.)

Azzay Selection ] Preview Results

Resultz File: M:\Training ProfiletDMA Aszap Trainingh T agkdan DMA [Qual] assaph24 item B_R.cav

Fun ID Wersion Fiun Date Fiun % alidity Supstern Censor User Cenzor Tech Initials Data Tran. Tech Frep Method j

-
i of
Sample ID Rack ID Global Spec 1D Other Spec |d Expected Yalue Sample Dilution Fiesult Flags Spstem Censor | User Censar i‘
Target Nat D ;
LPC 3 LPC Puositive
WYEAD 3 WEAD 123 MEGATIVE Target Not Detected
WA 3 WA 123 ANY Puositive
YaEA10 3 WEAT0 123 POSITIVE Positive
WiA20 3 WEA20 123 POSITIVE Pasitive
SAMPLE 1 3 KEQOOE?3-01 1.0 Target Not Detected
SAMPLE 2 3 KEQDOE?3-02 1.0 Paositive
SAMPLE 3 3 KEQOOE3-03 1.0 Puositive
SAMPLE 4 3 KEQOOE3-04 1.0 Puositive
SAMPLE & 3 KEQODEY3-05 1.0 Target Not Detected
SAMPLE 6 3 KEQOOE73-06 1.0 Puositive
SaMPLE 7 3 KEQOOE?3-07 1.0 Target Not Detected -
i of
Reviewed Flate Comment: Options Grid Wiew
Reviewed by: l— " Raw Resultz
Reviewed Date: ljl Q {* Calculated Results

Figure 11: Calculated Results Screen

17. To display Raw Results as the Grid View option, click Raw Results.
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Incorrect Result File Selection

If the incorrect result file is selected and you are unable to match results properly:

1.
2.
3.

Click on the Close button to leave the Assay module.

Click Yes to continue and discard the results.

Re-enter the Assay module and locate the desired run via Runs Not Performed/Not
Terminated.

Select the desired result file and proceed as normal.

Deleting a Run Before Committing Results

The user may delete a run, after all specimens have been removed from the template.

1.

Select the Runs Not Performed/Not Terminated radio button on the Assay Selection tab, and
click Search.

Locate the desired run, highlight it, and click Select Assay.

Right-click on each specimen (except NC and LPC) on the Preview tab and select Delete Iltem.
When all specimens have been removed from the run (except NC and LPC), click Save on the
LDMS toolbar.

Click on the Assay Selection tab.

Right-click on the run in the listing and select Delete Run. Confirm that you want to delete the

run. The specimens will be available to place on a new run.

Deleting a Run After Committing Results

The user may delete a run, after all specimens have been removed from the template.

o g s~ w N PR

~

Select the Review/Edit check box on the Assay Selection tab, and click Search.

Locate the desired run, highlight it, and click Select Assay.

Click on the Preview tab.

Click Re-Read and click Yes in the Re-Read confirmation message.

Right-click on each specimen (except NC and LPC) on the Preview tab and select Delete Item.
When all specimens have been removed from the run (except NC and LPC), click Save on the
LDMS toolbar.

Click on the Assay Selection tab.

Uncheck the Review/Edit check box and select the Runs Not Performed/Not Terminated radio
button. Click Search.

Right-click on the run in the listing and select Delete Run. Confirm that you want to delete the

run. The specimens will be available to place on a new run.
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Adding a User Censor

Censoring a Specimen or Assay Run

1. From the Results screen, right-click on the specimen ID that you wish to censor.
2. Select Censor Specimen or Censor Run from the shortcut menu. (See Figure 12.) The LDMS

User Censor Codes dialog box appears. (See Figure 13.)

Censor Specimen
Censor Run

Toggle Auto Fit

Copy
Paste

Export As 4
Print...
Figure 12: Shortcut Menu

3. Click the appropriate censor. Click OK.

[lbMsusercensorcodes
- ]
z |2 Per lab - Do nat use
T P Equipment faiure
T k. Kit/Reagent Problem
T o] Kit 0 aut of range - repeat
T B1 BOOM extraction used
T C Control re-run and valid - sssay is valid
T D Contamination
? W InhibitoryMaterial didn't amplify
T E Poor wiability
ﬂw—l W Nwer amnlifisd _blll
ok | Cancel

Figure 13: LDMS User Censor Codes Dialog Box

Note: The Specimen censor code is displayed in the User Censor column on the Calculated Results
screen. The Run 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 14.)

COBAS TagMan HIV-1 Qual, version 1.0 TestReport

Lab Name:
AssayName: COBAS TagMan HIV-1 Qusl, version 1.0 Test
Run ID: 12872 System Run Censor alid Spec. Prep Tech: WA
Run Date: 02/Deci2013 User Run Censor Data Transfer Tech: MWNC
ReviewedBy: Review Date:
Fila- M:\Training Profile'\DMNA Assay Training'Taghan DNA (Qualy assay'24 item B_R.csv
Comments:
General Kit Lot #: P 1598200000
Sample prep Kit Lot#:
Expecid System  User
SamplelD Other Spec 1D PRI DER PIDVIDA Prot/iD2  VOQA Kit Lot #: Value Result Censor Censor
MNC Target Mot Detected
LPC Posithe
VAl 123 123 MEGATIVE TametMot Detected
WQAS 123 123 ANY Posithe
VaA10 123 123 POSITWE  Positive
WRAZD 123 123 POSITWE  Positive
KEQDDETIM BLDPL1 01111110 ABITE TargetMot Detectad
KEQODDGT302 BLDPL1 01111112 AB1TE FPosithe
KEQODETI03 BLDPL1 01111110 ABITE Posithe
KEQODETI04 BLDPL1 01111112 AB1TE Posithe
KEQODET300 BLDPL1 01111110 AB1TE TarmetMot Detected
KEQODG6T305 BLDPL1 01111112 ABITE Posithe
KEQODGT3OT BLDPL1 01111112 AB1TE TarmgetMot Detected
KEQODETI0E BLDPL1 01111110 ABITE Posithe
086403 POSITWE  Posite
KEQIDET309 BLDPLT 01111110 AB1TE Posithe
KEQDOEGT310 BLDPL1 01111112 ABITE Posithe
096400 POSITWE  Positive

Figure 14: Assay Result Report

2. Click the Print ( button on the Crystal Reports toolbar.

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
screen 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
15.)

2. Select Print Patient Report and click OK. The Patient Report Selection dialog box appears. (See
Figure 16.)

© 2014 Frontier Science Foundation Page 9 of 11 Date Modified: 18 April 2014
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[Resuitoprons

) Beselect well

| Frint Fatient Fieport [Fesearch]
¢ PFrint Patient Repart

" Dizplay Censor Codes

" Dizplay User Censor Codes

s Cancel

Figure 15: 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 3

Select a Specimen Mumber,

KEQDOE7 201 -
KEQDOE72-02
KEQOOG7303
KEQOOE73-04
KEQOOE73-05
KEQDOE72-06
KEQOOE?3-07 |

[ Select &l

Ok I Carcel |

Figure 16: Patient Report Selection Dialog Box

4. Click OK. The Patient Report will be displayed for the selected specimen(s). (See Figure 17.)
5. Click the Print ( button on the Crystal Reports toolbar.

LDMS - COBAS TaqMan HIV-1 Qual Version 1.0 Test Patient Report

Patient: o111111C SID: MNOSID

Group / Protocol:  ACTG/IMPAACTAS1TS

SpecimenDat: 05/Apr201208:00 WVisit: 0.00Vist

Clinic Info: 1001 Pitt CRS Fax: 412-5476253

Testing Lab Info:

SpecimeniD: 500V12000008 ReceivedDate: 08/Apri2012 Primary: Blood[Whaole)
Global Spec ID:  KEQDDST305  ReceivedTime: 10:00 Additive: EDTA
Other Spec 1D: Sample Condition: Sstisfactory Derivative: Flasma,Single-Spun

Type of Assay: COBASTagMan HIV-1 Qual, version 1.0 Test
AssayDate: 02/Dec/2013 SamplePrepTech: MM
DataTransfer Tech: MAC

Result: TargetMot Detactad
Resultcomment:  HIV-1 RMA orproviral DNA not detected

Runcomment:

Sample comment:

Figure 17: Patient Report
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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:

1. Goto Tasks — Export on the menu bar, or click the Export (

warning message appears. (See Figure 18.)

WARNING

4B Exporting in the LDMS does not back up vour data,
'_ ! *ou are still responsible For backing up wour LOMS data,
= If you have any questions please call LDMS User Support,

o

Figure 18: Export Warning

) button on the LDMS toolbar. A

2. Click OK. The Data Export window appears. (See Figure 19.)

v &utomatically export all unexported records. Fram: ||_‘:1. Aaps2011 |_]| |_—J|
Files To Transfer. -
Export Id |'me-Tu' Dates |Nu. 0f Records |Uscr |me Transld ITu Transld ITr: s |
#porl
wp+T rans
Save b |
f ark:
Transferred Files:
Export Id |'me-To' Dates |No. Of Records |User |me Transld ITu Transld ITr:

Transfer

i

Report

i

Export Setup

Figure 19: Data Export Window

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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