




















3. The cassette drawer will open (Figure 39).
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Cassette Preparation

f‘_‘)\ Follow proper infection control guidelines for handling all blood samples and anything that comes in contact with blood.
N/

1. Follow the Instructions For Use for the test being performed fo prepare the test cassette for the reader.
2. After preparing the test cassette, immediately insert the cassette into the reader. (Figure 40).

© Pat. D

Reading Cartridge Info.
Please Wait!

N\ / FIGURE 41

NOTE: Each test cassette includes an infernal control check (control line on test cassette) that is run automatically with every sample o ensure
that there is proper flow in the cassette. If the automatic check of this builtin control is not within acceptable limits, a test result will not be
reported. The reader will display an error message and the test must be repeated using o new cassette.

Once the RFID cassette information has been read and verified by the ASPECT Reader the analysis will start.

The Patient ID screen will be displayed, showing the time remaining for the testing (Figure 42).
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The ASPECT Reader measures the test automatically and the result is displayed on the screen in ng/ml (Figure 43).
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Date 06/2572014  Time 03:36PM

Seq# 7
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Testassay 012345

80 ng/mL.
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Removing Cassette

1. To open the cassette drawer, press the eject button. The reader will automatically open the cassette drawer to allow removal of the cassette.
2. Dispose of cassette according to Country, Federal, Provincial, State and local regulations.

Printing Results

1. To print patient results, press the right soft key to select Options. The Option menu will be displayed (Figure 44).
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2. The Print option is selected. Press the right soft key to print patient results. Prinfing will appear at the bottom of the Pat. ID screen, and the
reader will print out the result.

NOTE: Auto print may be selected by the Supervisor under “Printer Settings” on page 19 to automatically print any patient results once testing
is finished.

3. Torun another test, use the [|,] key to Next Patient menu item. Press the right soft key to select it. The Run Patient screen will be displayed,
ready for the next Patient 1D number to be entered (Figure 45).
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Seq#
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Transmitting Results

Patient results may be transmitted to a LIS system if desired. Refer to “LIS Settings” on page 18 of the Supervisor chapter.
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REVIEW DATA AND ERROR LOG

In this chapter you will learn how to:

review patient results

review Liquid QC resuls (LQC)
review Electronic QC results (EQC)
reviewing Error Log

send results to LIS

1. Using the [—] or [<—] keys, select the Review Data icon from the Main Menu screen (Figure 46).

Main Menu - Review Data
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The Review Results screen is displayed (Figure 47).
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The Review Results screen allows the user to:
®  review patient results by either start and end date, start and end sequence numbers, patient ID or operator ID.
e review Liquid QC (LQC) results by start and end date
e review (EQQ) by start and end date
e send resulfs fo a LIS system

Review Patient Results by Date

1. Using the right soft key, select Patient Results. The Patient Results screen is displayed (Figure 48).

A8 Patient Results
Start Date (DD.MM.YYYY)

End Date (DD.MM.YYYY)
Start Seq#

End Seq#

Patient ID

Operator ID
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2. To view desired results by date, enter a start date using the numeric keys on the keypad in the format shown.
3. Use the [ ] key to cursor fo the next text field.




4. Enter an end date using the format shown (Figure 49).

}i Patient Results
Start Date (DD.MM.YYYY) EIB.Z]M

End Date (DD.MM.YYYY) 25.06.2014
Start Seq#

End Seq#

Patient ID

Operator ID

N N FIGURE 49

5. Press the right soft key to select to view the desired results. The Patient Results screen will be displayed with the patient’s sequence number,
date, lot number and result (Figure 50).

/B Patient Results

Seq# Date LOT] Result
7 06/25/14 012345 80 ng/mL.
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Show Details Option

1. Press the right soft key to view options available under the Patient Resulfs screen. The Options menu is displayed (Figure 51).

ﬂ Patient Results

Seq# Date [LoT] Result
7 06/25/14 012345 80 ng/mL.

FIGURE 51

Under the Options menu, the user can choose to show details of the results displayed, or print a list of displayed results.

2. Use the right soft key on the keypad fo select Show Details. The date and time the result was obtained is displayed, along with the sequence
number and the operator (Figure 52).
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Testassay 012345
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NOTE: The Patient ID screen may be printed by pressing the right soft key. A screen will appear stating that the Patient ID information is
printing, please wait.

3. Select the left soft key to return to the previous screen.



Print List Option

1. From the Patient Results screen, press the right soft key to display the Option menu (Figure 53).
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A patient Results

Seq# Date [LoT] Result
7 06/25/14 012345 80 ng/mL

FIGURE 53

2. Usethe [|] key to cursor down to the Print List option. Press the right soft key to select it. A screen will appear stating that the list s
printing, please wait.
3. Once the list has been printed, press the left soft key to retum to the previous menu.

Review Patient Results by Sequence #

1. From the Main Menu, select the Review Data icon by using the [ ] or [1] or [<—] or [—] keys to highlight/select it (Figure 54).
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2. Press the right soft key to select it. The Patient Results screen is displayed (Figure 55).

)i Patient Results

Start Date (DD.MM.YYYY)
End Date (DD.MM.YYYY)
Start Seq#

End Seq#

Patient ID

Operator ID

FIGURE 55

3. Using the [ ] key, cursor fo the Start Seq# text field. Enter the desired Start Seq# in the text field using the numeric keypad
(Figure 56).
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4. Using the [|] key, cursor to the End Seqe# text field. Enter the desired End Seq# in the text field using the numeric keypad.




5. Press the right soft key fo select to view the patient results by sequence number (Figure 57).

/B patient Results
Seq # Date LoT] Result

7 06/27/14 012345 16 ng/mL
5 05/30/14 012345 > 1e+006 umol/L
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6. Press the right soft key to select to view the desired results. The Patient Results screen will be displayed with the patient’s sequence number,
date, lot number and result.

Show Details Option

1. Press the right soft key to view options available under the Patient Results screen. The Options menu is displayed (Figure 58).

ﬂ Patient Results

Seq # Date LOT Result
74 06/27/14 012345 16 ng/mL
5 05/30/14 012345 > 1e+006 umol/L
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2. Using the [ ] key, select the desired result line. Use the right soft key on the keypad to select Show Details. The date and fime

the result was obtained is displayed, along with the sequence number, the operator, test number, test lot, and patient result
(Figure 59).
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16 ng/mL
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NOTE: The Patient ID screen may be printed by pressing the right soft key. A screen will appear stating that the Patient D information is
printing, please wait.

3. Press the left soft key to retur to the previous menu.

Print List Option

1. From the Patient Results screen, press the right soft key to display the Options menu (Figure 60).
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7 06/27/14 012345 16 ng/mL
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2. Use the [|] key to cursor down to the Print List option. Press the right soft key to select it. A screen will appear stating that the list s
printing, please wait.
3. Once the list has been printed, press the left soft key to refurn to the previous menu.

Review Patient Results by Patient ID

1. From the Main Menu, select the Review Data icon by using the [{ ] or [1] or [<—] or [—] keys to highlight/select it (Figure 61).

Main Menu - Review Data
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2. Press the right soft key to select it. The Patient Results screen is displayed (Figure 62).
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3. Using the [ ] key, cursor fo the Patient ID text field. Enter the desired ID number in the text field using the numeric keypad (Figure 63).

8 Patient Results
Start Date (DD.MM.YYYY)
End Date (DD.MM.YYYY)
Start Seq#

End Seq#

Patient ID

Operator ID

FIGURE 63
4. Press the right soft key to select to view the patient results by Patient ID (Figure 64).

)‘ Patient Results

Seq # Date LOT] Result
7 06727114 012345 16 ng/mL

FIGURE 64




Show Details Option

1. Press the right soft key to view options available under the Patient Results screen. The Options menu is displayed (Figure 65).
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}i Patient Results

Seq # Date LOT] Result
i/ 06/27/14 012345 16 ng/mL.
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2. Use the right soft key on the keypad fo select Show Details. The date and time the result was obtained is displayed, along with the sequence
number, the operator, test number, test lot, and patient result (Figure 66).
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NOTE: The Patient ID screen may be printed by pressing the right soft key. A screen will appear stating that the Patient ID information is
printing, please wait.

3. Press the left soft key to retur to the previous menu.

Print List Option

1. From the Patient Results screen, press the right soft key to display the Options menu (Figure 67).

A Patient Results

Seq# Date LOT] Result
7 06/27/14 012345 16 ng/mL.
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2. Usethe [|] key to cursor down to the Print List opfion. Press the right soft key to select it. A screen will appear stating that the list s
printing, please wait.
3. Once the list has been printed, press the left soft key to return to the previous menu.




Review Patient Results by Operator ID

1. From the Main Menu, select the Review Data icon by using the [ ] or [1] or [<—] or [—] keys to highlight/select it (Figure 68).
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Main Menu - Review Data
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2. Press the right soft key to select it. The Patient Results screen is displayed (Figure 69).
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3. Using the [ ] key, cursor to the Operator ID text field. Enter the desired 1D number in the text field using the numeric keypad
(Figure 70).
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4. Press the right soft key to select o view the patient results by Operator ID (Figure 71).
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}i Patient Results

Seq # Date LOT] Result

7 06/27/14 012345 16 ng/mL

5 05/30/14 012345 > 1e+006 umol/L
g 05/28/14 012345 < 1e-005 umol/L
1

05/28/14 012345 < 1e-005 umol/L

FIGURE 71

Show Details Option

1. Press the right soft key to view options available under the Patient Results screen. The Options menu is displayed (Figure 72).

}i Patient Results

Seq # Date LOT] Result
0/ 06/27/14 012345 16 ng/mL
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FIGURE 72




2. Using the [ ] key, select the desired result line. Use the right soft key on the keypad to select Show Details. The date and fime
the result was obtained is displayed, along with the sequence number, the operator, test number, test lot, and patient result
(Figure 73).
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NOTE: The Patient ID screen may be printed by pressing the right soft key. A screen will appear stafing that the Patient D information is
printing, please wait.

3. Press the left soft key to retur to the previous menu.

Print List Option

1. From the Patient Results screen, press the right soft key to display the Options menu (Figure 74).

/B Patient Results

Seq# Date LOT Result
7 06/27/14 012345 16 ng/mL

5 05/30/14 012345 > 1e+006 umol/L

FIGURE 74

2. Usethe [|] key to cursor down to the Print List option. Press the right soft key to select it. A screen will appear stating that the list is
printing, please wait.
3. Once the list has been printed, press the left soft key to retum to the previous menu.

Review Liquid QC (LQC) Results

1. Using the [—] or [<—] keys, select the Review Data icon from the Main Menu screen (Figure 75).
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The Review Results screen is displayed (Figure 76).

}i Review Results
Patient Results
Liquid QC Results
Electronic QC Results
Send Results (LIS)
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2. Using the [|] key, cursor to the Liquid QC Results text field, then press the right soft key to select it. The Review LQC Results screen is
displayed (Figure 77).

S8 Review LQC Results

Start Date (DD.MM.YYYY) I
End Date (DD.MM.YYYY)
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3. Enter a start date using the numeric keys on the keypad in the format shown.
4. Usethe [ ] key to cursor to the next text field.
5. Enter an end date using the format shown (Figure 78).

/8 Review LQC Results

Start Date (DD.MM.YYYY) 08.01.2014
End Date (DD.MM.YYYY) ﬁu.mmu
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The LQC Resulf List screen is displayed (Figure 79).
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Show Details Option

1. Press the right soft key to view options available under the LQC Result List screen. The Options menu is displayed (Figure 80).

/3 LQC Result List

Operator Date Time Result
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2. Use the right soft key on the keypad to select Show Details. The date and time the QC result was obtained is displayed, along with the
sequence number, the operator, test and lot number, as well as the control result and if the result passed or failed (Figure 81).

( 0472372014 | 12207PM AL \

8 Lac: Lacs

Date 01/05/10 Time 10:00AM

Seq# 15

Oper. 000000000006

TestD5 LotNumber
Passed

Ctoo4L1
Ts004L2 invalid L

| — 8 FIGURE 81




NOTE: The LQC screen may be printed by pressing the right soft key. A screen will appear stating that the LQC information is printing, please
wait.

3.

Press the left soft key fo return to the previous menu.

Print List Option

1.

From the LQC Resulf List screen, press the right soft key to display the Options menu (Figure 82).
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2.
3.

Re

1.

Use the [ ] key to cursor down to the Print List option. Press the right soft key to select it. A screen will appear stating that the list is
printing, please wait.
Once the list has been printed, press the left soft key to retum to the previous menu.

view Electronic QC (EQC) Results

Using the [—] or [<—] keys, select the Review Data icon from the Main Menu screen (Figure 83).
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The

Review Results screen is displayed (Figure 84).
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FIGURE 84

2.

Using the [ ] key, cursor to the Electronic QC Results text field, then press the right soft key to select it. The Review eQC Resuls screen is

displayed (Figure 85).
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3. Enter a start date using the numeric keys on the keypad in the format shown.

4. Usethe [ ] key to cursor to the next fext field.

5. Enter an end date using the format shown.

6. Press the right soft key to select the entered dates. The EQC Result List screen is displayed (Figure 86).
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A EQC Result List

Operator Date Time Result

1234 104311 10:47AM Passed

1234 101311 10:47AM Passad
10M13/11 0318PM Failed
107311 0319PM Failed
1013/11 03:23PM Failed I
1013111 03:33PM Failed
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Show Detuils Option

1. Press the right soft key to view options available under the e@C Result List screen. The Options menu is displayed (Figure 87).

A EQC Result List
Operator Date Time Result

1043111 10:47AM Passed
10M3/11 1047

10M3/11

10131

1043111

1013711

FIGURE 87

2. Use the right soft key on the keypad fo select Show Details. The date and time the QC result was obtained is displayed, along with the
sequence number, the operator, test and lot number, as well as the control result and if the result passed or failed (Figure 88).
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\J %/ FIGURE 88
NOTE: The EQC screen may be printed by pressing the right soft key. A screen will appear stating that the EQC information is printing, please
waif.

3. Press the left soft key to retur to the previous menu.

Print List Option

1. From the EQC Result List screen, press the right soft key to display the Options menu (Figure 89).
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2. Use the [|] key to cursor down to the Print List option. Press the right soft key fo select it. A screen will appear stating that the list is
printing, please wait (Figure 90).
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3. Once the list has been printed, press the left soft key to retum to the previous menu.

Send Results to LIS

1. Using the [—] or [<—] keys, select the Review Data icon from the Main Menu screen (Figure 91).
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2. The Review Results screen is displayed (Figure 92).
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Send Results (LIS)

B FIGURE 92

3. Using the [|] key, cursor to the Send Results (LIS) text field, then press the right soft key to select it. The Send Resulfs fo LIS screen is
displayed (Figure 93).
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All Patients
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All Electronic QC
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FIGURE 93

4. Under the Send Results fo LIS screen, the user can select one of several options:
Send all patient results

Send all unsent patient results

Send all Liquid QC (LQC) results

Send all unsent Liquid QC (LQC) results

Send all electronic QC (EQC) results

Send all unsent electronic QC (EQC) results




5. Using the [ ] key, select the desired option, then press the right soft key. A screen will appear stating that the reader is sending the results
to LIS (Figure 94).
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Please wait
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6. Press the right soft key to cancel the send request.
7. Press the left soft key to retur to the previous menu.

View Error Log

The ASPECT Reader will display Instrument Errors and Handling Errors. Instrument Errors are errors that are directly associated with the reader’s
hardware, software, and/or firmware. Instrument Errors often require contacting Technical Support to resolve. Handling Errors are errors that
are associated with sample or pre-analytical handling and preparation of the test cassette.

1. From the Operator screen, use the [ ] key fo cursor down to the View Error Log text field (Figure 95).

e Operator
Settings
Test Mode

View Error Log

FIGURE 95
2. Press the right soft key to select it. The Error Log screen is displayed (Figure 96).
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Instrument Errors Log

1. Press the right soft key to select Instrument Errors. The Instrument Errors Log screen is displayed (Figure 97).

d’ Instrument Errors Log

Error Code Date Time
003.044.001 0512814 0212PM

FIGURE 97




The Instrument Errors Log displays instrument errors by error code, date and time. Refer to “Troubleshooting /Error Codes” on page 51 for more
details about the errors.

2. Press the right soft key to print the Instrument Errors List. A screen will appear stating that the list is “Printing Please Wait”.

3. Once the error list is printed, the screen returns to the Instrument Errors Log screen.

4. To cancel the print request, press the left soft key once. Wait a few seconds for the reader to stop printing and retur to the
previous screen.

5. Press the left soft key to retum to the Error Log screen.

Handling Errors Log

1. Use the [|] key fo cursor down to the Handling Errors text field from the Error Log screen (under Operator— View Error Log)
(Figure 98).

d’ Error Log

Instrument Errors

i S /' FIGURE 98
2. Press the right soft key to select Handling Errors. The Handling Error Log screen is displayed (Figure 99).
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d’ Handling Errors Log

Enor Code Date Time
001.061.090 041014 11:59
001.061.055 0403114 1318
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The Handling Errors Log displays handling errors by error code, date and time. Refer to “Troubleshooting/Error Codes” on page 51 for more
details about the errors.

3. Press the right soft key to print the Handling Errors List. A screen will appear stating that the list is printing, please wait. Once the error list
is printed, the screen retums to the Handling Errors Log screen.

4. You may cancel the print request by pressing the left soft key once. It will take a few seconds for the reader to stop printing, then return to
the previous screen.

5. Press the left soft key to retum to the Error Log screen.

CONTROLS

Quality Control is important o ensure the infegrity of the reader. Provided separately from the reader is the EQC cassettes (Electronic Quality
Control), which checks the internal reader optics and systems. If the EQC result is outside of the specified range, the reader will display the test
as Failed and must be repeated. If the EQC is within the specified range, the test result is valid and confirms that the reader is performing within
specifications. If the repeated EQC tests fails a second time, please call Technical Support.

Also available, but not provided with the reader are liquid quality controls (LQC) which can be set up to be run at the discretion of the laboratory.
These controls will test the performance of the cassette, reader and also the testing fechnique used.



In this section you will learn how fo:

®  1un liquid controls (LQC)
e run electronic confrols (EQC)

Running Liquid Quality Controls

External Level 1 and Level 2 Liquid Quality Controls (LQC) should be tested to demonstrate that the test reagents, cassettes and test procedures
are performing properly. Refer to the Instructions For Use for specific details on performing the LQC fest.

Good Laboratory Practice suggests that external controls should be tested with each new lot or shipment of test materials, or every 30 days,
and as otherwise required by your laboratory’s standard quality control procedures. Controls should be tested in the same manner as if testing
patient specimens. When running patient specimens or external controls, if an analyte fails for any reason (builtin control failure or an external
control out of range) no patient results will be reported.

NOTE: Users should follow government guidelines (for example, federal, state or local) and/or accreditation requirements for quality control.

1. Using the [—] or [<—] keys, select the Liquid Control icon from the Main Menu screen (Figure 100).
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2. Press the right soft key to select Run LQC (Figure 101).

Al Enter Liquid QC Lot Data

Position LQC lot's RFID card
close to numeric keypad
and press "0K".

\ 8 FIGURE 101

3. Scan the LQC RFID card included with the control kit by placing it over the keypad of the reader.
4. Select Hl or LO control.

NOTE: Ensure that the correct control level is performed after selecting HI or LO from Step 9.

5. Prepare the controls as outlined in the Instructions For Use.

6. When preparing to test, follow the Instructions For Use included with the specific test being performed, and perform the control testing as if
is a patient specimen.

7. The Insert Cartridge screen will be displayed (Figure 102).

‘] Insert Cartridge

Single Test Mode
Insert the prepared

test cartridge into the
meter until it is engaged
properly and close the
drawer.

J 1/ FIGURE 102




8. Immediately insert the cassette into the drawer as instructed, then close the drawer. The reader will automatically start the LQC testing and
a Run LQC screen will be displayed (Figure 103).
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9. Once completed the reader will display the results (Figure 104).

N

‘[ Run LQC: LQC Lot ID ¥30 123

Date 16.12.15 Time 12:21PM
Seq# 61 Contr. Type LOWY Contral
Qper. Initial

IntTestazsay] 01234811

B2.533 pg/mlL

| BTITTES  ECUTTENE ) FIGURE 104

10. Press the eject button to remove the cassette once the test is finished.
11. Dispose of cassette according to Country, Federal, Provincial, State and local regulations.
12. Repeat Steps 1 through 9 if a second level control is required.

Printing Liquid Control Results

1. To print control results, press the right soft key fo select Options. The Option menu will be displayed (Figure 105).
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2. The Print option is selected. Press the right soft key to print control results.

Auto print may be selected by the Supervisor under “Printer Settings” on page 19 to automatically print any control results once testing is
finished.

3. To run another liquid control, use the [|] key to Next Control menu item. Press the right soft key to select it. The Prepare to Perform QC
Tests screen will be displayed, ready for the next QC Barcode number to be scanned (Figure 106).

Al Enter Liquid QC Lot Data

Position LQC lot's RFID card

close to numeric keypad
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4. Once all desired controls have been run, press the left soft key to return to the Main Menu.

Electronic Quality Control (EQC)

Electronic Quality Control ensures the proper function of the ASPECT Reader.

A The EQC cassette is light sensitive. Be sure to store the EQC cassette in the provided foil pouch to ensure

accurate fest resulfs.
CAUTION

EQC should be performed:
e oninitial setup of the reader
if the reader is transported or moved
whenever required by your laboratory’s quality control requirements
whenever there is a question concerning the performance of the ASPECT Reader
once at the beginning of each day

NOTE: If an EQC interval has been entered into the ASPECT Reader by a supervisor and the interval has elapsed, a passed EQC result is required
before any patient testing is permitted. The following screen will be displayed (Figure 107).
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Measurement Locked
A passed eQC measurement
is required.
If an eQC measurement is
required and it fails
repeatedly please call

the Service Department.

Code: 934 001.061.060
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Perform the EQC

1. Using the [—] or [<—] and[| ] or [1] keys, select the EQC icon from the Main Menu screen (Figure 108).
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2. Press the right soft key to select Run eQC. The Inserf eQC Device screen is displayed (Figure 109).
T 1

B Insert eQC Device

Insert the electronic

qc device into the meter
until it is engaged properly
and close the drawer.

3. Remove the EQC cassette from foil pouch.
4. Insert the cassette into the reader drawer.
5. Close the drawer. The reader will automafically start the EQC testing (Figure 110).
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6. Once complefed the reader will display the results of the tesfing (Figure 111).
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FIGURE 111

7. Once EQC has passed, remove the cassette from the cassette drawer by pressing the eject button.
8. Replace the EQC cassette into its foil pouch for storage.
9. IFEQC fails (Figure 112), repeat steps 1 to 7. If EQC fails again, contact Technical Support.
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Printing EQC Results

FIGURE 112

1. To print control results, press the right soft key to select Options. The Option menu will be displayed (Figure 113).
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FIGURE 113

2. The Print option is selected. Press the right soft key to print control results.
3. Press the left soft key to return to the Main Menu.




UPDATING READER

Reader Info displays the current network configuration of the reader and current version numbers for the hardware, firmware and bootware, as
well as the reader’s serial number and current IP address.

1. From the Supervisor screen, use the [, key to cursor down to the Meter Info menu item. Press the right soft key to select it. The Mefer
Information screen is displayed (Figure 114).

x Meter Information

Hardware:  0.0.0
Firmware:  0.0.1
Bootware:  0.0.0
Serial Number: 00000000
IP Address:

FIGURE 114

2. Press the left soft key to retum to the Supervisor screen.

Update
The Update screen allows the user to upload new firmware to the reader, using a USB stick.

1. From the Supervisor screen, use the [|] key to cursor down to the Update text field.
2. Press the right soft key to select it. The Update screen is displayed (Figure 115).

x Update
Update Firmware
Update Language

FIGURE 115

Update Firmware

1. The Update screen defaults to the Update Firmware text field. Press the right soft key to select it.
2. The Firmware Upgrade screen is displayed (Figure 116).

( 06726872014 | 0244PM o Initial x

x Firmware Upgrade

Connect the USB stick containing
the new Firmware version

and select <OK>.
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3. Insert the USB stick containing the new firmware into a USB Port on the back of the reader (Figure 117).
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4. Press the right soft key to select OK to download the new firmware.
5. Once the new firmware has been downloaded, the reader will reboot and the new firmware version will be installed.
6. Press the left soft key to retum to the Update screen.

EXPORT LOGS

Under the Export Logs screen, the supervisor is able to export patient results, liquid QC results, EQC results, users, and raw scans to a USB stick.

NOTE: Insert a USB stick in a USB port on the back of the reader. Refer to picture of “Back of Reader” on page 12.

1. From the Supervisor screen, use the [|,] key to cursor down to the Export Logs text field (Figure 118).
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x Supervisor

General Meter Settings
Manage Users

Meter Info

Update

Export Logs
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2. Press the right soft key fo select it. The Export Logs screen is displayed (Figure 119).

X Export Logs
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esult
eQC Results

Users
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Patient Results

1. Press the right soft key to select Patient Results. A window confirming that the data has been successfully saved to a USB stick is displayed
(Figure 120).

x Export Logs

Data has been saved
successfully to
USB stick.
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2. Press the right soft key to select OK and return to the Export Logs screen.
3. Remove the USB stick from the back of the reader.

Liquid QC Resulis

1. Insert the desired USB stick into a USB port on the back of the reader.

2. Use the [} ] key to cursor down to the Liquid QC Results menu item from the Export Logs screen (under Supervisor— Export Logs)
Press the right soft key to select Liquid QC Results.

3. Awindow confirming that the data has been successfully saved to a USB stick is displayed (Figure 121).

x Export Logs

Data has been saved
successfully to
USB stick.
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4. Press the right soft key to select OK and return to the Export Logs screen.
5. Remove the USB stick from the back of the reader.

EQC Results

1. Insert the desired USB stick into a USB port on the back of the reader.

2. Use the [} ] key fo cursor down to the EQC Results menu ifem from the Export Logs screen (under Supervisor— Export Logs)
Press the right soft key to select EQC Resulfs.

3. Awindow confirming that the data has been success- fully saved to a USB stick is displayed (Figure 122).
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x Export Logs

Data has been saved
successfully to
USB stick.
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4. Press the right soft key to select OK and return to the Export Logs screen.
5. Remove the USB stick from the back of the reader.

Users

1. Insert the desired USB stick into a USB port on the back of the reader.
2. Use the [|] key to cursor down to the Users menu item from the Export Logs screen (under Supervisor— Export Logs) (Figure 123).

x Export Logs
Patient Results

Liquid QC Result

eQC Results

FIGURE 123




3. Press the right soft key to select Users.
4. Awindow confirming that the data has been successfully saved to a USB stick is displayed (Figure 124).

q N

x Export Logs
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5. Press the right soft key to select OK and return to the Export Logs screen.
6. Remove the USB stick from the back of the reader.

Raw Scans

1. Insert the desired USB stick into a USB port on the back of the reader.

2. Usethe [|] key to cursor down to the Raw Scans menu item from the Export Logs screen (under Supervisor— Export Logs)
Press the right soft key to select Raw Scans.

3. Awindow confirming that the data has been success- fully saved to a USB stick is displayed (Figure 125).

x Export Logs

Data has been saved
successfully to
USB stick.
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4. Insert the USB stick containing the new firmware into a USB Port on the back of the reader.
5. Remove the USB stick from the back of the reader.

SERVICE AND MAINTENANCE

The ASPECT Reader does not require any regular service. If you have any questions or require assistance, please contact Technical Support at
techsupport@criticaldiagnostics.com or +353 1 691 7061.

System Shipping and Storage

Environmental Conditions for ASPECT Reader Shipping and Storage:
e Humidity: 10 - 85% (non-condensing)
e Temperature: -25°C to 45°C

Recommended Maintenance & Cleaning

The reader parts that may be cleaned or disinfected:
® main housing of the reader
e cassefte drawer

& Do not wash or rinse LCD display screen, electrical or computer connections.

CAUTION



Main Housing of the Reader

1. Power off reader.
2. Wipe surfaces that come info contact with specimens with a fresh solufion of 0.6% bleach. Wipe with a cloth dompened with water and dry
with a soft cloth or paper towel. Avoid excess moisture.

Cassette Drawer

1. Power on the reader. Allow the self test to complete.

2. Press the eject button located on the top left of the reader.

3. Gently pull the drawer out, until it stops.

4. Lift the reader to display the bottom of the drawer slide (Figure 126).
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5. Gently press the V-shaped slot on the underside of the drawer and slowly slide the drawer out.
NOTE: Additional pressure may be required to release the drawer.
6. Use asoft cloth dampened with 70% alcohol or 0.6% bleach solution to clean the cassette drawer. Dry with a soft cloth.

& DO NOT clean the interior of the reader. DO NOT submerge the drawer in cleaning solution.
CAUTION

7. Atter cleaning, reinsert the drawer carefully by aligning the rails of the drawer into the tracks of the cassette reader.
8. Go to the Main Menu and perform EQC. Refer to “Electronic Quality Control (éQC)” on page 42-43.

Replacing the Paper Roll

1. Lift the gray handle up and towards the front of the reader to open the paper cover (Figure 127).

pe
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2. Place the paper in the paper holder with the paper tail coming from under the roll towards the front of the reader.



3. Holding the paper tail towards the front of the reader, replace the paper cover and snap it in place (Figure 128).

FIGURE 128

4. Press the Paper Feed button on the reader to advance the paper.

NOTE: The reader must be powered on.

Battery Power

The batteries provide an optional power source if electric power is unavailable. The reader does not automatically swifch to batteries in the event
of a power failure. Unplugging the external power cord from the back of the reader will automatically switch the reader to battery power.

Changing Batteries

1. Make sure there are no cassettes in the reader.
2. Power the reader off.
3. Gently tum the reader upside down and slide the battery cover to the right to remove it (Figure 129).

FIGURE 129

4. Replace the hatteries using the diagram on the reader according to positive or negative polarity.
5. Replace the battery cover, place the instrument right side up and power on the instrument.

NOTE: The batteries act as an alternative power source with limited capacity.

System Decontamination
The following decontamination protocol is to be followed before transporting the system out of the laboratory for servicing.

1. Wear proper personal protective equipment including non-powdered disposable gloves, lab coat and eye protection when conducting

decontamination.

Power off the reader.

Disconnect power supply for the reader.

Open the drawer and remove any ASPECT Reader cassettes.

For all external parts of the system and the interior drawer compartment, clean with the following protocol:

e Thoroughly wipe all areas with a lintree cloth dampened with a 0.6% bleach solution.

e Thoroughly wipe all areas with a lintree cloth dampened with water. Wipe several times to ensure all bleach is removed from the
reader parts.

e Thoroughly wipe all areas with a lintfree cloth dampened with 70% alcohol to remove any residue.



6. Package the reader for shipment following the reverse of the unpacking of the Reader. Refer to “Installation” on page 10.

70% Alcohol Preparation:
Combine 700mL 100% Ethanol or Isopropanol and 300mL of DH20, or 70mL 100% Ethanol or Isopropanol and 30mL DH20.

Long Term Shutdown

1. Remove any cassettes from the reader.

2. Power off the system by pressing and holding for 2 seconds the power switch. If reader is in sleep mode, press any key prior to holding
power swifch button.

3. Disconnect the power cord from the wall outlet and the system.

4. Wipe down all surfaces with a disinfectant solution ~ 0.6% bleach solution, followed by water. Wipe all surfaces dry using a lintree cloth.

5. Close the drawer fo maintain a dust-ree interior.




TROUBLESHOOQTING

Troubleshooting/Error Codes

Several problem scenarios with possible causes and recommended actions:

044.001 | Self test failed Discontinue use. Contact Technical Support.

1. Unblock drawer.
.060.006 | Drawer blocked 2. Press eject key again.
3. Iferror continues, contact Technical Support.

Reader has recognized a used

.061.002 assefte. Retest using a new cassette.

.061.008 | Cassette Lot locked. QC for this lot of cassette is expired. Run controls.

.061.012 | Supervisor ID Error Supervisor ID should have between 4 - 12 characters.

.061.032 | Analyzer calibration failed. Contact Technical Support.

.061.040 | User ID already exists Choose another User ID.

.061.043 Expired cassette Retest using a new cassette.

.061.044 Device type is incorrect Retest using a cassette of the correct device type.

.061.046 | QC card is expired Retest with a non-expired QC card.

.061.050 | Abort Test User selected o abort test. If aborted, the test will need to be repeated with a new cassette.
.061.051 Low Battery Warning Replace batteries before running another fest.

.061.055 m::g E:::th"lvlzzlgnf:;mm OF TANGE- 1 Check the entered information and correct accordingly.

.061.060 | Reader locked EQC failed. Repeat test with new EQC. If EQC continues fo fail, contact Technical Support.

Invalid User Error: The user is not
.061.085 | stored, or it has no proper rights for [ Select a different user or check with a supervisor about user rights.
this function.

.061.094 RFID Error. Wrong Cassette Retest using a new cassette.
061.116 | Write failure on USB stick Ensure that a USB stick is connected.




WARRANTY

Critical Diagnostics warrants that the ASPECT Reader (the “Product”) will be free from defects in materials and workmanship under normal use
and when used in accordance with the instructions for use for a period of twelve (12) months from the date of shipment (the “Warranty Period”).
This limited warranty extends to the first end-user purchaser only and is not assignable or transferable.

(ritical Diagnostics, at its option, will at no charge either repair the Product (with new and /or reconditioned parts) or replace the Product during
the Warranty Period. All replaced parts become the property of Crifical Diagnostics.

This warranty does not apply to any Product damaged through abnormal use, misuse, mishandling, neglect, accident, negligence, tampering or
unauthorized service.

Copyright and Trademark Information

The information in this manual is protected by copyright. Except as specifically permitted, no portion of this document may be distributed or
reproduced by any means, or in any form, without Critical Diagnostics prior written permission.

Critical Diagnostics, ASPECT-PLUS, Advancing Medicine. Saving Lives. and ASPECT Reader are all trademarks of Crifical Diagnostics in the US and
other countries.

© 2016 by Crfical Diagnostics, All rights reserved.
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