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Important safety information

Important safety information
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Protection against infection

Follow your institution’s infection control procedures for
handling blood specimens.

There is a potential risk of infection.

» Healthcare professionals using the cobas b 101
instrument must be aware that any object coming into
contact with human blood is a potential source of
infection.

» Healthcare professionals must also be aware that any
cross-contamination is a potential source of infection
for patients.

'Q' Refer to the cobas b 101 instrument Operator’s
Manual and package inserts for detailed information.

CAUTION

This quick reference guide is not intended as an
alternative to reading the operator’s manual

» Please read the cobas b 101 instrument Operator’s
Manual carefully before using the instrument for the
first time.




General information

To find your Roche contact details

Materials

The cobas b 101 instrument is intended for professional
use in a clinical laboratory setting or at the point of care.
The instrument can be configured according to your
institution’s needs, and features such as requiring an
operator ID may or may not be used.

For all questions about cobas b 101 instrument that are
not answered in the quick reference guide, operator’s
manual or package inserts, contact your Roche
representative.

If so configured, the cobas b 101 instrument prevents
patient testing when controls have failed (QC lockout).

QC lockout occurs when:

= Patient testing is attempted and controls have not
been run in the time interval or frequency designated
by your institution.

= Controls have been run but the control values were
outside the allowed range.

Error messages are displayed to alert you to a condition
that needs attention. Take the action suggested on the
screen, select o/, and proceed with testing.

1. Visit our website at www.roche.com.

2. Choose your country to find the appropriate local
office contact information.

You need the following materials to perform patient and

control tests:

= cobas b 101 instrument

= cobas HbA1c Test

= cobas Lipid Panel

= cobas CRP Test

= cobas HbA1c Control

= cobas Lipid Control

= cobas CRP Control

= cobas HbA1c QC Info Disc, cobas Lipid QC Info Disc
and cobas CRP QC Info Disc (included in the
respective control kit)
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cobas b 101 instrument overview

G HI1J

A Lid E Lid button
B Touch screen F DCIN 12V terminal
C Front ventilation G BUH terminal
D Power on/off switch H USB 1 terminal
Lid
Touchscreen
Lid button

DC IN 12 V terminal

USB 1 terminal

BUH terminal

I Barcode scanner terminal

J USB 2 terminal. Connection to a USB
memory stick or a printer.

K Back ventilation

Choose the Open button on the screen e.g. to insert a
test disc for measurement. Keep this lid closed during
measurement.

Shows buttons, icons, information, and test results. To
use a function, tap the button on the screen lightly.

Use this button to open the lid when the instrument is
switched off.

Connect the power cable to the power adapter to supply
12 V DC power to the instrument.

Connection to a personal computer.

Connection to a network through a Base Unit Hub.




cobas b 101 instrument overview

A Temperature sensor C Barcode sensor
B Upper heater D Turntable
E Lower heater
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cobas b 101 instrument - disc overview

Imprinted side of the HbATc disc. Imprinted side of the Lipid disc. Imprinted side of the CRP disc.
(The hinge cover in red.) (The hinge cover in yellow.) (The hinge cover in blue.)

Back side of the CRP disc.

The suction point of the CRP disc.

HbA1c QC Info disc. Lipid QC Info disc. CRP QC Info disc.




Single test HbA1c

Patient Test Mode el
( Single Testing J

' ( Dual Testing HbAlc+Lipid )

1 Power on the instrument. 2 Choose Patient Test and then 3 Open the disc pouch and remove
choose Single Testing. the HbAT1c disc.

g s

4 Open the hinge cover completely. 5 Ask your patient to wash his or her 6 Clean the side of the middle or ring
i hands with soap to remove fatty finger with an alcohol swab and dry
'Q' When handling a disc make substances. Rinse the fingers with sterile gauze.
sure to hold it by its hinge cover extensively to remove all traces of
and side only, do not touch the soap. Dry the hands.
transparent surfaces. o,

'Q' Warm water helps to stimulate
the blood flow. Hand cream and
soap might contain substances
such as glycerides, glycerol and
ethylene glycol.

7 Lance the side of the fingertip. 8 With the imprinted side facing up, 9 Apply blood and observe that it has
Wipe away the first drop of blood. position the disc’s suction point filled the marked area.

above the drop of blood.

Make sure you apply blood to the
suction point only to prevent
contamination of the disc.
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10 Check the sample volume: the area
marked in blue has to be
completely filled with blood.

11 Close the hinge cover firmly.
Once closed correctly, the hinge
cover cannot be opened again.

Patient Test

Pat:PATOO1
PATIENT A

1. Prepare Disc
2. Open Lid Once Disc is
Ready

12 To open the lid, choose Open on
the screen.

13 Insert the disc in the instrument.
Make sure to have the imprinted
side up and not to touch the
transparent surfaces.

14 Close the lid.
The measurement starts
automatically and takes about
5 minutes.

Patient Test 11:48
Pat:PATO01 Par:HbAlc
PATIENT A Lot:783041
01.12.2012 11:47
HbALc 5.0% nese

HbALc 3] mel arcoy

(SJ)(& )OI )

01.12.2012

15 If the alarm is enabled, you will hear
a beep. To finish the test, choose v
on the screen and dispose of the
disc appropriately.




Single test Lipid

Patient Test Mode 09:28
( Single Testing J

' ( Dual Testing HbAlc+Lipid )

17.01.2017

1 Power on the instrument. 2 Choose Patient Test and then 3 Open the disc pouch and remove
choose Single Testing. the Lipid disc.

\ 8- N

4 Open the hinge cover completely. 5 Ask your patient to wash his or her 6 Clean the side of the middle or ring
NP hands with soap to remove fatty finger with an alcohol swab and dry
'Q' When handling a disc make substances. Rinse the fingers with sterile gauze.
sure to hold it by its hinge cover extensively to remove all traces of
and side only, do not touch the soap. Dry the hands.

transparent surfaces. o,
'Q' Warm water helps to stimulate
the blood flow. Hand cream and
soap might contain substances
such as glycerides, glycerol and
ethylene glycol, which can result in
false high triglyceride results.

7 Lance the side of the fingertip. 8 With the imprinted side facing up, 9 Apply blood and observe that it has
Wipe away the first drop of blood. position the disc’s suction point filled the marked area.
above the drop of blood.
Make sure you apply blood to the
suction point only to prevent
contamination of the disc.
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Patient Test

Pat:PATOO1
PATIENT A

1. Prepare Disc
2. Open Lid Once Disc is
Ready

10 Check the sample volume: the area 11 Close the hinge cover firmly. 12 To open the lid, choose Open on
marked in blue has to be Once closed correctly, the hinge the screen.
completely filled with blood. cover cannot be opened again.
Pat:PATOO1 Par:Lipid
PATIENT A Lot:904033

01.12.2012 08:49
CHOL  160mgu LbL 7 O mga
TG 100mga Non-HDL 90 mya
HDL TOmga  CHOUWDL 2.3

(SI)(&IJ(OJ(v)
&8 &

01.12.2012

13 Insert the disc in the instrument. 14 Close the lid. 15 If the alarm is enabled, you will hear
Make sure to have the imprinted The measurement starts a beep. To finish the test, choose v
side up and not to touch the automatically and takes about on the screen and dispose of the disc

transparent surfaces. 6 minutes. appropriately.




Single test CRP

Patient Test Mode 09:28
( Single Testing J

' ( Dual Testing HbAlc+Lipid )

17.01.2017

1 Power on the instrument. 2 Choose Patient Test and then 3 Open the disc pouch and remove

choose Single Testing. the CRP disc.

4 Open the hinge cover completely. 5 Ask the patient to wash his or her 6 Clean the side of the middle or ring
NP hands with soap to remove fatty finger with an alcohol swab and dry
'Q' When handling a disc make substances. Rinse the fingers with sterile gauze.
sure to hold it by its hinge cover extensively to remove all traces of
and side only, do not touch the soap. Dry the hands.

transparent surfaces. o,
'Q' Warm water helps to stimulate
the blood flow. Hand cream and
soap might contain substances
such as glycerides, glycerol and
ethylene glycol.

1

7 Lance the side of the fingertip. 8 With the imprinted side facing up, 9 Apply blood and observe that it has
Wipe away the first drop of blood. position the disc’s suction point filled the marked area.
above the drop of blood.
Make sure you apply blood to the
suction point only to prevent
contamination of the disc.
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Patient Test

Pat:PATOO1
PATIENT A

1. Prepare Disc
2. Open Lid Once Disc is
Ready

10 Check the sample volume: the area 11 Close the hinge cover firmly. 12 To open the lid, choose Open on

marked in blue has to be Once closed correctly, the hinge the screen.
completely filled with blood. cover cannot be opened again.
[
Par:CRP

Pat:PATOO1
Lot:635151

; W 3. 1ma
S)(®)(O)( v )

107

13 Insert the disc in the instrument. 14 Close the lid.
Make sure to have the imprinted The measurement starts a beep. To finish test, choose ¢ on

side up and not to touch the automatically and takes about the screen and dispose of disc
transparent surfaces. 4 minutes. appropriately.

17.01.2017

2

15 If the alarm is activated, you will hear




Dual test (HbA1c and Lipid)

Patient Test Mode 09:28 Patient Test (Dual) 14:19
. . 0 Read before Dual Testing
( Slngle TeStmg J 1. Prepare Lipid Disc and Set Aside

. - 2. Prepare HbAlc Disc and Insert Immediately
( Dual Testing HbAlc+Lipid )
3. Close Lid
4. Insert Lipid Disc when Prompted by On-Screen
Instructions

17.01.2017 01.12.2012
1 Power on the instrument. 2 Choose Patient Test and then 3 Read the on-screen instructions
choose Dual Testing HbA1c+Lipid. carefully and choose « to confirm.

[=2]

4 Open the disc pouch and remove 5 Open the hinge cover completely. Ask your patient to wash his or her
the Lipid disc. hands with soap to remove fatty
substances. Rinse the fingers
extensively to remove all traces of
soap. Dry the hands.

'Q' Warm water helps to stimulate
the blood flow. Hand cream and
soap might contain substances
such as glycerides, glycerol and
ethylene glycol, which can result in
false high triglyceride results.

8- N

7 Clean the side of the middle orring 8 Lance the side of the fingertip. 9 With the imprinted side facing up,
finger with an alcohol swab and dry Wipe away the first drop of blood. position the disc’s suction point
with sterile gauze. above the drop of blood.

Make sure you apply blood to the
suction point only to prevent
contamination of the disc.
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10 Apply blood and observe that it has 11 Check the sample volume: the area 12 Close the hinge cover firmly.

filled the marked area. marked in blue has to be Once closed correctly, the hinge
completely filled with blood. cover cannot be opened again.

13 Put Lipid disc aside. 14 Open the disc pouch and remove 15 Open the hinge cover completely.

Do not place the disc in front of the the HbA1c disc.
instrument (ventilation with warm

air). Place it at the side of the

instrument.

1

16 Apply blood directly to the disc 17 Check the sample volume: the area 18 Close the hinge cover firmly.
from previously lanced finger, make marked in blue has to be Once closed correctly, the hinge
sure the blood has filled the marked completely filled with blood. cover cannot be opened again.
area.

Make sure you apply blood to the
suction point only to prevent
contamination of the disc.




Dual test (HbA1c and Lipid)

Patient Test (Dual)
Pat:PAT002
PATIENT B

1. Prepare Lipid and HbAlc
Discs
2. Open Lid Once Discs are

Ready

19 To open the lid, choose Open on 20 Close the lid.

Patient Test (Dual)
Pat:PAT002
PATIENT B

HbAlc Test Completed.
Next, Lipid Panel.
Open Lid.

21 Wait for message ‘HbATc Test

the screen. Insert the HbA1c disc The measurement starts completed.
immediately. automatically and takes about 5 Open the lid.
minutes. Remove the HbA1c disc.
Patient Test (Dual) 11:27 Patient Test (Dual) 09:30
Pat:PAT002 Par:HbAlc Pat:PATO02 Par:HbAlc
PATIENT B Lipid PATIENT B Lipid
07.03.2017 10:39 07.03.2017 10:39 01.12.2012 09:25 01.12.2012 09:25
CHOL 190 mg/dL CHOL  160mg/iL
HbAlc 5.0% (NGSP) (5 200 mg/dL HbAle 5.0% (NGSP) TG 100mgdl
HbAlc 31 ™ma (1FCC) HDL 90 mg/dL HbAlc 31 ™ (IFCC) HDL FOmg/dL
eAG 96 mg/dL LDL 60 my/dL eAG 97 mgidL LDL FOmg/dL
Non-HDL 100 mg/dL Non-HDL 90 mg/dL
CHOLMDL 2.1 (=) CHOLMDL 2. (D

(E)(E®ICO I

07.03.2017

22 Immediately insert the Lipid disc
that you prepared earlier. Close
the lid.

The measurement starts
automatically and takes about
6 minutes.

If the alarm is activated, you will
hear a beep.

displayed.

23 HbA1c and Lipid test results are

v )
&8 &

01.12.2012

(J(@-)(off;

24 To finish the test, choose ¢ on the

screen and dispose of discs

appropriately.
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QC Test HbA1c

D

/A C
Bl
HBAT

Atc
QcC Info Disec |

1 Material needed:
A) 1 HbA1c QC Info disc
B) 1 QC solution level 1
C) 1 QC solution level 2
D) 2 HbA1c discs

2 Power on the instrument.

15:37
( &) Patient Test )
(ﬁ‘{o) Control Test )

( Review Results
( X Setup )

01.12.2012

3 Choose Control Test and then
choose QC Test.

15:31

New QC Lot J

(
[ HbAlc 130061 )
(

Lipid 315053 ]

01.12.2012

5 For a new QC lot;, take the HbA1c
QC Info disc from the QC solution

4 For a new QC lot, choose New QC
Lot.

To select a previously tested QC lot, kit.
choose a lot button.
09:20
1. Unpack QC Info Disc *
2. Open Lid @
04.10.2016
1y
6 To open the lid, choose Open on 7 Place the QC Info disc on the 8 Close the lid.

the screen, then follow the on
screen instructions.

turntable within the white circle.

Roche Diagnostics
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B2 ]
QC Lot:130061 Par:HbAlc QC Lot:130061 Par:HbAlc
Level 1: HbAlc [ 38, 22- 53™g (FcC)] ( Level 1 )
Level 2: HbAlc [ 87, 62- 112™® (IFcc)] [ ]
(v) (x)
03.07.2017
9 The target values and target ranges 10 Choose the level of QC test 11 Open the disc pouch and remove

for level 1 and 2 are displayed. (Level 1 or Level 2). the HbA1c disc.

To validate the values, choose «.
The QC information is saved on the
instrument.

»

12 Turn the disc on its back and open 13 Carefully apply a drop of QC 14 Check sample volume: the area
it completely. solution to the suction point. marked in blue has to be
Make sure it is of the level that you completely filled with QC solution.

have just chosen.

B2 QC Test T
QC Lot:130061, Level 1 Par:HbAlc n Verify QC Solution:
Remove QC Info Disc and QC Lot: 130061
Insert HbAlc Disc, Close Lid Parameter: HbAlc
Level:1
01.12.2012 01.12.2012
15 Close the hinge cover firmly. 16 Open the lid. 17 Verify that the QC solution lot
Once closed correctly, the hinge Remove the HbA1c QC Info disc. number matches the lot number
cover cannot be opened again. Insert the HbA1c disc. displayed on the screen.
Close the lid. To begin the measurement,

choose ¢




QC Test HbA1c

QC Test

QC Lot:130061, Level 2 Par:HbAlc

Proceed Test With Control Level 2? Remove Disc and Insert

HbAlc Disc, Close Lid

01.12.2012 01.12.2012
18 When measurement is complete, 19 Open the disc pouch and remove 20 To open lid, choose Open on the
select " to proceed with the QC the HbATc disc. screen.
test of the other level. Remove the first HbA1c disc, insert
the second HbATc disc, and close
lid.
Qc Test
Verify QC Solution' QC Lot:130061 Par:HbAlc QC Lot:130061 Par:HbAlc
n 04.10.2016 09:33 04.10.2016 09:36 04.10.2016 09:33 04.10.2016 09:36
QC Lot: 130061 Pass Level 1 Pass Level 2 Pass Level 1 Pass Level 2
HbAlc 31 ™ Fcc) HbAlc  81™mg(FcC) HbAlc  31m™mg(FCC) HbAlc  81mmgFcC)

Parameter: HbAlc
Level:2

(=) (o) («vJ) (&) () ()

01.12.2012 01.12.2012 01.12.2012

21 Verify that the QC solution lot 22 When measurement is complete the 23 To finish the test, choose « on the
number matches the lot number results of both levels (1+2) are screen and dispose of the discs
displayed on the screen. displayed. appropriately.
To begin the measurement,
choose .
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QC Test Lipid

1 Material needed:
A) 1 Lipid QC Info disc
B) 1 QC solution level 1
C) 1 QC solution level 2
D) 2 Lipid discs

2 Power on the instrument.

B I
( Ned)! Patient Test ) ( New QC Lot )
(3 Control Test ) ( HbAlc 130061 ) -
. . Qciijpidn'
( Review Results ) ( Lipid 315053 ) - o
= ) . & .
01.12.2012 01.12.2012 &
& o
[}
3 Choose Control Test and then 4 Foranew QC lot, choose New QC 5 For a new QC lot;, take the Lipid QC
select QC Test. Lot. Info disc from the QC solution kit.
To select a previously tested QC lot,
choose a lot button.
09:20

1. Unpack QC Info Disc
2. Open Lid

04.10.2016

6 To open the lid, choose Open on 7 Place the QC Info disc on the
the screen, then follow the

on-screen instructions.

8 Close the lid.

turntable within the white circle.

Roche Diagnostics
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QC Test 10:29 QC Test 11:24
QC Lot:315053 Par:Lipid QC Lot:315053 Par:Lipid
Level 1: CHOL [ 161, 128 192mgdl | [ ]
TG [ 131, 97- 163mgdl ]
HDL [ 31, 22- 38mgd ]
Level 2:  CHOL [ 281, 227- 333mgd | ( Level 2 )
TG [ 501, 375 625mgil ]

HDL I 61, 45  75mgidl ]

Co  (x)

01.12.2012 01.12.2012
9 The target values and target ranges 10 Choose the level of the QC test 11 Open the disc pouch and remove
for level 1 and 2 are displayed. (Level 1 or Level 2). the Lipid disc.

To validate the values, choose «.
The QC information is saved on the
instrument.

12 Turn the disc on its back and open 13 Carefully apply a drop of QC 14 Check the sample volume: the area
it completely. solution to the suction point. Make marked in blue has to be
sure it is of the level that you have completely filled with QC solution.

just chosen.

11:26 QC Test 11:27
QC Lot:315053, Level 1 Par:Lipid n Verify QC Solution:
Remove QC Info Disc and 4 QC Lot: 315053
Insert Lipid Disc, Close Lid Parameter: Lipid
Level:1
01.12.2012
15 Close the hinge cover firmly. 16 Open the lid. 17 Verify that the QC solution lot
Once closed correctly, the hinge Remove the Lipid QC Info disc. number matches the lot number
cover cannot be opened again. Insert the Lipid disc. displayed on the screen.
Close the lid. To begin the measurement,

choose ¢




QC Test Lipid

QC Test

QC Lot:315053, Level 2 Par:Lipid

Proceed Test With Control Level 2? Remove Disc and Insert

Lipid Disc, Close Lid

01.12.2012 01.12.2012
18 When the measurement is 19 Open the disc pouch and remove 20 To open the lid, choose Open on
complete, choose «” to proceed the Lipid disc. the screen. Remove the first Lipid
with the QC test of the other level. disc.
Insert the second Lipid disc.
Close the lid.
QC Test
Verify QC Solution: QC Lot:315053 Par:Lipid QC Lot:315053 Par:Lipid
n 04.10.2016 11:30 04.10.2016 11:32 04.10.2016 11:30 04.10.2016 11:32
QC Lot: 315053 Pass Level 1 Pass Level 2 Pass Level 1 Pass Level 2
Parameter Lipid W oVem % g
Ll HDL  33mgaL HDL  &2myd HDL  33myd HDL  62myd
() (©O) (W) D) O )
01.12.2012 01.12.2012 01.12.2012
21 Verify that the QC solution lot 22 When the measurement is 23 To finish test, choose « on the
nymber matches the lot number complete, the results of both levels screen and dispose of discs
dlsplay'ed on the screen. (1+2) are displayed. appropriately.
To begin the measurement,
choose .
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QC Test CRP

1 Material needed: 2 Power on the instrument.

A) 1 CRP QC Info disc
B) 1 QC solution level 1
C) 1 QC solution level 2
D) 2 CRP discs

15:37 12:09
(‘“:g) Patient Test ) ( New QC Lot )
(3 Control Test ) ( HbAlc 130061 )
( Review Results ) ( Lipid 315053 )
(N sewp
01.12.2012 '17.01.2017 &5 &
12:10
( CRP 020080 J
17.01.2017 & &
3 Choose Control Test and then 4 For anew QC lot, choose New QC 5 For a new QC lot, take the CRP QC
choose QC Test. Lot. Info disc from the QC solution kit.
To select a previously tested QC lot,
choose a lot button.
G

1. Unpack QC Info Disc
2. Open Lid

04.10.2016

6 To open the lid, choose Open on 7 Place the QC Info disc on the 8 Close the lid.
the screen, then follow the on turntable within the white circle.
screen instructions.

Roche Diagnostics
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12752 e
QC Lot:020080 Par:CRP QC Lot:020080 Par:CRP
level 1:  CRP [ 10.0, 7.9- 12.1mg/L 1 [ ]
Level 2: CRP [ 40.0, 31.6- 48.4mg/L | ( Level 2 J
(v (x)
'18.04.2017 12.01.2017
9 The target values and target ranges 10 Choose the level of QC test 11 Open the disc pouch and remove
for level 1 and 2 are displayed. (Level 1 or Level 2). the CRP disc.
To validate the values, choose «'.
The QC information is saved on the
instrument.
12 Turn the disc on its back and open 13 Carefully apply a drop of QC 14 Check sample volume: the area
it completely. solution to the suction point. Make marked in blue has to be
sure it is of the level that you have completely filled with QC solution.
just chosen.
[ QCTest 11:47 QC Test 11:50
QC Lot:020080, Level 1 Par:CRP n Verify QC Solution:
Remove QC Info Disc and QC Lot: 020080
Insert CRP Disc, Close Lid Parameter: CRP
Level:1
112.01.2017 12.01.2017
15 Close the hinge cover firmly. 16 Open the lid. 17 Verify that the QC solution lot
Once closed correctly, the hinge Remove the CRP QC Info disc. number matches the lot number
cover cannot be opened again. Insert the CRP disc. displayed on the screen.
Close the lid. To begin the measurement,

choose v'.




QC Test CRP

1 fakelee)

QC Test

Proceed Test With Control Level 2?

12.01.2017

18 When measurement is complete, 19 Open the disc pouch and remove

16:34
Par:CRP

QC Lot:020080, Level 2

Remove Disc and Insert

CRP Disc, Close Lid

20.04.2017

20 To open lid, choose Open on the

select " to proceed with the QC the CRP disc. screen.
test of the other level. Remove the first CRP disc, insert
the second CRP disc, and close the
lid.
QC Test 11:27 RS 105

QC Lot:020080 Par:CRP

12.01.2017 11:52 12.01.2017 11:59

Level 1

n Verify QC Solution:

QC Lot: 020080

Pass Pass Level 2

QC Lot:020080 Par:CRP

12.01.2017 11:52
Level 1

10.0mg/L CRP

12.01.2017 11:59

Level 2

40.0mg/L

Pass Pass

CRP

(=) () ()

Parameter: CRP CRP 10.0mg/L CRP  40.0mg/L
Level:2
(&) (D) ()
12.01.2017 12.01.2017

22 When measurement is complete the
results of both levels (1+2) are
displayed.

21 Verify that the QC solution lot
number matches the lot number
displayed on the screen.

To begin the measurement,
choose .

12.01.2017

23 To finish the test, choose v on the
screen and dispose of discs
appropriately.
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COBAS and COBAS B are trademarks of Roche.

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

Made in Japan

www.roche.com
https://diagnostics.roche.com
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