Urgent Field Safety Notice
SBN-CPS-2016-026

CPS / Coagulation
Version 1
21-Dec-2016

Multiplate® Analyzer: Wrong printout of
reference/target range graphical bar

Product Name Multiplate® Analyzer
GMMI / Part No 06675069001
Device Identifier

Production Identifier n/a

(Lot No./Serial No.)

SW Version 2.04

Type of Action Field Safety Corrective Action (FSCA)

Dear Valued Customer,

Description of Situation

We regret to inform you that Multiplate® Analyzers used with software version 2.04.37 and software version
2.04.39 may generate a wrong reference range and target range graphical printout.

The Multiplate® Analyzer software contains a functionality that allows the reference range and target range to be
displayed in the form of horizontal graphical bars. When this functionality is enabled, sample result will be
displayed as a black vertical line within the reference/target range graphical bars to indicate its position relative to
the set ranges. When sample results are printed, the graphical bars and the sample result line will be printed as
well (see Figure 1).

Patient ID : 12345 Channel 1
200 AU
Testname : ADPtest, V1 [ud]
Measurement started : 07. May 2013, 15:05 (Measuring duration
6:00 min)
Sample result line Area under the curve : 64 U(53 -122) A
\ /
—> B
Reference range and Reference: 53.4 - 122.0 U 4
target range graphical | -
bars Target: 19.0-43.0U l 0 AU

Figure 1: Example of result printout with reference range, target range and result line
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Multiplate® Analyzer: Wrong printout of
reference/target range graphical bar

By the default, the print settings for paper-size and paper orientation are set to A4 format and Portrait respectively.
When an end-user changes the print settings to

paper size: other than A4,
print orientation: Landscape

then the position of the result line shown within the reference and target range graphical bars may not be correct.

The numerical reference range (shown in brackets following the numerical sample result value), and the numerical
sample result remain correct (see Figure 2).

(a) Result printout with print  patient ID fib con 1 e
settings in paper-size A4, portrait 2l i
orientation. Sample result and Teetnams Coag (Hirudin blood), V2 [ud] ard
reference range values correct.  measurement started : 24. Oct. 2016, 11:07 (Measuring B ]
Sample result line correctly duration 8:00 min) L
" . Area under the curve : 54 U (57 - 113)
positioned in the reference range 1= 1=
and target range graphical displa | EEEE
9 ge grap E y Reference: 56.9- 113.0U
ars —_— -
Trget 10.0-300U oAU
. (b) Besult prln.tout with prlnlt e fibcon1 S
settings in paper-size A5, portrait ‘e
orientation. Sample result and
reference range values correct oSt N Coog (Hinuedn biood), V2 o
9 ) * Measorement starbod ; 34, Ocl, 2006, 1100 (Messring
Sample result line wrongly e gtion S:00 min)
positioned in the reference range ~ Areaunderthacurva: 54U {57- 13) i i
and target range graphical display dum
b Rearanca: 55.9- 130U
ars = I ]
Targel 10.0- 310U 7, -

Figure 2: Example of result printouts with reference range, target range and result line (a) correctly displayed when printed
using default print settings of paper-size A4 in portrait orientation, and (b) incorrectly displayed when printed using A5 paper

This erroneous graphical representation of the result line and reference and target ranges is due to a software bug,
which will be corrected with a new software version is foreseen to be released in Q2/2017.

This problem occurs only when the result is printed immediately after result measurement. Result printouts done
using archived results does not have this problem.

However, in clinical situations correct information by numeric results and the correct visual representation of
results is essential and failures may raise a medical risk for the patient.
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Instructions

If you are using the Multiplate® Analyzer with software version 2.04, please only print using paper size A4, portrait
orientation. You can check which software version you are using by looking at the title bar of the Multiplate®
software application (see Figure below).

m platelet function analysis - V204 = @
Multiplate® Measurements  Tools Print Configuration  Service
-_— [ | Measurement block temperature: 36 9°C. Within specified range
Tltle bar Of the ” F1: Auto & F6: Print - F7:Clear o) F2: Start ® F3: Start 7 F4:Enter @ F8:Screen-
. Pipette channel timer test testID shot
Multiplate® software
Channel 1 Channel 2 Channel 3 Channel 4 Channel 5
app lication showin g Patient ID: Patient ID: Patient ID: Patient ID: Patient ID:
the software version
Test name: Test name: Test name: Test name: Test name:
Start / Run time: Start / Run time: Start / Run time: Start / Run time: Start / Run time:

Area under the curve: Area under the curve: Area under the curve: Area under the curve: Area under the curve:

(=] 200au (=] -] 200AU [+] [-] 200au [+] (=] 200au [+] -] 200AU (2]

If you are using paper size other than A4, please do not use the functionality to display reference and target range
in graphical format. This functionality has to be deactivated for every test parameter, using the Edit Multiplate
tests window. To deactivate this functionality, per test setting, follow the instructions as described in Operators
Manual (V2.0, SW 2.04, Chapter Operation/Configuration/Editing test parameters, page 128).

B Eclit Dutbiplated® test:
Al avalable tests Test nane ADPtes: [citieted blood]
ADPtest [citrated blood), VL Versicn: ]
./ ADPtest [Hirudin bload), V1
ADPest [Li- hep. bload), VL Wolumesten T (WLl { Mame 300 Pk Cacl?
ADPtest abn. cantrol {citrated blaad), VI Voiurre step 2 [pL] ! Hare: ]
ADPtest abn. cantrel (Hirudin blaod), V1
ADPtest abn. cantrol (Li-hep. bleod), ¥1 Y LT AN £l altated blaod
ADPtest HS {citiated bloed), VL Inoubaion b
o/ ADPtest HS (Hiridin bload), VI neLaalor tme LD
ADPtest HS [Li-hep. blood), V1 Measuring e duting incubaticn 0
ASPLASA [citrated blood), VL =
+ ASPLAIA [Hirudin blood), V1 Wolume step 4 [pL] £ Mame 20 ADP=st [gesn]
ASPLASA [Li-hep. blead) VL Ve step 6 (1) / Mame 5
ASPRest {citrated blood), V1
 ASPRest (Hirudin blaad), V1 “ome step B (L) Nae ]
ASPHest {Li-hep. blaad), V]
COL ASA {atrated blo Test durabon [use B miules ss stendad )2 |5
COL AA iHirudin blood, .
COL ASA iLi-hep. blood), YL Fipetting espretion speed (1] 5
COLtest [citrated blood], V1 Fipetts dspansing spesd (1-9] 5
o COLtest [Hirudin bload), V1
COLtest [Li-hep. bleod). VL Fieference mnge Lagl Win. /b ax oo 0o
) Liguid contol Level 1 VL Feference range [vel Min. / Max oo 00
o Linuid contral Level 2 V1
Make sure the show  Pitest, V1 [ud] Refarence rangs ALIC] Win. / Mas. - 830 280
RISTO high {citrared blaad), V1 5
reference range for RISTO Fiah tHirudin blood V1 ||| Ve ER e 4= o 00 00
D) Addtest || 770 Show efersnce range o4 [ Show refeiencs rargs for AUC
AUC and show target| | |
g [ = || "] Shou tefersnce range for el [] Shiowa target range for ALIC
T T
range for AUC are e ] Enstle s st
unchecked @ oo 11 [ S=vaton s
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Please note, switching off the reference range display will also switch off the numerical display of the range shown
in brackets behind the final result.

Actions taken by Roche Diagnostics (if applicable)

We work with highest priority on appropriate corrective actions to rectify the printing defect.
The software bug will be corrected with the development, validation and release of a new software
iteration by 2Q 2017.

Actions to be taken by the customer/user

Use only A4 paper and portrait orientation to print results

If you do not have access to A4 paper, deactivate the reference range and target range graphical display
functionality

The Confirmation/Feedback Form is to be sent back to Roche to confirm actions have been completed.

Communication of this Field Safety Notice (if appropriate)

This notice must be passed on to all those who need to be aware within your organization or to any
organization/individual where the potentially affected devices have been distributed/supplied.

Please transfer this notice to other organizations/individuals on which this action has an impact.

Please maintain awareness of this notice and resulting action for an appropriate period to ensure the effectiveness
of the corrective action.

The undersigned confirms that this notice has been notified to the appropriate Regulatory Agency.

We apologize for any inconvenience this may cause and hope for your understanding and your support.

Best regards,

Contact Details

To be completed locally:
Name

Title

Company Name
Address

Tel. +XX-XXX-XXXX XXXX
Email name@roche.com
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